2333 MORRIS AVENUE
SUITE#B-§

UNION, N.J. 07083
(201) 688-2244

4 ¢/ € 2
L : ( = o
HARVEY K. BUCHOLTZ, M.D. (7 /c,/ // S
DIPLOMATE
AMERICAN BOARD OF INTERNAL MEDICINE
AMERICAN BOARD OF ENDOCRINOLOGY AND METABOLISM

1804 OAK TREE ROAD
EDISON, N.J 08820
(2015497470

License No. 29-18129-01

John E. Glenn, Ph.D, Chief

Nuclear Materials Safety Section B

Division of Radiation Safety and Safeguards
United States Nuclear Regulatory Commission'§;
Region I

€31 Park Avenue

King of Prussia, Pennsylvania 19406

Rr

Dear Dr. Glenns

I would 1like to request the following 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 for your time and attenticn to this.
Sincerely,

) 1 of Y '
A,i . .__,&_.‘/ [ _‘—L\AL il fg “’\.\

Harvey K. Bucholtz, M.D.

“OFFCIAL RECORD COPY" o9 noy 198?
M‘J[ 1\;&)53




g .

NRC FORM 313M

981) 3
10 CFR 35

U.S. NUCLEAR REGULATORY COMMISSION
APPLICATION FOR MATERIALS LICENSE — MEDICAL

Approved by OMB
3150-0041
Expires 9-30-86

INSTRUCTIONS - Complete Items i through 26 /f this B an initial application or an application for renewal of a license  Use supplemental sheets
where necessary  [tem 26 must be completed on all applications and signed Retain one copy  Submit original and one copy of entire

application to

Director, Otfice of Nuclear Materials Safety and Safeguards. U S Nuclear Regulatory Commussion. Washington D C

20555  Upon approval of this application. the applicant will receive a Materials License. An NRC Materials License s issued in accord-
ance with the general requirements contained in Title 10, Code of Federal Regulations. Part 30, and the Licensee 1s subject to Title 10,
Code of Federal Regulations. Parts 19. 20 and 35 and the license fee provision of Title 10. Code of Federal Regulations, Part 170 The
license fee category should be stated in [terr 26 and the appropriate fee enclosed

firm, clinic, physician, etc.) INCLUDE ZIP CODE
Gary W. Cushing, M.D.
2333 Morris Ave.
Union, N.J., 07083%

1.a. NAME AND MAILING ADDRESS OF APPLICANT finstitution,

TELEPHONE NO.  AREA coDe( 201) _6B8 2244

1.b. STREET ADDRESS(ES) AT WHICH RADIOACTIVE MATERIAL
WILL BE USED (/f different from 1.a) INCLUDE ZIP CODE

supervise use of radioactive material. Complete Supplements A and B

for each individual, )

Gary Ww. Cushing

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3, THIS IS AN APPLICATION FOR: (Check appropriate item)
Gary wW. Cushing a [] NEW LICENSE
u B AMENOMENT TO LICENSE NO. _29=18129-01
s c RENEWAL OF LICENSE NO.
TELEPHONE NO.. AREA coDE( 201 688 _ 2244
4. INDIVIDUAL USERS (Name individuals who will use or directly 5. RADIATION SAFETY OFFICER (RSO) (Name of person designated

as radigtion satety officer If other than individual user. complete resu-
me of training ana experence as in Supplement A )

Gary W. Cushing

6.a RADIOACTIVE MATERIAL FOR MEDICAL USE

Ry MAXIMUM || ‘a'areaus( MAXIMUM
POSSESSION | | POSSESSION
RADIOACTIVE MATERIAL DESIRED = LIMITS ADDITIONAL ITEMS. DESIRED LIMITS
LISTED IN & i I {In millicuries) = (Ir millic::ries)
IODINE-131 AS IODIDE FOR TREATMENT
10 CFR 31,11 FOR IN VITRO STUDIES ‘ OF HYPERTHYROIDISM XX
b 1 = y
10 CFR 35.100, SCHEDULE A, GROUP | X | ASNEEDED || PHOSPHORUS 32 AS SULUBLE PHOSP: "4 '€
i FOR TREATMENT OF POLYCYTHEMIA
A LI ! VERA, LEUKEMIA AND BONE METASTAL €3
1 v e U A, UP 1| | -
I A SN | ASNEEDED | SPHORUS 32 AS COLLOIDAL CHROM C
' PHOSPHATE FOR INTRACAVITARY TRE/T
10 CFR 35,100, SCHEDULE A, GROUP 111 ‘ MENT OF MALIGNANT EFFUSIONS.
4 GOLD-198 AS COLLOID FOR INTRA- !
s CAVITARY TREATMENT OF MALIGNAN * '
10 CFR 35.100,SCHEDULE A, GROUP IV | AS NEEDED EFFUSIONS,
« IODINE-131 AS IODIDE FOR TREATMENT | XX
10 CFR 36.100, SCHEDULE A, GROUP v , ASNEEZDED || OF THYROID CARCINOMA
] e s e e | XENON-133 AS GAS OR GAS IN SALINE FOR
110 CFR 36,100 SCHEDULE A, GROUP Vi ! || 8'/J0D F1.OW STUDIES AND PULMONARY
| g | FUNCTION 37UDIES |

15‘5 RA T OACTIVE MATERIAL FOR USES HOT LISTED IN ITEM 6.9

—

1

Svalec sources up to 3 mCi use for

~aubrmr w and rerergnce standard: » € authorized under Section 35 14(d!, 10 CFR Pyt 35 a'vd NEED NOY BE LISTELD.)

