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HARVEY K. BUCHOLTZ, M.D. [
DIPLOMATE

*' ' AMERICAN SOARD OF INTERNAL MEDICINE
AMERICAN SOARD OF ENDOCRINOLOGY AND METABOUSM,.

*

2333 MORRIS AVENUE 1804 OAK TREE ROAD

i SUITE #B 9 EDISON, N.J. 08820

i UNION, N J.07083 (201;549 7470

| (201) 888-2244

License No. - 29-18129-01

l' John E. Glenn, Ph.D, Chief
Nuclear Materials Safety Section B RfC
Division of Radiation Saf ety and Safeguards
' United States Nuclear Regulatory Commission *87 p" '
Regi'on I
631 Park Avenue
King of Prussia Pennsylvania 19406 '

i rf-

Dear Dr. Glenn:

I would like to request the f ollowing amendments
to my license No. 29-18129-01:

1) dose calibrator linearity will be determined
by the use of the Calicheck method

2) add to the names of the licensees
Gary W. Cushing, M.D.
2333 Morris Avenue Suite B-9
Union, New Jersey 07083

'3) delete from the names of the licensees Kenneth
W. Ordene, M.D. , if this has not already been done.

Thank you f or your time and attenticn to this.

Sincerely,
,

Lb[*
-

Hs.rvey D,. Bucholtz, M.D.
G -
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NRC FORM 313M U.S. NUCLE AR REGULATORY COMMISSION Approved by OMB
3150-0041'8 8" APPLICATION FOR MATERIALS LICENSE - MEDICAL Expites s.30-86.' *

10 CFR 35

\ INSTRUCTIONS - Complete Items 1 through 26if this It an initistapphcation or an opphcarron for renewal of a hcense use suppiementet sheets
where netessarv. Item 26 rnust be completed on all apphcations and signed Retaon one c ,py Submrt orryinal and one copy af entire
apphcatron to : Drrector. O!! ice of Nuclear Materials Safety and Safeguards. U S Nuclear Regulatory Commission. Washinvan. D C
20S$5 Upon approval of this apphcation. the apphcant wdl receive a Marenals License An NRC Marenals License is assued in accord-
ance wo th the general requirements contained m Torle 10. Code of f oderal Regulations. Part 30, and the Licensee os sublect to Totte 10.
Code of federal Regulations. Parts 19. 20 and 35 and the hanse fee provoston of Torle to. Code of federal Regulations. Part 170 The i

heense fee category should be stated in Itern 26 and the appropnate fee enclosed

1.a. NAME AND M AILING ADDRESS OF APPLICANT (institution, 1.b. STREET ADDRESS (ES) AT WHICH R ADIOACTIVE MATERI AL
form, clinic, physician, etc.) INC LUDE ZIP CODE WILL BE USE D (If different from 1.r) INCLUDE ZIP CODE

Gary W. Cushing, M.D.
2333 Morris Ave.
Union, N.J., 01083 Same

TE LE PHONE NO.: ARE A CODE ( 201 ) 6RR ppAA

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION FOR: (Check appropnate item)
Gary W. Cushing a. NEW LICENSE

tA AMENDMENT TO LICENSE NO. 29-18129-01
c. RENE W AL OF LICENSE N O.,.01_638_ 99A/TE LE PHONE NC.: AR E A CO DE ( 4

4.1NDivIDUAL USERS (Name individuals who will use or directly 5.R ADIATION SAFETY OFFICER (RSO) (Name ofperson desig,ated
supervose use of radioactive matenal. Complete Supplements A and B as radsation safery officer If other than ondsvodualuser. complete resu-
for each mdovedual.) me of traoning ano expenence as m Supplement A )

Gary W. Cushing Gary W. Cuching

6.a. R ADIOACTIVE MATERIAL FOR MEDICAL USE
MAXIMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADDITIONAL ITEMS: DESIRED LIMITSRADIOACTIVE MATERI AL DESIRED LIMITS
LISTED 1N: "x" (In milhcuries) "X" (Ir> milhc~nes)

IODINE 131 AS lODIDE FOR TREATMENT
10 CFR 31.11 FOR IN VITRO STUDIES OF HYPERTHYROIDISM Xy

AS NEE DE D PHOSPHORUS 32 AS SULUBLE PHOSP) ATEE10 CFR 35.100. SCHEDULE A, GROUP I
FOR TREATMENT OF POLYCYTHEMIA
VER A.LEUKEMI A AND BONE METASTAL ES

10 CFR 35.100, SCHE DU LE A, GROUP 11 AS NEE DED
PHOSPHORUS-32 AS COLLOID AL CHROM'C
PHOSPH ATE FOR INTRACAVITARY TRE/.T-

10 CF R 35.100. SCHE DU LE A, GR OUP 111 MENT OF M ALIGN ANT E FFUSIONS.

GOLD.198 AS COLLOID FOR INTRA.
CAVITARY TRE ATMENT OF MALIGNAN ~

10 CF R 35.100, SCHE DU LE A, GR OUP IV AS NEEDE D E F FUSIONS.

IODINE.131 AS IODIDE FOR TRE ATMENT XX
10 CFR 35.100, SCHEOULE A, GROUP V AS NEEDE D OF THYROf D CARCINOM A

~ XFNON133 AS GAS OR G ASIN S AL:NE FOR
10 CFR 35.70') SCHEDULE A, GROUP VI | B'/JOD FLCW STUDIES AND PULMONARY

,_ 1 J F UNCTION P UmE S I
>

,

S.4. RANOACTIVE MATERIAt FOR USES NOT LISTED IN ITEM 6.s %>ecswes up to amCiusec fur
cahbreren and reverence standerns 9:e autharve1 un1e'Section 35.14fdl,10 CFR Pa'r 35, and NEFO NOT BE LISTED.)

'

CHEMICAL MAXIR4UM NUWCR
i El.EMENY AND h8 ASS NUMEEF, ANDIOR OF MILLICURIES DESCRICE PURPOSE OF USE
! PHYSICAL FORM OF E ACH FORM
\ _

.-
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)
- INFORMATION REQUIRED FOR ITEMS 7 THROUGH 23

For items 7 through 23, check the appropriate box (es) and submit a detailed description of all the requested information. Begin
each item on a separate sheet. Identify the item number and the date of the application in the lower right corner of each page. If

.,

l
you indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revision
number and date of the referenced guide: Regulatory Guide 10.8 , Rev. Date:

L |

15. GENERAL RULES FOR THE SAFE USE OF7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERIAL / Check One)

Names and Specialties Attached; and Appendix G Rules Followed;or

Duties as in Appendix 8;or Equivalent Rules Attached |
(Check One) |

Equivalent Duties Attached 16. EMERGENCY PROCEDURES (Check One) |
1

8. TRAINING AND EXPERIENCE Appendix H Procedures Followed;or !
plements A & B Attached for Each Individual User;

Equivalent Procedures Attached
1

Supplement A Attached for RSO. 17. AREA SURVEY PROCEDURES (Check One) j

9. INSTRUMENTATION (Check One) Appendix I Procedures Followed;or i

Appendix C Form Attached;or Equivalent Procedures Attached

List by Name and Model Number 18. WASTE DISPOSAL (Check One)

10. CALIBRATION OF INSTRUMENTS Appendix J Form Attached;or
>

Appendix D Procedures Followed for Survey
instruments; or - Equivalent Information Attached

(Check One)
Equ.ivalent Procedures Attached;and 19. THERAPEUTIC USE OF RADIOPHARMACEUTICALS(Check One)
Appendix 0 Procedures Followed for Dose
Calibrator;or Appendix K Procedures Followed;or

(Check One)
Equivalent Prowdures Attached Equivalent Procedures Attached

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

Description and Diagram Attached Detailed Information Attached;and

12. PERSONNEL TRAINING PROGR AM Appendix L Procedures Followed;or
(Check One)

DescrQtionof Training Attached Equivalent Procedures Attached
~

PROCEDURES FOR ORDERING AND RECEEING PROCEDURES AND PRECAUTIONS F6R USE OF
* RADIOACTIVE MATERI AL 2

.

RADIOACTIVE G ASES (e.g., Xenon - 1331
.

Detailed information Attached Detailed information Attded

PROCEDURES AND PRECAUTIONS FDF4 U3E OF
PROCEDURES FOR SAFELY OPENING PACKAGES

22. RADIOACTIVE MATERIAL IN RJIMALS14 CONTAINING RADIOACTIVE MATERIALS
(Check Onel Detailed Information Attached

PROCEDURFS ANCIPIECAUTIONS FOR USE OFAppendix F Procedures Followed;or
23. RADIOACTIVE MATERf AL SPECIFIED IN ITEM A b

. . . .. .

-.,|'

Equivalent Proceddres Attached DetaHed Information Attached*

.1 - =
-

NRC F ORM 312M
tv en Page?~

' *
.
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.
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24. PERSONNEL MONITORING DEVICES

'

(Check app opriate box $ "^ Y*

F I LM

a,WHOLE
TLDBODY

OTHE R ISpecify)

FILM

b. FINGER yto

OTHE R (Specify)

FILM

c. WRIST TLD

OTHER (Specify)

d. OTHER (Specify)

Sam a fo rigina icense, no amendment

25 FOR PRIVATE PRACTICE APPLICANTS ONLY
a. HOSPITAL AGREEING TO ACCEPT P ATIENTS CONTAINING RADIOACTIVE M ATE RI AL

N AME OF H OSPIT AL h ATTACH A COPY OF THE AGREEMEN T LE TTE R
no change from original license SIGNE D BY THE HOSPITAL ADMINISTR ATOR.

^
c. WHEN REQUESTING THERAPY PROCEDURES,h DM Mb b %M ATTACH A COPY OF R ADI ATION SAFETY PRECAU-,

CIT Y STATE ZIP CODE TtONS TO DE TAKEN AND LIST AVAILABLE
gg{ p} R ADI ATION DE TECTION INSTRUMENTS.

26. CERTIFICATE
(This )?em must be completed by pop fican t)

__ --

The appincsM and any official executng this certificate on behalf of the appbcznt ruerned in item ta certif y that this application is prepared in
conformity with Title 10, Code of Federal regulations, Pa:*.s 30 ard 35, a d that all inforrnatic n conteined herein,inc!vding any sunniements
attached hereto,is true and correct to the best of our krirsweedge and benef.

-

b. APP Ir NT OR CE TlW Y t OF F ICI pfiSognatu e)r

e. LICENSE FEE REQUiHED .

(5ee Sec tion 170 31,10 CFR 170| - m N AME (T e of Pront) /
'

Gary,L_Jushing j
"- -- -

0; 78T1 E
(1) tilCENSE FEE CATE GORY:

M.D. !
- . - .

9,,
--

Qi LICENSE rEE ENCLOSED: $
_ b/16/87

NRC FORM 313V (9-81)
Page 3
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PRIVACY ACT STATEMENT

Pursuant to 5 U.S.C. 552a(e)(3), enacted into law by section 3 of the Privacy Act of 1974 (Public Law 93 579), the following
statement is furnished to individuals who supply information to the Nuclear Regulatory Commission on NRC Form 313M.
This information is maintained in a system of records designated as NRC-3 and described at 40 Federal Register 45334
(October 1,1975).

1. AUTHORITY Sections 81 and 161(b) of the Atomic Energy Act of 1954, as amended (42 U.S.C. 2111 and 2201(b)).

2. PRINCIPAL PURPOSE (S) The information is evaluated by the NRC staff pursuant to the criteria set forth in 10 CFR
Parts 30-36 to determine whether the application meets the requirements of the Atomic Energy Act of 1954,as amended,
and the Commission's regulations, for the ist.uance of a radioactive material license or amendment thereof.

3. ROUTINE USES The information may be used: (a) to provide records to State health departments for their information
and use; and (b) to provide information to Federal, State, and local health officials and other persons in the e.*ent of inci-
dent or exposure, for their information, investigation, and protection of the public health and safety. The information
may also be disclosed to appropriate Federal, State, and local agencies in the event that the information indicates a
violation or potential violation of law and in the course of an administrative or judicial proceeding. In addition, this in-
formation may be transferred to an appropriate Federal, State, or local agency to the extent relevant and necessary for
a NRC decision or to an appropriate Federal agency to the extent relevant and necessary for that agency's decision about
you. A copy of the license issued will routinely be placed in the NRC's Public Document Room,1717 H Street, N.W.,
Washington, D.C.

4. WHETHER DISCLOSURE AS MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING
INFORMATION Disclosure of the requested information is voluntary. If the requested information is not furnished,
however, the application for radioactive material license, or amendment thereof, will not be processed.

5. SYSTEM MANAGER (S) AND ADDRESS Director, Division of Fuel Cycle and Material Safety, Office of Nuclear Mate-
rial Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washington, D.C. 20555.

I 1 i
"

i

f
J

.

NRC f 09M 313M
', (9-81) .

Page 4
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NRC FORM 313M SUPPLEMENT A U.S. NUCLEAR REGULATORY COMMISSION
I' ^ bvOMBTRAINING AND EXPERIENCE 310$oI1

*

AUTHORIZED USER OR RADIATION SAFETY OFFICER Expirei 9.ao.se,

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER : 2. STATE OR TERRITORY IN
WHICH LICENSED TO y *y *Gary W. Cushin8 PR ACTICE ME DICINE

Ma.

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YEAR CERTIFIED

A B C

Internal Medicine 9/14/83
Endocrinology and Metabolian 11/19/85

4. TRAINING RECEl\tED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURE / SUPE RVISED
FIELD OF TRAINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORY-

A B COURSES EXPERIENCE

(Hours) (Hours)
C D

b k C% T
a. RADIATION PHYSICS AND .{ kgg @m

INSTRUMENTATION

b. R ADI ATION PROTECTION

'

c. MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY

|

d. RADI ATION BIOLOGY j

I
i

e, R ADIOPH ARMACE UTIC AL
CHE MISTRY

|
)

5. EXPERIENCE WITH R ADI ATION. (Actuat use of Radioisotopes or Equivalent Emerience) ]

ISOTOPF. MAXIMUM AMOUNT WHrRE EX?ERIENCE WAS G AINED DUR AYt0N OF EXPERIENCE TYPE OF USE

125I 501 Boston, Beth Irrraal Ecap. 7/S3-6/86 In vitro i
i,

3H SmCi
14C 2S0uCi lab ' renes.rch
32P 200uci

1

i

I
..,_

NRC FORM 313M Supplement A i

(9 81) Page 5
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NRC FORM 313M SUPPLEMENT B U. 5. NUCLEAR REGULATORY COMMISSION
ON

Approved by OMB
* *

3150-0041
PRECEPTOR STATEMENT Expires 9-30-se

-

.

Supplement B must be comp'etedby the applicantphysician'spreceptor. If more than onepreceptoris necess ty to document
experience, obtain a separate statement from each.

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

1 14upervised examination of patients to determine the suitability forGary Wayne Cushing radioisotope diagnosis and/or treatment and recommendation f or
prescribed dosage.

S AD D RE SS
2 collaboration in dose calibration and ectual administration of dose

2333 Fiorris Ave. t the patient including calculation of the radiation dose,related
measurements and plottmg of data.

ClT Y | ST ATE | ZIP CODE 3-Adequate period of training to enable physician to manage radioactive
patients and follow patients through diagnosis and/or course of

Union 14. J . 07093 tratment.

2. CLINICAL TRAINING AND 5MERIE'NCE OF ABOVE NAMED PHYSICIAN ,

NUMBER OF - 1

CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DI AGNOSED OR TRE ATE D PERSONAL (Additiona/ sn/ormation or comments may

PARTlClPATION be submitted on duplicate on separate sheen.)
A B C D

DI AGNOS!S OF THYROID FUNCTION 25 RAIU/ Scan for thyroid function
DE~lE RMIN ATION OF BLOOD AND Rnd PVa3Uation Of COiter
BLOOO PLASM A VOLUME or no'lules (imaging)

1 13s LIVE R FUNCTION STU. DIES
or

6125 FAT ABSORPTION STUDIES
'

KIDNEY FUNCTION STUDIES
I-123

IN VITRO STUDIES

OTHER

| 125 DETECTION OF THROMBOSIS

|131 THY ROID IM AGIN G See above
P-32 EYE TUMOR LOC ALIZ ATION

Se- 75 PANCRE AS IM AGING

Y b-169 CISTE RNOGR APH Y

BLOOO Fl OW STUDIES AND
PULMON ARY FUNCTION STUDIES i

\
OTHER

BR AIN (M AGING

C A RDI AC IM AGIN G
'

r~f

r, r

TH YROI D IM AGIN G 20 Th;J0id Godular diOCasa
SALIV ARY GLAND IMAGING

Tc 99m '

BLOOD POOL IM AGING

]PLACF NT A LOC ALIZ ATION

LIVER AND SPLEEN tit AGING

LUNG IM AGING
|

BONE IM AGING

OTHER

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

1



, ___ _ _ _ _ _ _ _

PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE hlAMED PHYSICIAN (Concinued)
NUMBER OF

CASES INVOLVING COMMENTS

ISOTOPE CONDITIONS DI AGNOSED OR TREATED PERSONAL (Additionalinformarion or commeno may be
PART|CiPATI0N submitten in duplicate on separate shee etJ

A B C D

P-32 TREATMENT OF POLYCYTHEMIA VERA,
(Solubkl LEUKEMIA, AND BONE METASTASES

INTR ACAVITARY TRE ATMENT
(Cole dall

TRE ATMENT OF THYROID CARCINOMA 4 29.9-100 moi,
1131

TREATMENT OF HYPERTHYROIDISM 20 majority w/ diffuse toxieroitre
remainder w/ toxic multi-nodularAu-198 (INTRACAVITARY TREATMENT 6citre or toxic nodule

CoGO INTE RSTITI AL TRE ATMENT
or

Cs-137 INTRACAVITARY TREATMENT

'
INTE RSTITI AL TREATMENT

Ir192
Co60

or TELETHE RAPY TRE ATMENT
Cs 137

Sr-90 TREATMENT OF EYE DISEASE

R ADIOPH ARMACE UTICAL PREPARATION

$09( GENERATOR99

GENERATOR13

Tc 99m REAGENT KITS

O ther

I-131 Rx of intractable angina
Iby thyroid ablation

i

e "

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

July, 1993 - June, 1986 Over the course of a 3 yr. endocrine fellowship
well over 80 hours spent in ordering and evaluating radiciaotope upttke
scans, and therapies.

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE 5. P CEPTOR'S SIGN ATURE

WAS OBTAINED UNDER THE SUPERVISION OF: !' ' gg[ /,a NAME OF SUPE RVISOR .

Johanna Pallotta, M.D.
tx NAME OF INSTITUTION 7. PRECEFTOR'S NAME (Nease twie orpnnt)

Beth Israel floopital

dahannE 2Mllotta, M,3,c. M AILING ADDRESS

| 330 Bm okline Ava' ~

i o. ctT Y 8.DATE
Boston, Me. 02219 |

2-3-67 i

T MAYE RI ALS LtENSE NUMBE R(S) BEth israel ITUE}5TI al
NRC Liccnae # 20-00-742-18, Exp. date December, 1991.|

'

NRC FORM 313M SUPPLEMENT S Permit Number 23, exP res November 30, 1988i

(941)
* oroesoess,

,

.

~__ _ _ _ _ _ _ _ . _ _ _ _ _ _ _ _ _ _ _ _ _ _ . . _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ . _ _ _ __
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HARVARD UNIVERSITY,

UNIVERSITY HEALTH SERVICES
. .

ENVIRONMENTAL HEALTH AND SAFETY
e

46 Oxford Street
Cambridge, Massachusetts 02138

(617)495-2061

December 2, 1985'
,

'IO h'HOM IT MAY CONCERN:

'This is to certify that GARY CUSHING
participated in the STUDY PROGRAM IN THE SAFE USE OF RADIOISOTOPES IN
RESEAPCH conducted by Environmental Health & Safety, University Health
Services, and satisfactorily ccrupleted a' final examination given at the
end of the program.

The program was designed to impart the principles and practice of
radiation safety as it concerns the use of radioactive materials.
Additionally, it presented elementary information on radioactivity
measurement standardization and monitoring techniques, mathematics and
calculations basic to the use and measurements of radioactivity, and on
biological effects of radiation.

xJ MM
Shapiro, Ph.D.

Radiation Protection Offi

JS:dp'

P,

i 108052
1
.

11-313
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HARVEY K. BUCHOLTZ, M.D.
34 Center St.,

Springfield, NJ 07081
.

$ SfU
Nuclear Regulatory Commision
Region 1 Materials Program
Section 2
631 Park Ave.
King of' Prussia, PA 19406 ?

Gentlemen:
s

Enclosed are two copies of the license renewal ication*

for the licensee Harvey K. Bucholtz, M.D., license # 20 18129-01.
Please note that a request for the addition of Kennet W. Ordene,
M.D.as a licensed user for invitro studies,in Group I, Iodine 131
for treatment of hyperthyroidism, and treatment of thyroid
carcinoma. A copy of preceptor statements A S B are enclosed. Also
enclosed is a check. payable to the NRC for the sum of $150.00 as
required as per 10 CFR 170. If you have any questions regarding.

this license renewal application, please contact me.

Since rely ,

I |( ILLt 8
Harvey K. Bucholtz, .D.

Ih Y, N . b. 81% i
Applicant. . . . . ;

. ,,,,,,,

Check No i

Arraum/Feh . ateho[y [5h'/h
Type of f t.e<
Dtte Check n . . .(p .(,' &
N"UCIVCd O - N M .-....Y4

,_ ,, _ ,,,

'
RECElVED BY LFf/B

' "'~~

Date. .

uz..c 2... * * .
.

, or... W.
"0FFICIAL RECORD COPY" 033,70,ig. ro . .

,

Action Compt. . l. [
- - . . ~

MAY 31 1983

_ _ _ _ - - - - _ _ - - - - _ _ - _ _ _ _ _ _ _ _ - - _ _ - _ _ _ _ _ _ _ - - _ - _ _ _ _ _ _ _ - - _ _ _ _ _ _ - - - _ _ - _ - _ _ - _ _ ________
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ORM M Ui fEfCLE AR REGULATORY COMMISSION Approved by OM8

APPLICATION FOR MATERIALS LICENSE - MEDICAL $ h3,

INSTRUCTIONS - Comonte stans s wroup x of snos a m on< toe woiwatoon er an acosocat,on for verwe of a 1, cense. var azoo omentaishortes

where necessary Item M must be comotored on att wolwations and saved Retson one coor $ubmor orovnat and one copy of enture
apohcorron to : Dorector. Offoce of Nucrear Materrars So!*ty and Safeguards. U S Nucinar Repuontory Commanion. Washongton. O C.
MS$5. Upon soprovst of thrs solwatoon. me apolocet wellreceove a Matenals L ocense An NRC Matenals Licenar is ossued on accord-
mee notn the pneret owevoremests cmeoned in broe 10. Code of Federal Reputations. Port M. and the Locensee a subject to TotJe 10.
Code of federal Reputations. Ports 19. 30ed J5 ed to locener fee provusson of Torre 10. Code of foceral Reputations. Part 110. The
locense fee category e% cued be stated me item M aM the acoroonage for oncer, d

1.a. NAME AND MAILING ADDRESS OF APPLIC ANT (insprucon, 1.tx STREET ADDRESS (ES) AT WHICH R ADIOACTIVE MATERIAL
form, clinic,physicoan,etc) INCLUDE ZIP CODE WILL BE USED (If ditsirrent from 7.4/ INCLUDE ZIP CODE

Harvey K. Bucholtz, M.D. Same
34 Center Street

i
' Springfield, N.J. 07081

l

TE LEPHONE NO.: ARE A CODE 2 0 31_M2 9595
8 2 PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION ECH: ICheck apt.,conste stem)

at O NEW LICENSE
Harzey K. Bucholtz, M.D. n O AMENDMENT TO LICENSE NJ.

TE LEPHONE NO. AREA CODE I201) 467-9595 c. C RENEWAL OF LICENSE NO. ~5T29-01

4. INDIVIDUAL USERS (Name indienduals who wo// use or directly 5. RADIATION SAFETY OFFICER (RSO)(Name ofperson ansipisted
supersono use of radioactive n1strroat. Complate Suppiaments A and B as ras,ation sa ety o tacer of other than indmdualuser. complete renu-r r

for each individual.) me of troonong and enorroence an on Sucolement A )

Udrvey K. Bucholtz,M.D.
Harvey K. Bucholtz, M.D. I

Kenneth W. Ordene, M.D.

6.a. RADIOACTIVE MATERIAL FOR MEDICAL USE
M A XIMUM MARK MAXIMUM

ITEMS POSSESSION ITEMS POSSESSIONADD ONAL REMS: DESmED LautysRADIOACTIVE MATERIAL DESIRED LIMITS
LISTED 1N: ~x* ten mottocurses) "X'' fin mothcurors)

IODINE-131 AS IODIDE FOR TRE ATMENT
10 CFR 31.11 FOR IN VITRO STUDIES x 1.0 OF HvPERTHvROIDiSM x 50

|

10 CFR 35.100. SCHEDULE A, GROUP i AS NEEDED PHOSPHORUS-32 AS SOLUBLE PHOSPH ATE
X FOR TREATMENT OF POLYCYTHEMIA *q g

VER A.LEUKEMI A AND BONE METASTASES
10 CFR 36.100, SCHEDULE A, GROUi' il AS NEEDl? D PHOSPHORUS-32 AS COLLOlD AL CHROMIC

PHOSPH ATE FOR INTRACAVITARY TRE AT- n/E
MENT OF MALIGN ANT EWSIONS.10 CF R 35.100. SCHE DU LE A, GR OUP lil 2000x GOLD.198 AS COLLOID FOR INTRA.
CAVIT ARY TRE ATMENT OF MALIGNANT n/'-10 CFR 35.100. SCHEDULE A, GR OUP lV 3/g AS NEEDED E F FUSIONS.

IODINE 131 AS IODICE FOR TRE ATMENT
10 CFR 3.100 SCHEDULE A, GROUP V p/g AS NEEDED OF THYROlO CARCINOM4 x 50

XENON 133 AS GASOR GASIN SALINE FOR
10 CFR 3,100. SCHEDULE A. CROUP v4

U / <..
BLOOD FLOW STUDIES AND PULMONARY n / j:

l FUNCTION STUDIES 1

6.b. RADIOACTIVE MATERI AL FOR USES NOT LISTED IN ITEM 6.a. ce wso.<rcar up to JmCiuam for
atobration and reference standares are authe'raed under secoon 35.1sidl, to CFR Port 25 and NEED NO T BE LISTfDJ

CHEMICAL M AXIMUM NUM8E R
ELEMENT AND MAES NUM8ER pgyglglyORMA

OFE M

None LIC
?nSC Tee InformaUco
Cn k g-p.ye f ff

Q g

01 @ 7
_

NRC FORM 313M
"
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INFallMATION REQUIRED FOR ITEMS 7 THROI A 23,
.

,

For items 7 through 23, check the appspriate bon (es) cnd submit a detailed descriptio -> all the requested information. Begia -$

Cach item on a separate sheet. Identify the itora number and the date of the application in the lower right corner of each page if
you indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the rev' ions
number and date of the referenced guide: Regulatory Guide 10.8 , R ev. 1 Date: h 19An

.

15. GENER AL RULES FOR THE SAFE USE OF7. MEDICAL ISOTOPES COMMITTEE RADIOACTIVE MATERI AL (Check Onel ]
Names and Specialties Attached; and Appe x G Rules FoHowed;or

Duties as in Appendix B;or X Equivalent Rules Attached
(Check Onel

X h i:n:Du::: f = c d See note 16. EMERGENCY PROCEDURES (Check Onel

8. TRAINING AND EXPERIENCE Appendix H Procedures Followed;or

Supplements A & 8 Attached for Each Individual User;
Equivalent Procedures Attached

x and Refer to letters dated 5/ 27 6
~ ~

Supplement A At ached for RSO. 17. AREA SURVEY PROCEDURES (Check Onel

9. INSTRUMENTATION (Check One) Appendix 1 Procedures Followed;or

Appendix C Form Attached;or X Equivalent Procedures Attached

List by Name and Model Number 18. WASTE DISPOSAL (Check Onel

10. CAllBR ATION OF INSTRUMENTS X Appendix J Form Attached;or

Appendix 0 Procedures Followed for Survey Equivalent Information AttachedInstruments; or
(Check One)

' ^
x Equivalent Procedures Attached;and 19. (Check One)

Appendix D Procedures Followed for Dose
Calibrator; or Appendix K Procedures Followed;or

(Check One)
Equivalent Procedures Attached X Equivalent Procedures Attachedx

11. FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES

Description and Diagram Attached N/A Detailed Information Attached;andx

12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed;or'

(Check One)
7

y| Description of Training Attached Equivalent Procedures Attached

13' PRO 6EDURES F.OR ORDERING AND RECElVINGPROCEDURES AND PRECAUTIONS FOR USE OF
R ADIOACTIVE MATERI AL 21' RADIOACTIVE GASES (e.g., Xenon - 133)

X Detailed Information Attached g // Detailed information Attached

"
PROCEDURES FOR SAFELY OPENING PACKAGES

22. RADIOACTIVE MATERfAL IN ANIMALS14 CONTAINING RADIOACTIVE MATERIALS
(Check Onel Detailed information Attachedj{

Apwndix F Procedures Followed;orX 23* RADIOACTIVE MATERIAL SPECIFIED IN ITEM C.b
--

D'**I'*d '"' '**'i " ^***"h'dEquivalent Procedures Attached N/A
Enc romu vau -

<s-s t i Page 2
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| 24. PE RSONNE L MONITORING DEVICES
_ . _ . - _ _

T Y PE ,

SUPPLI E R E XCH ANGE F RI OUENCY
ICheck soproor.are nos b

..

X Seimens Canunasonics Hon L1' !"'
~''' ' |, WHOLE

, T'D |00DY'

____ _. . . _ _ _ _ j

o r - s e is.ve.*,,1

.,s

! -. . _ . _ _ . . _ _ _ . . ._ _ .._.- _ _ . . . - J

| t..sescER Seinen, Gammasonico MonthlyX
3 , ~-

.._ . . . . . . - _ . . . . _ _ . _ . _ _ _ _ _ _ _ _ . . _ . . _ . . _ . _-. .. _ _ . . . . . . q

-~ t - t a rSce: *yI
* _ _ . . . . - _ _ . - .. -

F I L 48 Not Useu

c. .'. R 4 ST tlc

or-En(5.mv1

::Tn E n " J,*

None

15. FO R FRIV AT E PRACTICE APPLICAN TS CN LY
a I, spi T A L AGhE E t.G TO ACCEPT k AT'E % TS CON T AINihG R ADiO ACTavE *.* ATt m A L

4 .- i e '. * *. T t e i ! E Rn Al ' !. C M A C i,F Y J a I H ".suk of ~ OSP + T A.
3 " "E " # "' C "'''' " O*Newar Beth Israel Medical Center

a.*sto .3 c.coatss ,.- e % a E au s i . a , ., An - w ., = i s .c .

_._ 2.01 L.yons Ave . t ri ACs A cerv cr na A r * t Are T- mc AU

C8 7 Y ! f, T A T E IW CODE i O'.5 T O D E T r K i. *. J. ~.D i 's f A' A1. 3 51 f
' R AO! ATiW DE T E C f "M NJf % /P*f5

Newark, N.J. 07112 NJ 07112
.. . _ . . .. . -_ -_... ~._- . _ . - _ . -. -

- - --

26. CE RTIFICA TE
(Th s tem mas t te complete:1 Dy x';]'ic an t!

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

mro ia s'em 14 rett d y t*;et or r$ w .a p a s; . * e4 ~nT he auso ten t d oc .s r , of f.c.mi *.ac i.mg sms v.<?.f.ca'e on tirhalf of the 4pp1 i. ant re
dia lo r me t , a.in T .tif 10 C r * oi F e scar Awat.oas. Parts 30 enct 35. and t* as eil .n'onnet tua cc. :4 rw a h ron, mr S a a s i .. . < r e atta

s

etischert bneto. 5 true and omrect to tne trat of our kepa' edge and belief
._ .- .._ k

b APPLsCAN T OR CE R TIF YING Of F SCI AL IS g ocurrl

!

a LICENSE FEE REQUIRED
ISee Seetroen 110 21.10 Cf R IN) m N Aut (Tece of PontI)

<
m TITLE

fil UCENSE FEE CATEGORY 7B \
-

lc. DATE
)

(28 L8 CENSE FEE ENCLOSED 5150.00 - . . - ;. _ - . . .

e.ac a nnu u w m.ati

_ _ _ _ _ _ _ _ _ _ _ . _ _ _ _ _ . _ _
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Notice'

,

.

At this time, only Iodine 131 is being used for diagnostic

and therapeutic purposes. If in the f ut ure , a need exists for

using Group III radioactive materials for diagnostic purposes,

a "L" shield and additional lead shielding shall be purchased

and utilized for the preparation of the radiopharmaceutical kits.

The Geometrical Variation Test shall be performed only if Group

III radioactive materials are used for diagnostic Durposes.

I
l

,

W
!
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RADIATIf S AF'ETY / MEDICAL ISOTOPEE" DMMITTEEi
. m

.

P' lease note that since the application is a physician

in private practice, this section is not required with this
not required with this application.

l

i
!

!
!
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' Pong. NRC 313M SUPPLEMENT B " U. 8. NUCLETR REGULATORY COMMIS810Nto.7s)

PRECEPTOR STATEMENT,

Supplement B nsust be nnpletedby the slopticentphysic!an'spreceptor. If note then one preceptorisnece.:sery to document
experience, obtain a separete statement from each.

1. APPLICANT PHYSJCI AN'S NAME AND ADORESS KEY TO COLUMN C
PU LL N AME PE RSON AL PARTICIPATION SHOULD CONSIST Opi

KenndA w(>nbou i.e.e~ised e.minetion o, .tient,e io te,mies tne soite.mtv ,0,
~ o : ,.:: .'- ? " - - - - - ~<l f -
,

etREET ADCRE88 '

24olleboration in c%.ee c.o.llbration end actuel a. administration of does]f{ g,,, j measurement and plottino of dete.
to tne ,etient in. . e . i. tion o< rne ,e etion do..re'eted

STATE | ZIP CODE 3-Adeowete period of treinlag to enable phyolcien to menage radioactiveCITY

&%cyNeN |NJ 0 708/
pottents and follow patients through diegnosis and/or course of
<c~<-<-

"

2. CLINICAL TR AINING AND EXPERIENCE OF A80VE NAMED PHYSICI AN
NuMesR OF

CASES INVOLVINQ COMMENTS
180 TOPE CONDITIONS DIAGNOSED OR TRE ATED PE RSON AL (Aad/t/onalinformat/on or cammen ts may

PARTICIPAT10N be submitedin duchesu on separen sheen.)
A B C D

DI AGNOSIS OF THYROID FUNCTION

DETE RMIN ATION OF BLOOD AND
BLOOD PLASM A VOLUME

I.131 LIVE R FUNCTION STUDIES
or

1 126 FAT ABSORPTION STUDIES

KIDNEY FUNCTION STUDIES

IN VITRO STUDIES 4//MO
OTHER

f.126 DETECTION OF THROM80 SIS

|131 THY ROID IM AGIN G

P 32 EYE TUMOR LOCALIZATION

Se 75 PANCRE AS IM AGING

Yb169 CISTE RN OGR APH Y

BLOOO FLOW STUDIES ANO**
PULMON A_RY PUNCTION STUOlES

Mb ()k[CT E" -
- \

___

OTHE R

BRAIN IMAGING
__

C ARDI AC 1M A GIN G
.

TH VRC( D IM AGIN G

i r,Al.ht ARY GLAN O rMAclNQ
-. =

Tc99m gLv0C FOOL IM AGING

PLACENTA LOC ALIZATION

LIVER AND SPLEEN IMAGING
._

LUNO IM AGING
|

SONF iM AQlNG

OTHE R
-

FORM NRC-313M4UPPLEMENT S
is-fel Page6

.

9
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NRC FORM 313M SUPPLEMENT A
U.S. NUCLEAR REGULATORY COMMISSION' " " ' '

TRAINING AND EXPERIENCE
i

AUTHORIZED USER OR RADIATION SAFETY OFFICER '.

t. NAME OF AUTHOR 12ED USER OR RADIATION SAFETY OFFICER 2 STATE OR TE RRITORY IN
WHiCH LICENSE D TO

& gTw Ar i W Q 'L O 15 N C , AM D '

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YE AR CERTIFIEDA B Ci

I

4. TR AINING RECElVED IN BASIC RADIOISOTOPE HANDLING TECHNIOUES

TYPE AND LENGTH OF TRAINING
~

LECTURE > SUPE RESEDFIELD OF TRAINING LOCATION AND DATE tS) OF TRAINING LABORATORY LABORATORYA B CO U RSF S E X PE RIE NCE
'

(Hours) (Ho is)

M .3 f.* nel 54 %
a. R ADI ATION PHYSICS AND -

INSTRUMENTATION "

is R ADI ATION PROTECT 80N -

.

c, MATHEMATICS PE R TA!NiNG TO
THE USE AND MEASUREMENT I) -.
OF RADIOACTIVITY

et R ADI ATION BIOLOGY
%

-. |

R ADiOPH ARM ACE bT:C AL 8e

CHE UIST RY -

|

S. EXPER|ENCE WITH R ADI ATION, (Actual use of Radioisotopes or Equivalent Experience)

ISOTOPE MAX $ MUM AMOUNT WHERE EXPJrRIENCE bps G AINED DURATION OF EXPERIENCE * pfPE OF USE
'

7 Y~{ L
'

| f.,,,,
.

a! piu %
' '7- A |nc[ ae,a- -

S-o

4/4 l,< 2
- -m- re

4

NRC FORM 313M Supplement A
19-81) Page 5
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i
1,

PRECEPTOR STATEMENT (Continued) {'

1

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Cmtinued/ {~~

NUMBER OF |
CASES INVOLVING COMMENTS

'

ISOTOPE OONDITIONS DIACNOSEDOR TREATED PE RSON AL (Aaditionalsoformation or ccwnnwns may be
PARTICIPATION submned an Asphcom on separate shee at/.

_A 8 C D
P 32 TRE ATMENT OF POLYCYTHEMIA VERA,

(5464) LEUKEMIA, ANO BONE METASTASES
j

INTRACAVITARY TREATMENT,g

[fTRE ATMEN1 OF THYROID C ARCINOMA
1131

[TRE ATMENT OF HYPERTHYROIDISM

Aw 198 INTRACAViT.ARY TRE ATMErdT

Co 60 INTE R5YlTI AL TR E ATMENT

Cs.137 INTR ACAVITARY TREATMENT

INTERSTITI AL TRE ATMENT
s r.197

t TELETHE RAPY TRE ATMENT

Sr90 TRE ATMENT OF SYE DISE A*E

R AOIOPH ARMACE UTICAL PREPA RA TION

| GENER ATORTc

GENERATOR

t c-99m RE AGENT KITS

I$5Y win $ 6 V Sd446 S
ncf'th?&i A) (ddetuNG~ I>

|( (N stei}62 tikfi5 4W /090

3. DATES AND TQTAL NUM":ER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

[ h b '
-

m
5. P A E PTOR'S SIGN A RE4.THEj AINING ANg EXPERIENCE INDICATED ABOVE

' A S 9, TAINED NC Eh TQE hPERVISION OF:

I'h k ,, k h, W'

, ,. P, E , P, S _ E ,.. .r p. t,, u. - ,-

Nb (N Ye

me m m e g W;my 4.%4m H~)
ou .fm-. Ay.. w., - . _ ,..

-
8. DATL4 CITY

f5. VATE RI AL5 LICE NSE MBE R ($1 L 4 <

fk*~.

*one mac.aisusvepautNT e

- _ _ _ _ _ _ _ _ _ _ - _ _ - _ .___m _



F ~ ~ s Dr. Ordsna

* ERIENCE WITH RADIATION,

-

MARMUM DURATION OF
ISOTOPE AHOUNT WHERE EXPERIENCE WAS GAINED EXPERIENCE TYPE OF USE

.

Co 57
t

Ga 67 '

__

Se 75

Yz 81

Tc99/Ho99

in 111

}I 131 a]Op[L 40$ ## NGote4L CGsitk q)g,_ gj W <3rpp

I 131 Qfyg' (N $.O. MS y|,|gy -g| p y _yyfg
tf . , .

Xe 133

Yb 1fS

T1 201
l

-

M

w

___________.m_ _ - - - - - - - - - - - - - - - - - - - -
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- INSTRUMENTATIONt

-a
'~

I,' Survey meters.

a. Manufacturer'5 name: Atomic Products

. Manufacturer's model number : rnV 70n

1
,.

Number of instruments available :

0 mR/hr to _ 0. 5 mR/hrL Minimum range:

Maximum range: 0 mR/hr to 50 mR/hr

b. Manufacturer's name ', IlOne

Manufacturer's model number:

Number of instruments available :

Minimum range : mR/hr to mR/hr

Maximum range; m R/hr to mR/hr

.

2 Dose cahbrator

tallincrodtManufacturer's name .

?UA'I Manufacturer's model number :

Number of instruments available ; 1

,

3. Instruments used for diagnostic procedures
>

Manufacturer's
Type of Instrument Name Model No.

Rectilinear Scanner Picker Magnascanner III-

4, Other le 3., liquid scintillation counter, area monitor velometer)

None

10.A21
7

w.to.

"Otf'CK RECORD COPY" '*U e!
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CALIBRATIN T SURVEY INSTRLNENTS

CHEEK APPROPRIATE ITEMS

X 1. Survey instruments will be calibrated at least annually and following
repair.

X 2. calibration will be perfonned at two points on each scale. - The two
points will be approximately 1/3 and 2/3 of full scale. A survey
instrument nay be considered properly m1ihrated when the instrunent
readings are within + 10% of the mle,11^ted or known values for each
point checked. Readings within + 20% are considered acceptable if
a t alibration chart or graph is p_repared and attached to the
instrument.

|

X 3. Survey instruments will be calibrated.

a. By manufacturer

b. At the licensee's facility
(i) Calibration source

Manufacturer's name i
Model tb.
Activity in millicuries
Accuracy
Tracmhility to primary standard

(ii) The m14hration prorwhires in Appeniix D, Section I will be used,

or

(ii.i) The step-by-step procedures, including radiation safety procedures
are attached.

X c. By a consultant or outside firn

(i) Name Sio 4'ed Associates Inc.
|

|
(ii) Ircation 753 Soulevard, Kenilverth,N.J. 07060

(iii) Procedures and sources

X have been approved by !K and are on
file in License Ib. 23-1. % 7-01

1
'

are attached.

'

>

Itan 10. 5/83
Page 1.

-

-

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



-_ _. __ _ -. _ ,

- .

/"' A'

' V4
.

CALIBRATION OF INSTRUMENTS-

.

Consistency Checks of Survey Meters

1. Prior to use, each survey meter is tested employing a long-
lived check source in a reproducible geometry. The meter
reading is noted for comparison in future tests to assure
consistency of response.

i

2. Tae consultant pnysicist maintains a log of spot-checks
'

on eacn survey meter. One variation of greater than +20%
from tne initial check after calibration will warrant ~
repair and/or re-calibration.

,

,

i

l

5/93J Item 10
page 2.
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,c Calibration of Instrumen n.i -
'

, .
'

. ' N/,
,

.

Methods for Calibration of a Dose Calibrator j

All radiopharmaceuticals are assayed for activity to an accuracy of :105.
The instrument is tested as follows:

1. Daily checks are performed usino a long lived reference stancard (e.a. ,
200uci cf Cs-137 or ImCi of Co-57). The two standards will be alterrated for the
daily test. The standard readino is corrected for backcround and corpared to l

the decay corrected calibrated activity. An observed deviation of creater char
:5': will warrant recalibration and/or repair. This :Feck is cerferred bv tre
nuclear FediCire technician. 're da te, deca / :cere: ed 30:4 vity Pad eren"d, et
s tardard assay, and percent de.ia: ion are lorred. "e,12: inns crea ." *ra- '

are < 300r:ed tc tne corse? :n: -ajiaticr. cnjsi:';: #ce i.:",er e.aluat i.r.

!! Mar.th' Checks are :'erfc' ed usirr ea:n of :Pe fal'0v'nc 'cre ' i ve H e r-
ence starcards:

Dacionuclice A:tivitv Sc;urarv

Cubalc 57 1.12 mci t 5%

Barium 133 250 uCi 1 SS

Ne s r:ard readings are c': :ared to .Feir da:2" :orec::ed :3' * 3 ec activities

es.sr er ir :re a ttacned sr ~ e 'or sr.ne: ' ~'c s e C ali e rr '- 5 :v r re Sens i tiv i ty
2 Jes:a:i:r of greater :bar .5 cm any :.arcar: w11' a rra": e:al':ca.10- *.

re air. T"is check is Derf: ed by the ::nsul: ant ra:iatio cavsi: s . C'r
Jcse calibrators employing 3::iv1:j con:er ration rode A: t i v i ~. : e r -'1. \ . thiss

~' ode will te tested monthly e cloying one of the acc /e referer:e s:3" cares ac:cedinc
to the at:a:hed sannie 109 srae: ' Dase Cal i:'ra * * G.' :r ra :i a- !al ..' a :i o- Tas t" .
A ceviatier of creater tnar 25 wii' 6.arran recaliara:ico renai- ere rerthly
tests are cerformed by tre ::rsultan: radia:icr chysicis:

II:. 'Jua-:erly *.ests are as f ar :ed usinn a icna 'i.ec re'r ence s:r % m e c...

Os-137,' arc recceding the a::eent activity indica ed at all o# ne :c-~ V sad
a:iorutlide set:ings. Tne 5 v:e readout is cercared to crevious est.s (::rrectica

fo- de:ay) and a cercent d* ##erence is co cuted. A de sistion o' rea er -ar #

v.ill ..arrar recalicration c- repair. Tests of backc-: ns enerev l' ea ' ' r
C00di;ico of *ne cha"ber liner end source nolder are a'so rerfor ed. A sanple
lac sneet is attached see:iff ": the " O.a r :erl y "cse '.1' i b ra to r t ra ' >s i s ' .i

~

Tests of the instrument activity aee also performed quarterly
employing a lodine 131 source. The maximum activity used will be
no.more than 10 mci based on therapeuticdoses presently administered.

Item 10
Pace 3 5/83
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'(1) Entire elution of a generator is assayed, the voltane of the
eluate is approximated, and the concentration is calculated. -)

.

_

For exarple, the eluate may be 200nci in 10ml or 20nci/ml.
. (2-) At the time the study is to be perforred the concentration 1

is decay corrected. 1
(3) 'Ib prepare a given dose, the desired activity is divided by 1

the decay corrected concentration yielding the volume to be )administered. t
(4) Prior to injection the individual dose is assayed (correcting

q

for gecrnetrical variation if necessary) to verify the proper 1

activity, i

A similar procedure is wployed in a ministration of radiophaunaceutical
kits. The activity to be used in the kit is assayed and voltrae approximated.
After the kit is properly prepared, the concentration in rCi/ml is assayed
using the total volume enployed in the kit (correcting for the voltr e of
saline or other diluting agent added) . At the tir e of administration, the
procedures listed above in steps (2) throtNh (4) are followed.

The activity linearity test is performed by assaying de Tc-99m source at
various tires and ccwing the readings to the expected decay correctrd
values. This is achieved by constructing a smi-log graph of the readi.Ns
vs. ti:ne. (See attached sample log sheet '? Activity-Range Sensitivity Check") .
The graph permits data coints to be plotted up to 56 haurs of decay tire. -If
nore than 56 hours of decay time -is reautred to enorpass the entire range ~ of
activities a rinistered, the data points will be ccrpared to the calculated decay
values and percentage errors corputed. .If the deviation between the instrunent
reading and decay corrected value is greater than +5% at any point in the. range
of administered activities, the instrument will be re, mired.

V. A one-tire test is perfomed (usually at installation) to access the
instnrnent accuracy with regard to gecretrical variation of source containers.
Tnis test is perfomed with each radienuclide used. The following specifies
procedures perfo: red in the geometrical variation test:

(1) For each different vial and syringe used to contain a
given radioactive mterial for assay, a 0.1ml aliquot
(1-5cci) of ecnal activity will be prepared.

(2) A 30cc vial will always be employed since each of the
previously described reference standards are 20cc in a
30cc vial.

(3) Each 0.1m1 alicuot will be transferred to each vial or
svrince.

(4) F5ch vial ard syringe will be diluted with water and
reassayed as indicated in the attached sarple log sheet
"Getretrical Variation Test".

(5) All instrtrnent readings for each volume of liquid in
the vial or syringe will be divided by the reading
obtained for 20cc of liquid in the 30cc vial to obtain
the correction factor.

| (6) The correction factor is a number to divide into the
y indicated instrument reading to obtain the true activity.

Itan 10-

""'" ' ""
"0FFICIAL RECORD COPY"
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This test is performed by the consultant radiation physicist, wir will
mke a deterrtination as to whether a gecznetrical correction factor need
be a mloyed to assure overall +10% accuracy. This determination will be
mde with regard to the mgnitude of the inaccuracies encountered in the
othar tests. Generally, a gecnetrical correction factor of less than
2% my be ic:ored.

,

i
(
i

1
i

.

]

I

Itan 10ML10, Page 4a 5/83
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CALIBRATION OF DIAG!IOSTIC E;UIPMENT j

i
.

All the diagnostic equipment shall be calibrated in

accordance to the manufacturer's recommendations. As needed

any modificettions requiring special attention , shall be noted

and accomadations shall be made implement any additional tests

needed.

f

|

Item 10, P 5

5/83
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Date
.

Geometrical Variation Test

Hospital

Instrument:

iRadionuclides
i

30cc Vial
Decay Corrected Correctii

-Time of AssSy Volume Reading Readinc Factor |

0.1 ml -------------

2 ml
,_

4 ml

6 ml -

8 ml |

10 ml

|12 ml
._.

14 ml
_ __

16 ml

18 ml

20 ml j 1.000

22 El

24 ml
-

26 ml

28 ml
~

|)

30 ml

"Ccrrection factor = Decay Corrected Reading 9 Volume (x)
Decay C'orrected Reading @ Volume (20 ml for 30 q

.
1
|

L_--__-_-_-_________-____-_____________________-_______ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __

j
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Page 2 Geometrical Variation Test Continued

lec Syrince

Decay Corrected Correctior
Time.of Assay Volume Readine Readinc Factor __

0.1 ml

0.2 m1
|

| 0. ~i al

0.4 ml
_--.

-_

0 5 ml
0.6 ml

0.7 ml

| 0.8 ml

0 9 ml

| 1.0 ml

)cc Svrince

Decay Corrected Correctiot;
Time of Assay Volume Readine Reading Factor ,

0.1 ml

0 5 ml !
i

1. 0 ml

1 5 ml i

!

'2.0 ml

2 5 ml

3 0 ml

_ _ _ _ - - _ - - - _
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Pag,e 3 Geometrical Variation Test Continued
Sec Vial

Decay Corrected Correctie
,

, _

, Reading Reading FactorTime of Assay Volume

0.1 ml

0 5 ml
1.O ml

1 5 ml
.c

2.0 ml
__

'
2 5 ml

,

30ml

.. 3 5 ml ,

4.0 ml

4 5 al
5.o ml

Othey Container

Decay Corrected Correctic

Time of Assay | Volume Rending Reading Factor

-
.

.

J ,

"OfflCIAl. RECORD COP)''
- __ _ - _ .
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QUARTERLY DOSE' CALIBRATOR ANNLYSIS
.

.

i i

! f

HOSPITAL:
_ . _ _ _ , . . _ _ . . . _ _ _ _ . .

MODEL DOSE CALISMTOR:
_ _ _ . _ . . _ _ . . . . _ . _ . _ . _ _ . . . _ _ _

DATE:
--._._ __._ - . _ - . . . . _ . . _ . _ . _

| 1. Check liner
a. Contaminated?
b. In place?

2. Check support
a. In tact?

3. ~.ns rrent Jero
...,a- a_ _. ._., n_ a_. s.s
. .-.

b. ..'.,''-o~.._... . *_ _ =. 2 _* . v '.: ~ . ^ .,

,. - ; ......a.a.. . c. . _-;.
. . . ..

. . _ . __

: _c. ._ ._ . .: a a , . _- :. . a .. .c. .=. .. : .. . ,_...,.._..,.:...n_-
-

..a_..,_.c_._, . ,
. .. _o _ .-

in the dose calibrator it read cFTie f e l l o ., i n : san .n s:
--

.. :,. .... . . . _ ....

:. y..
_ _ . . -_. .. . _ , -c,p. . ~ - . , .. s. .

.. . . . . . .

uCi ? Mo-99 settin: 20x3.5 342 2133
.

.
..

- u. 4 .a -_ c o, .e>=_...._- o .,. o n. .- _ _, , ._
-

.
_

. uCi 3 Ga-67 se :in . 9' 475 1133
.

. . c. ; ; .. _ :; -.. .c._.._4.,.,. .isny._,g , . , .. . :. .:2 2 .u-. . _ - . . ss

* . .I. O.

_ _. _

.

.

. ,, o - 3 i-- settinc 3. , 2 2 ..__:. . .: :
.

uC1 1.
_,

v
-

.
-- .__

1

_ __ uC i ! I-131 setting 151 327 1194
_. . _ _ . _ _

i

|
!uCi 3Xe-133 setting 188 497 1205

uCi 371-201 setting 205 455 --

.__ - - _ . _

uCi 3Cs-137 setting 220 260 1253
-._

uCi @ Se-75 setting 258 210 1236

uCi @ I-123 setting 277 260 --

.

uCi @ I-125 se tting 319 421 0151

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



F____ t--_
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-
.

. . .

O+ .Pags<2. Quarterl Doso Calibrator Analysis..,

[: . .,

l'
Cap. Eon Pick. % difference-

'

from original
uCi @ P-32 setting.550x100 - 6347.

uCi'@ Ra-226 setting 778 058. 0139

uCi @ Yb-169 setting 344 -- --

uCi .@ Co-60 setting 990 035 0218
_

uCi'@ Xe-127 setting

6. Yes No Instrument was adjusted or repaired, to read +,
.Yes No Instrument was within +58, of previous values

Yes No A correction factor was costed. It is-
-,-- -

7. Volume and Concentration Check
N/A~ ~ ~ ~ ~

a. In 20 cc vial reads ._,_ _ uCifcc

b. in 20 cc vial calculated is aci,cc

c. t of difference is - - - __

8. Accuracy of Standards
Decay corrected expected uCi/ assay uCi x 100 = 5 accuracy

Co-57

Cs-137

- Ba-133

Co-60

Ra-226

9. Comparison of Pushbutton to Manual setting _ , _ _, _ _ N/A
10. Any modules missing? N/A,

11. Cs-137/Co-57 decay-corrected ratio =

This is % different from last quarter's; therefore,

12. Comments

.

Checked by:
_

_

' ' . ___.___.____-_____________--__-m_ - _ _
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Linearity Test-- Iodine 131 '
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pACILITIES AND EQUIPMENT
'

-

.

. . .

See the diagram and survey sheet attached. The following radiation

safety equipment Are present:

1. Handling tools

2. 1" Lead shielded radioactive waste container

3. 1/2" thick lead shielded fort, 12"x12"x4"

4. Disposable rubber gloves

5. Lab coats are worn by technologists

6. Absorbant pad

7. Vials 4 pill containers are stored in their lead pigs

i

|

|

)
|.

1

)

;

1

Item 11 p. 1
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DR. BUCHOLTZ8 S OFFICE, NUCLEAR MEDICINE SECTION*

.,

(\ (.
*

'

DATE:

SURVETED BY:
*

INSTRUMD;TATION:
.

TREATMdiT
RDOM LAVATORY

-- :=

7

i

EXAMINATION STORAGE
8 6

ROOM ROOM

a

-___-....

3 /+ r- - ,

2
-~

15 .iL_ I

M. --

m
B I

1 9

HALLWAY

NOTES:

# LOCATION mR/hr epm /100cI

1 Door / Floor

2 Floor

3 Lead Fort

4 R/A Waste Cans

5 Dose Calib.

6 Scanner :

7 Table

8 Floor

9 Wall / Floor

10 Background |
)Item 11 P. 2

5/83 ]
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PERSONNEL TRAINING PROGRAM.
,

I. Individuals who work in or frequent restricted areas will be instructed
in the items specified in 10 CFR 19.12 at the time of initial employment I
and at least annually thereafter, j

1This instruction will include:
J

a. All terms of the license pertinent to radiction safety.

b. Areas where radioactive material is used or stored. .!

I
c. Potential hazards associated with radioactive material.

d. Radiological safety procedures appropriate to their respective duties. '

e. Pertinent NRC regulations.

f. Rules and regulations of the license,

g. Obligation to report unsafe conditions to the radiation safety officer.

h. Appropriate response to emergencies or unsafe conditions.

1. Right to be infonned of their radiation exposure and bioassay results.

j. Locations where the licensee has posted or made available notices, copies I

of pertinent regulations,'and copies of pertinent licenses and license
conditions (including applications and applicable correspondence), as
required by 10 CFR Part 19.

,

!!. Individuals whose duties may require them to work in the vicinity of
licensed material will be informed about radiation hazards and appropriate
precautions at the time of initial employment and at least annually thereafter.
This information will be provided initially at hospital employee orientation
sessions and annually thereafter at in-service meetings.

Itsa 12 P. 1
5/83
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LAB 6 / TORY RULES FOR THE USE OFss*

RADIOACTIVE f/ATERIAL

.

1. ' dear laboratory coats , or o ther protective clothing at all tines in,

areas'where radioactive materials are used.
2. Wear disposable gloves at all times while handling radioactive

materials.

3 Monitor har.d s, feet, and clothins for contar.ir.ation af ter erch
generator elution and radiopharm?ceutical kit prep 2 ration, and

f after each dose preparation / administration or before leaving the
I area with the G5: Survey Meter. Log the neter readince. j

4 Use cyrir.re shields for preparation of patient doye. 2-d af i-
'

j

stration to patients except in circunsta.ccc, suci as pedi: tric
cases, whera their ure would cor.pronise the patient's . cell-being.

5 o not eat, d r i r ': . snoke or a ply cosr.e ics in any area wnere ;

radioactive .3:erial in stored er used. 1

6. Assay each patient doce in the deso calibrator orier to admini-
stration. Eo not usc any d rcs that differ fro:, the prescribc;
dose by more than lon.

7 *-| ear personnel monitoring dgyicep (Filn badge or TJE) a; all ;irg:
while ir areec where radioactive material are urci or s:cre2. The:e
should be worn at chest or waist level.

8. Wear TLD finger badgea durir.g elution of generator ar.d preparation,
assay, and injection of radiopharnaceuticals.

9 Dispose af radioactive waste only in specially designa cd receptacles.
Su rv e;, receptacles daily to azzure exporure levsls are les :h an
2.0 nR/hr. in re .ricted areas and lec th ar. 0. 2 m?/hr . in r.c r.-
restricted areaa.

10. Never pipette by nouth,

11. Survey generator, kit prepara tion, and doce preparatic: areas after
each procedure or at the end of the day with G'd Survey :e te r , anc
log readings. If necescary, reposition sources and/or shieldirc
to naintain exposure levels less than 2.0 nR/hr. Also perforn a
wipe test for each area listed above and log results. Decontaninatior,
procedures are warrented if renovable contamination found on any
wireyields a larger than background reading on the 37 survey r.eter with
the window open.

12. Confine radioactive solutions in covered containers plainly identified
and labelled with name of compound, radionuclides, date, activity,
and radiation level if applicable.

13 Always transport radioactive material in shielded containers.
. ~

').
Item 15 _ s/83

Page 1
,

"Officili RECORD COPY"

__



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

,

~

- O o. . .
_

.

14. Always*use disposable coverings (with plastic backing) where
radioactive materials in solution are prepared.

15 Always use remote handling tongs when handling or assaying
unshielded sources, especially if in quantities greater or
equal to patient deses. This is extremely irr.portant for the
elution of a generator.

.

.

.

h

|

i
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EMERGENCY PROCEDURES
.

Minor Spills:

1. NOTIFY: Notify persons in the area that a spill has occurred.
2. PREVENT THE SPPEAD: Cover the spill with absorbent paper.
3 REPORT: Report incident to the Radiation Safety Officer.

4. CLEAN UP: Use dispord le r;1cvec c.nd rir.ota r.dlirc cr. ,:.

Carefully fold re.a absort;nt p per 'ac. pad. : - <. . t ~ i.. .. -
~

e. . . o.. r.e

ca; ana liepcae Of in tha t-d'. Acti:e : u m vor - .
.o .

. .

i. . . . a =. z 1~... . .- ,

o t n.er contan.inated m :3 riels ;;cy 3, :i s:ee i le .,
.-

,,

5 S U?.VEY : "ith a 0.M. Surv3y ::e ter, c h 3 S: t"3 ru c v.d 4 <> p i l '. ,
,". o u r " c .'. d,. .., c_ .d e_' c *s . . _i :%- f o. _" c m. . '.+. " ' " '. '. i m * . .~.. c.~ '. '.s . .o._ .

. . ... > >
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1. 0:l AR '.: rE JEA .o::if" all p erscns r.c: invol'.ed : - .3 onill o
...c..s . %. . . .,.. a . ._ .. .

2. ??2VE"T T:-3 S? READ: Cover the snill with absorben : >. d s , 'c . t do~

not atte.mpt ;o clean it up. Confir.e -he moven it of' C 1 .-l'-
c.;.o o . . . . 211,v m o. . m m. . .a r. . c. +. a e. .o .p.r m. 4 o p t.e ,_. s .. . s . . . . . .
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3 d n 7_ ~_, r.:
. ,.- a g . . -. C .: :. .
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u r' r poss u _1e, - ". 3 spill e . o : c.- -:e - ' ..:33, a
- -

only if it cr. te dcne .ti t ". o u t furt ir con:'.4 a'ier e r .. . - asigni fi cantly ' r.cr:-asing your ro d i,"-1.:n . m m .
'

. 3.

4 C T O S E T.r.~* C. . C 0.". : ' v-va. + > a. " . + . . . ~ ~- 1 .<z. +
n. "..,.r~, .. . . ..-

. .. . . .
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, ,

.

|' Chit = C ?. . ._ _ .- - . o .. L '", - > a. .=, _= d .;. .s. '. ' .. .- .=.=._y" - : , u, . _- .

. ..: ., ,

* . - -. . . ., .. . t.

6. c R d c. . u . n c . . . . . .
_ . . - ., ., .. . .

. . . . . , _ _ , . , .1. . .~. m . :m.,s

a. C o n t a:r.i:. 2 : 3d ::.o t ; * - .; * s u ld ': e r m o n d a. d .= t ; : :.d For : ;r" ;r |.

evalu at i on by 4.e .=.d '. o. :i on F a f e t . C f ficer, j

b. Rinue the affeeted arca prcr.ptly < tith wa Mr.

c. If contamination covers a large area and a shower is warrented,
bring the G.M. Survey Meter and have someone survey the conta:n-
inated individual to assure that decontamination is effective.

-
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d. Wash thoroughly with a non-abrasive detergent. Lanoclean is
* recommended. It contains corn meal that has a mild scrubbing

action but doesn't scratch the skin. I

Scrub the area thoroughly using detergent and a suitable brushe.
but being careful not to abrade the skin.

f. Continue these procedures until there is no further reduction
in the level o'f centamiration, or until the p rsibility of
d r. age to the skin r.akes further scrubb:.; ir.2dvisable.

g. If the level of fixed ecnte.in n ien s More ".m 5 ~./).r. .
-

- 3 . I.' . m on i t o r e r th e r e a r e s p e c i al c i r c ur.e '.ir. N s contae: '; 2
.

Padiation Safety Officer.

?f. I! :IO:, S A: E:Y 0F r : 2 3. :Harvey K. Bucholtz,MD

CF-7:E .: . :E: 467-9595"

|-
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SURVEY PROCEICPES

A. All elution, kit preparation, and dose pry czatien areas will te surve,/M dailu
with a G.M. survey re er and decontaminated if neces.sar r as s ecified in Itcr: 15 i
"Iaboratot'f Rules For the Use of Padicactive Material","Secticn II.

B. I/Woratcrf areas whe:e caly .erall cuantities of radimetice .accrial are used
(less thr. 200 uCi) wi.11 te sr/ eyed "enthly.

C. All other labcratory areas will be surveycd weekly by the nuclear redicine sta",
and conthly by consul ant radiation physicist.

D. Tne weekly ard rentiny sursey will consist of:

1. A reasurcrv2nt of radiaticn levels with a surcey :reter sudf 2.cietl"
sensitive to detect 0.1 r?Au ,

2. A series of wire tects to reasure contrinatica levels. Tne retini fer
performina wire tests will be suf ficien:ly sensitive to detect the ca.-
tariination limits listed in Secticn F. (Fage 2)

E. A perr.r.ent record will be kept of all sur/ey results, including necative results.
Tne rexrd will include:

1. Icca:icn, date, and identification of e~uirrrz.t used.

2. Nre ef person ccrd.uctir.c the surce; . .

3. Drawi .g of area su xend, identiBrina relevr.t features such as acti.
storage areas, ac:ive waste areas, etc.

4. Measured excesure rates, keycd to locaticn en drawire (rcir.: out ra e.=

that recuire corrective action. ) .

5. Detected ccntardnaticn levels, keyed to lccations en drP/.drr.

6. Corrective action taken in the case of centa-draticn or excessive exitstre
rates, reduced centa:tiration levels or ecosure rates a#ter corrective
action, and any a,cpropriate ccrrents.

i

|
|
>
I
1
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F. Ideally,'any contamination more tlun a few d;n above background should be
cleaned up; however the following table spa:ifies limits of acceptable levels
of contamination for ccm,on redical radionuclides:

I-131, Mo-99, 'Ib-99m, I-125, Cr-51, Co-57,
Typ2 of Surface Sc-75, P-32 Ga-67, TL-201, I-123

2dtn/100 cn dtn/100 c.,
_

l. Unrestricted Areas 220 2200

2. Rescricted Areas 2200 220C0

3. Persoral Clothing
worn outside
restricted areas 220 22M

4. Protactive clothing
scrn only in
restricted areas 2200 22000

5. Skin 220 2200

__ _ _ _ . . _ _ _ _ _ . _ _ . _ .

Centriratien levels execcdiny t'ese lietal i.rce wrrant cstablis'.cen af a ccr.tr-
ina'_ien acne until centaniration is rert.'. ' . . rcr "ix d ccrc.a-iration: tMt whi:P
af ter regated atta pts fails to reduct. 1+rcels significantly, 5 tires the levels
listed ateve in lir.es 1 and 2 are acceptable without isolaticn of the rea.

Exact centriration on a wipe ca . he q.u:;ti::cd if a SaI well crystal is 7:3.:es fl .
Where no NaI well c:,jstal exists the fellowinq instrmntaticn w111 he cc:;1oved
to assess cenr.iration:

In perfo:-ti .g cnthly depr net sr ceys 'he cor.sultr.t radiation rhysicist esti. at-;s
the dtm centent of a wipe crployi .q a ~M00 drn Co-57 reference scurce and the Sa! i

crystal detector contained in the ?cctilir. ear Scanner, Thyroid Untake Prche, or cc ra
Ca'*Cra .

In daily and weekly surveys the nucle.r aii. cine staf f assesses the reccv61e c:nz-
ination extent contained in a wip2 by e ploying a G.M. Survey yeter (.-ith the Feta
shield rarced) . Wipes are counted in a 1cw background area, bringing the detmter
window as close as possible to the wipe. Each wipe will b2 counted for a mi: tin _,
of 15 seccrds allowing 15 secords terxeen counts for the treter to equilibrate. A
wipe that registers a reading that is larger than teckTrcund levels will warrant
decontamiratica procedures. {

1
1

Iten 17 5 /. 8 3,

Page 2. 1
|

| )
.

I
*

.

"0mCIA1. RECORD COPY"

l _ _ _ _ _ _ - _ _ _ _ _ _ _ _ -



. _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _

J O O^ " ' " " "
WASTE DISPOSAt.

.
' '

. Note t In view of the recent problems with shallow land burial sites used by commerci.it waste disposal
firms, NRC is encouraging its licensees to reduce the volume of wastes sent to these facihties,.

important steps in volume reduction are to segregate radioactive from nonradioactive waste, to
hold short lived radioactive waste for decay in storage, and to release certain materials in the
sanitary sewer in accordance with } 20.303 of 10 CFR Part 20.

1. Liquid waste will be disposed ofIcheck as appropriate) Disposed of by commercial waste disposal serv.
ice (see aho item 4 belowL

X in the sanitary sewer system in accordance with

Q20 303 of 10 CFR Part 20. Other t specif)1: , _

By commercial waste disposal senice (see also - - - -

Item 4 below).
1 Other solid waste will be (eheck as appropriate

X Other t specify ) DECAY TO 3ACKGRCUND
X lleid for decay' until radiation leuls, as mea-

sured in a low background area with a low level-
suivey meter and wilh all shielding remosed. hase

2. Mo 99/Te-99m generators will be kheck as appropriate i reached background toelt. All radiation labels
will be removed or obliterated, and the waste

I Returned to the manufacturer for ' disposal, will be disposed of in normal trash.

Held for decay' until radiation lesels, as mea- Disposed of by commercial waste disposal sen,
sured in a low background area with a low leset . ice isee also item 4 below t
survey rneter and with all shiciding removed. have
reached background levels. All radiation labels Other ( specify).
will be removed or obliterated. and the generators
will be disposed of as normal trash.* * - - *- - -

4. The commercial waste disposal service used will be
,

Be sure that waste storage areas were desenhed in item il and
that they are surveyed periodically (Item 17). gp

"These generators may contain inng-lived radiohoropic contam,. (Name) iCity.Statel
nants. Therefore, the generator columns will be sesregated so that
they may be monitored separately to efisure Jecay to hacitgrnuriJ .NRC/ Agreement State License Nolevels prior to disposal.

10 M-4I
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PROCEDURES FOR USE OF GROUP IV RADIOPHAR:!ACEUTICALS
FOR TREATMENT OF PATIEI;TS*

.

1. All in-patients undergoing internal nuclear medicine therapy will be
placed in a private room with a toilet.

2. 7.le patient's room will be properly posted in accordance with
Section 23.203, 10 CFR Part 20.

3. Tne f o rm, 14u r sin g Instructions for Patients Treated with Phosphorous-32
cr Iodina-131, will be comp'.eted immediately after administra' tion of
: .; e treatrcent dose. A copy will be posted in the patient's chart.

4. Radiation levels in un r e s t ri c te d areas will be mair.tained less :han
the limits specified in sectior. 20.105(b), 10 CFR Part 20,

5. All linens will ce sur>ayed for cont ar.ir.a tion be f cre beina re:aove d
from the patie..t's r a on, anc .111, if nerassary, he held for deca,..

6. aispcsable plates, cups, ca ing acensils, tissue, surcical dressings, I

ana o:nsr sir._lar wasta ;;ers will te place i :. a specially desigr3:e;

con:ainer. The caterial 'till be co'.lected daili b3 the Rafiation
Faf::y :ficer (o r us dcsignate) c.acked for cantarination, and
disgesea of as norral or radioactive .c a s t u , as appropriate.

7. :on-disposable i ams used for these patients 6:ill be neld in p'astic_

cacs in tae can_ ann's room, and cheer;ed f or contamination by the
Radiation Safety Officer or his designate. Iter.:s may be returned

for norral ase, held for decay or decontaminated, as approp ri a te . -

'. srine and vomicus, from :odina-131 Merapy patients will be dis,r.se;
o

ir compliance witn Section 29.303, '3 CFR Part 23.

9. sefore a t'aerapy patient's roor _s reassigned to ancther par ent,
ne room will be s;rvefed for contamination land decanta-inated .f

.ecessary) and all radioac: ve aste ind .:aste cc.: sin?rs n '. '. ca
reIOVed.

,

a

1

4
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10. 1;ursing Instructions
,

Uu'rses should spend only tnat amount of time near the patienta.
required for ordinary nursing care. Special restrictions may
be noted on tne precaution sheet in the patient's chart.
Nurses should read these instructions before administering to
the patients. Call the Nuclear Medicine Department if you
nave any questions about the care of these patients.

b. Visitors will be limited to those 18 years of age or over,
unless other instructions are noted on the precautions sheet
in the patient's chart.

c. Pacients must remain in 'ced while visitors are in the room
and visitors should rencin at least three feet from the patient.

d. ?.adioactive patients are to Le confined to their rooms except
for special medical cr .ursing purpcses approved by the Nuclear
:ledicine Department.

s' ould be per-
e. .io nurse, visitor or attendant vho is , regnant a

n.it:ed in the room of a patient who us received a therapeutic
arount of radic activity until the patien* no longer prasents
a radia: ion nazard. Perale visitors s:.ould be asked .;hether

they a re preg:. ant.

f. At:ending personnel must wear ru',ber or dispcsable plastic
gloves when handling urinals, bedpans, e:.esis basins or other
cen:ainers having any caterial obtained from the body of the
patien:. '.: ash gloves.cefore removing and then .: ash hands.
Tae gloves mast be left in the patient's roar in the d:signated
.eas te cor. tai ner. These gloves need not be s:erile or surgical
in cype.

g. sispetable iter.s saoulc be used in the care of these patients,
.c enever pessible. Thase items should be placed in the desicnatad
.:ss:e container. Contac: the ,u: lear ':edicine :epu: ment for

.aste centainer.proper dispcsal of ne contents of the designated '

1
, All clotaes and bed linens used by the patient should be placed ;

a. in the laundry bag provided and left in :hapatient's room to
be checked by a member of the Suelear .:edicine Department.

i. All non-disporable items should be placed in a plastic bag and ,

ileft in tne patient'= room to be checked by a renber of the I

Suclear 1:edicine Department.

l
,

5/83Item 19"

Page 2
.

|

1

- _ _ - _ _ _ _ - _ - _ _ - _ - _ - - - _ --_ _ }



- . ,_ _ .

;- o o
-

3 For Iodine-131 patients:
.

(1) Tne urinal or , bedpan thould be flushed several times
with hot soapy water after use. A separate bedpan or

,

urinal snould be kept for the patient until he/che is
discharged.

(2) If the nurse helps to collect the excreta, she should
wear disposable gloves. Afterwards she should wash her
.iands with the gloves on and again after the gloves are
remosed. Tne gloves should be placed in the designated
waste container for disposal by the Nuclear Medicine
Department. J

(3) Dispo36ble plates, cups, and eating utensils will be used
oy patients who 2. r e treated with Iodine-131.

(4) Vomiting within 24 hours after oral administration,
urinary incon tiner.ce, or excessive sueating within the
first 48 hours may resul; in contamination o. linen
and/or floor. In any such situation or if radioactive
urine and/or feces is spilled during collection, call the
Naclear "edicine Cepar: rent, E >. t . 3p b l ots ''e a nwh i le ,. .

,a.'dle all contar.ina^ed raterial with disposable g lo ve r,
ar.d avoid spreading contamination.

(5) The same cilat should be used by the ,tatient a all times
and i: s:,ould ne uell flushed (3 times).

k. I f a r. arse, attendant or anyone else knows or suspects that
.ais skin, or clothing, including shoes, is contamina.ed,
notif' the Nuclear "edicine Departnant ir. mediately. Tais

,

person snould rer..ain i n the patient's roon and not walk about
:ne nespital. If the hands becone contaminated, wash inrediately
with soap and water.

1. If a taerapy patient should need emergency surgery or shoJld
die, noti fy the Nucle ar ..:edicine Oe,c ar tment inrediately.

=. .;nen the patient is discharged call the Nuclear ::adicine Depart-
ment and request that the room be surveyed for centarinatica
before remaking the room,

n. Mo patient shall be relsased from the hospital until his/her
radioactivity content has reduced such that a dose to other
persons in excess of 0.5 rer will not be absorbad,

s

?
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, NURSING INSTRUCTIONS FOR PATIENTS TREATED WITH
PHOSPHOROUS-32 OR IODINE-131

.

Patient's Name:

Room do.: Physician's Name:

Radioisotope Administered:

Date and Time of Administration :

Dose Received: :lethod of Administration:

(Co pl-f with all Check Ite=s)
1. Visiting time permitted:

2. Visitors must remain __ frer patient.

3. Fatient m a;. not leave rocr. |

4. Vi s i to rs under 18 no: permitted.

5. Freenant visitors n.o: :srrittad.- --

6. Film Ladges nus: ce worn. (If required, on l . personnel wao
have baan issued a film badga r.ay enter the room.)'

7. Use and complete the following tags:

door 'r e d chart wrist

8. Gloves mast be worn while attending pation:.

9. Patien: ,u s t use disposable utensils.

10. All itens ust renain in room until CK'c by ..adiation
Safety.

11. Smoking is not permitted.

12. Do not ,gelease room to admit:ing until OK'd by nadiation
S a fe ty .

._ _ _1 3 . Other inst. ructions

In case of emergency contact :

467-9595 / 549-7470 |RSO Harvey K. Bucholtz, M.D.
i:ame on/off duty telephone number j

|
|

|

1

|

L --
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(10 DINE A31 Information(}-)e
-

.

s a limited nuclear medicine department operation, only

Iodine 131 available in solid capsule form will be used for

human administration. Unless a capsule should be inadvertently

crushed, or the total administered dosage meets or exceeds the

monitering levels as described in NRC Regulatory Guide 8.20,

bioassays of the nuclear medicine departmental personnel will

not be done. All Iodine 131 crders will be received no earlier
than 24 hours prior to administration to the patients, thereby

reducing the elasped storage period to as little as possible.

.

|
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g g * 201 Lyons Avenue, Newark, New Jersey 07112 / at Osborne Terrace

hg / Telephone (201) 926-

.

April 12, 1983

Harvey Bucholtz, M. D.
34 Center Street
Springfield, New Jersey 07081

Dear Doctor Bucholtz:
.

This letter will serve as verification of your privileges to admit patients to
the Newark Beth Israel Medical Center after the introduction of radioactive
isotopes should the need arise.

Sincer ,

M
w

e er M. Bornstein
Executive Director

jmW

!

f
1

%

9 Affiliate of College of Medicine and Dentistry of New Jersey 3

Member of Jewish Community Federaton of Metropolitan New Jersey i
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g g * 201 Lyons Avenue, Newark, New Jersey 07112 / at Osborne Terrace

FTBr / Telephone (201) 926-

April 12, 1983

Kenneth Ordene, M. D.

34 Center street
Springfield, New Jersey 07081

Dear Doctor Ordene:

This letter will serve as verification of your privileges to admit patients to the
Newark Beth Israel Medical Center after the introduction of radioactive isotopes
should the need arise.

Sincerr ,

o

L< er M. Bornstein
x cutive Director

jmw

NL10

"0FFICIAL RECORD COPY"

9 Affiliate of College of Medicine and Dentistry of New Jersey
Member of Jewish Community Federaton of Metropolitan New Jersey

. _ _ _ _ _ _ _ _ _ _ .
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NEWARK BETH ISRAEL MEDICAL CENTER
,

b
,

The Ra.diation safety procedures for the use of therapeutic

use of Iodine 131 are as described in NRC Regu1& tory Guide 10.8

Revision 1, Oct. 1980, Appendix K.

Instrumentation Available

QTY Type

2 Victoreen 493 GM

1 Baird Atomic 446 Survey meter ( C.P.)

|

|

| Item 25
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Harvey K. Bucholtz, M.D.,
,

DIPLOMAfs

:. AMsAICAN SCARD OF INTsANAL MsOICINE

AusRICAN SOARO OF ENDOCAINCLOGY AND MatAscuou

34 CENTER STREET 1804 OAK TREE ROAD
SPRING FIE LD, N.J. 07081 EDISON, N.J. 08820 '

(201)467-9595 : (201)549 7470

August 31, 1983

' John E. Glenn, Ph.D., Chief
.

Nuclear Materials Section B
Division of Engineering and
Technical Programs
Nuclear. Regulatory . Commission
Region I

J

631 Park Avenue
King of Prussia, Pennsylvania 19406 ,

' License No. -29-18129-01
' Docket No. 030-14533
Control No. 01427

I

Dear Sir,

In response to your letter of June 28, 1983, to renew
,

License No.- 29-18129-01 additional information is provided. l

l '. Enclosed are credentials f or Kenneth W. Ordene , M'.'D.
Included is a letter from Sherman L. Heller, P.h.D.
outlining the course of instruction given to Dr. Ordene .

as well as his clinical experience. |

2. The request f or 50 millicuries of Iodine-131 f or treatment
of' thyroid c'arcinoma is an errors the correct request i

should be 30 millicuries of Iodine-131.
If you require any additional information feel free to ;

contact me.

Sincerely,

;&Q f hY
$1C

HKBikr Harvey K . B uch olt z , M . D. I
Enc. I

L O@
SEP 0 61983
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111 EAST 210TH STREET, BRONX NEW YORK 10467

Telephone-
Area Code 212

August 11, 1983

To Whom It May Concern:

During his fellowship at Montefiore Medical
Center, Dr. Kenneth Ordene, M.D. attended a series
of Nuclear Medicine Physics Lecturcs. Attached is
a list of the lecture topics. Each of the 12 topic
areas consisted of 2 one hour lectures for a total
of 24 lecture hours.

In addition, hands-on laboratory experience
included the use of survey meters, quality control
procedurcs for gama cameras and uptake probes and
radiation monitoring and protection procedures.

'

If I can be of any further assistance, feel
free to contact me.

Sincerely ;

h~
Sherman L. Hel e r', P[%

!
|
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NUCLEAR ({}DlCINE PHYSICS LECTURES)
.. .

~

Structure oT matter, nuclides and radioactive processes, ionization,
excitation, x-rays, Auger electrons, decay and decay schemes. C

Laws of decay, half-life, production of radionuclides.

Interaction of radiation with matter. Mechanism of interaction forcharged particles, lighter vs. heavier particles, x- and gamma
,

i

rays, attenuation and transmission, half-value layer.
scinti-

Detection of high energy radiation. Gas filler detectors, energy resolution.
lation detectors (counters), associated electronics,

exposure units,Dosimetry and Radiation safety. Radiation units,
protection and precautions, radiation monitoring instruments.
Instrumentation I. Non-imaging devices and scanners. Thyroid probes,focussed collimators,
well counters, liquid scintillation detectors,
pulse height analyzers, tomographic scanners.

Single crystal, multicrystal,
Instrumentation II. Gamma camera'collimators, resolution, s ensiti', aty .

solid state, emission
Other imaging devices. Positron cameras,
tomography.

dead time.
Statistics. Standard deviation, background, counting rate,

information density,
Detectibility in a scan. Object contrast,
sensitivity, resolution, scatter, attenuation, motion of the
object, contrast enhancement.

Quality control. Resolution, uniformity, value of floods and
flood correction, linearity, peaking photomultiplier tubes.

Computers in Nuclear Medicine. Available types, data acquisition,contrast enhancement, flood correction,background subtraction,effect of data manipulation on statistics, temporal and spatial
smoothing.

__-- ___ _-.
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NRC FORM 313M SUPPLEMENT A
#'" U.S. NUCLE AR REGULATORY COMMISSION

TRAINING AND EXPERIENCE
a

AUTHORIZED USER OR RADIATION SAFETY OFFICER i'

I
I

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER ' STATE OR TERRITORY INt

WHICH LICENSED TO
& e5~n Ai d Q |L O 1E N [ , /61 O O' 'VH

3. CERTIFICATION
SPECIALTY BOARD CATEGORY MONTH AND YE AR CERTIFIEDA 8

,
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t

{!' -
i~

t

k,
suse

4. TR AINING RECElVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAINING

LECTURES SUPE R V5SEOFIE LD OF TRAINING LOCATION AND DATE(S) OF TRAINING LABORATORY LABORATORYA B COURSES EXPERIENCE
IHours) (Hours)

. _ --
C O

o 6M k
a. R ADI ATION PHYSICS AND /k [INSTR UME NT ATION ""

I f
|
|-

I b. R ADI ATION PROTECTION
""

,-
I

c. MATHEM ATICS PE RTAINING TO
THE USE AND ME ASUREMENT 0) ~

} OF R ADIOACTIVIT Y .

._ _

rf R ADI ATiON BIOLOGY
%

. - . ~ . . - - --
_

R AO OPH ARM ACE UTIC AL O'*

CHE MIST R Y
=

5. EXPERIENCE WITH R ADI AT10N. (Actual use of Radioisotopes or Equivalent Eaperience)
ISO TOPE MAXIMUM AMOUNT WHERE,EXPfrRIENCE $5 OgNED DURATION OF EXPERIENCE ' y(PE OF USE

$ *fQ [ .
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Do . N RC 313M SUPPLEMENT U. S. N TAR REGUL ATORY COMMISSION
~

PRECEPTO ATEMENT
,

Supplement B inust be completed by the soplicantphysicianbceptor. Iimore than one preceptoris necessory to document |
experience, obtain a seperste sta tement film each, m
1. APPLICANT PHYSICI AN'S N AME AND ADORESS ) KEY TO COLUMN C 1

PE RSON AL PA RTICIPATION SHOULD CONSIST QPPu LL N AMs ,

// 14upervloed examination of patients to determine the suitability for

MnMN W(Qnknu "s0C" lot *|**'""*'*' '' *'""""* ''**'"'"*"**"*" ' *'
' a ' " ^* a =

a me..ure neni. .no ,iottin ,i.iion o,.cio.i .. mini,t.,o. tion o, .o..
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,
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2. CLINICAL TR AINING AND EXPERflNCE OF ABOVE NAMED PHYSICI AN
"

NUM M QP
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ISOTOPE CONDITIONS DI AONOSED OR TRE ATED PE R1DN AL (Accf/t/malintonnstlan or comments may
PAR TTL9 PAT 10N be suMotadin cuot> con on soporse shoeu.)

A 4 E D
|

OI AGNOSIS OF THYROID FUNCTION

DETE RMIN ATION OF BLOOD AND 'T
BLOOD PLASM A VOLUME J

I131 LIVE R FUNCTION STUDIES
or

i.125 FAT ABSORPTION STUDIES

KlDNEY FUNCTION STUDIES

IN VITKO STUDIES /t/ / M O
OTHER

1 125 DETECTION OF THROMBOSIS

3 131 THY ROID IM AGING

P.32 EYE TUMOR LOCALIZATION I

Se 75 P ANCRE AS IM AGING =

Y b.180 CISTE RNOGR APH Y
~

BLOOO FLOW STUDIES AND 7* *'I 33 PULMON A_hY FUNCTION STUDIES ,

OTHER M () Mph kl
BH AIN IM AGING .g

C ARDI AC IM AGIN G

TH Y R Ol O IM A GI N G
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i
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-

I OTHEM
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PRECEPTOR 5MMENT (Continued)
,
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(- (3) Followup of patients.when required. (1) Radiation physics and (25 hours)

(4) Stufy and discussson with preceptor of case
a histories to establish most appropriate diag- (2) Radiation protection (25 hours)

nostie proced ures, hmitation, contraindica-
tion, e t c. (3) Mathematics pertaining (10 hours)

to the use and measure-
ment of radioactivity

Note A:

(4) Radiation biology (20 hours)
The requirements specified in Sections 2a, b, and c may
be satisfied concurrently in a 3-month training program (These requirements are in lieu of, not in addition
IF all three areas are integrated into the program. to, those specified in Section 2a above.)

,

b. Clinical training in specific therapy procedures:
Note B:

For Group IV
For each physician named in item 4 of Form NRC-313M,
complete Supplements A (Training and Experience) (1) 1131 for treatment of hyperthyroidisma

and B (Preceptor Statement) of Form NRC-313M. For and/or cardiac conditions *
"'

each subject covered in basic training, state where the
training was obtained, the dates, total number of hours, Clinical experience in the diagnosis of
and typc of training. Hours of training should be broken thyroid function and active participation
down into lecture or laboratory hours or on the-job in the treatment of ten patients.
training (OJT). OJT must have been obtained in a
formalized training program. Be sure that individual (2) Soluble P-32 for treatment of polycythe-
hours of training can' be traced to the institution mia vera, leukemia,and/or tone metastases:
where the training was received. Each hour of training
should be listed under only one subject category (i.e., Active participation in the treatment of
the most applicable subject category). three patients with any combination of

these three conditions.
Alternatives

(3) Colloidal P-32 forintracavitary treatment :
Certification by(a)the American Board of Nuclear Med.
icine, or (b) the American Board of Radiology in Diag- Active pwipation in the treatment of
nostic Radiology with Special Competence in Nuclear three pn
Radiology will be accepted as evidence that a physician
has had adequate training and experience to use Groups For Group V
1,11, and 111.

- (1) 1131 for treatment of thyroid carcinoma :
3. J Training for Specific Diagnostic Procedures >

Clinical experience in diagnosis of thyroid
A physician who wishes to be authorized for only one function, personal participation in the treat-
or two specific diagnostic proced ures should have train- nrnt of ten patients with hyperthyroidism
ing in basic radioisotope handling techniques and clini- and/or cardiac dysfurstion, and active par-
cal procedures commensurate with the procedures and ticipation in the treatment of three patients
quantities of byproduct material being requested. Such with thyroid carcinoma.
requests will be examined on a case-by-case basis by
the Commission with the assistance of the ACMUI. (2) Colloidal Au 198 for intracavitary treat-

ment:
4 Training for Therapy Procedures involving Radio-

pharmaceuticals Active participation in the treatment of
three patients.

To qualify as adequately inined to use or directly
supervise the use of byproduct material listed in 5. Training for Therapy Procedures involving Scaled
Groups IV and/or V in @35.100 of 10 CFR Part 35, a Sources
physician should have:

To qualify as adequately trained to use or directly super-
a. Training in basic radioisotope (80 hours) vise the use of byproduct materiallisted in Group Vlin

handling techniques applicable Q35.100 of 10 CFR Part 35, a physician should have:
to the use of unsealed sources
for therapy procedures, includ- a. Training in basic radioisotope (200 hours)
ing handling techniques applicable

10.8-16 ,

a
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