—— -

ELEMENT AND MASS NUMBEF J

g

|

| -

CHEMICAL
ND

AND/OR
PHYSICAL FORM

TMAXIMUM NUMe® R
OF MILLICURIES

IBE P
OF EACH FORM DESCRIBE PURPOSE OF USE

]
|
4
: 4
|

100 e Mt =
MEMNME. .7

134873 _
53-" W 3 2 . ‘

:OW Py |
: </9«/ﬂ/§,

NRC FORM 313M
981

#t?‘m—t‘r“‘J




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. |f
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

P, . NS NIRRT ¢ L

7. MEDICAL ISOTOPES COMMITTEE

GENERAL RULES FOR THE SAFE USE OF
" _RADIOACTIVE MATERIAL (Check One)

Names and Specialties Attached; and

Appendix G Rules Followed; or

Duties as in Appendix B; or
(Check One)

Equivalent Rules Attached

Equivalent Duties Attached

. EMERGENCY PROCEDURES (Check One)

8, TRAINING AND EXPERIENCE

Appendix H Procedures Followed; or

Supplements A & B Attached for Each Individual User:
and

Equivalent Procedures Actached

')(’Supplemem A Attached for RSO.

. AREA SURVEY PROCEDURES (Check One)

9. INSTRUMENTATION  (Check One)

Appendix | Procedures Followed ; or

Appendix C Form Attached; or

Equivalent Procedures Attached

List by Name and Model Number

. WASTE DISPOSAL (Check One)

10. CALIBRATION OF INSTRUMENTS

Appendix D Procedures Followed for Survey
Instruments; or

(Check One)

e ~—* b ——-

Apperdix J Form Attaciied; or

Equivalent Information Attached

Equivalent Procedures Attached; and 19.

THERAPEUTIC USE OF RADIOPHARMACEUTICALS
{Check One)

Appendix D Procedures Foliowed for Dose

Calibrator: or Appendix K Procedures Followed ; or
(Check One)
Equivalent Provedures 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 PROGRAM

Appendix L Procedures Followed ; or
{Check One)

Description of Training Attached

Equivalent Procedures Arachad

53 PROCEDURES FOR ORDERING ARMD RECEIVING

PROCEDURES AND PRECAUTIONS FOR USE OF

RADIDACTIVE MATERIAL 21

Detailed Information Attached

—— —— — — —

) RADIOACTIVEEI\SES (e.g., Xeron - 133)

lDetaﬂod Infarmation Ades! ed

PROCEDURES FOR SAFELY OPENING PACKAGES

(Check One)

14, CONTAINING RADIOACTIVS MATERIALS | ADIOACTIVE AT A I A e

PROCEDURES AND PRECAUTIONS FOF UGE OF

Detailed Information Atiached

Appendix F, Procedures Foliowed ; or 23

PROCEDURFS AND PRECAUTIONE FOR USE OF
* RADIOACTIVE MATERLAL SPECIFIED IN 1TER &Y
if)wrn’e:'d Information Attached l

a4

|

Eauivalent Proceddres Attached _i,
NRC FORM 312M iy TR R i
Page 7

81




24. PERSONNEL MONITORING DEVICES

TVPE
(Check appropriste box) SUPPLIER EXCHANGE FREQUENCY

.
FiLMm

a. WHOLE
BODY TLD

QTHER (Specify)

FiLMm

b. FINGER TLD

OTHER (Specify)

FiLm

c. WRIST TLD

OTHER (Specify)

d. OTHER (Specify)

oa.m?é.a foyérigina}/{icenee, no amendment

%. FOP PRNATE PRACTICE APPLICANTS ONLY

a. HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATERIAL

NAME OF HOSPITAL b ATTACH A COPY OF THE AGREEMENT LETTER
no chanee from original license SIGNED BY THE HOSPITAL ADMINISTRATOR
oo WHEN REQUESTING THERAPY PROCEDURES
C A -,
__Bc“r\ Tsone\ \\U“b\w Lt "j'":s Av< ATTACH A COPY OF RADIATION SAFETY PRECAU
CiTY | STATET‘ 2P CODE TIONS TO BE TAKEN AND LIST AVAILABLE
Y, P RADIATION DETECTION INSTRUMENTS

26. CFRTIFICATE
(This 1term must be comp/leted by aoplicant)

b — —

The applicant and any official executng this certiticate on behatt of the spphcant named in 1ten 1a certity that the ap: lication is prepared (¢
conforminy with Titte 10, Code of Federa!l Regulatiors, Fa s 30 and 35 a d thoat all informatic n contained herein, inciuding any suppiements
Sttached nereto, 18 true and correct to the bast of our know.edge and beoef

i —

4. LICENSE FEE REQUIRED

foee Section 170 31, 10 CFR 170

Gary ¥.“Cushing (
AN By Rl TSR e R T a2 BTN L SRR . ool et
1) LICENSE FEE CATEGCRY 2l TS
{ m. D.
e e e e e e i . s
(2) LICEWSE FEE ENCLOSED § 8/1¢/87
— ot - - oo - b

NRC FORM 313V (9-81)




PRIVACY ACT STATEMENT

Pursuant to 6 U.S.C. 5562a(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).

L

2

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

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 iscuance ot a radioactive material license or amendment thereof,

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 event of inci
dent or exposure, for their informatinn, 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

WHETHER DISCLOSURE 1§ MANDATORY OR VOLUNTARY AND EFFECT ON INDIVIDUAL OF NOT PROVIDING

INFORMATION Disclosure of the requested information is voluntary. |f the requested information is not furnished
however, the application for radioactive material license, or amendment thereof, will not be processed.

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

NRC FDRM 313M
9-81) .

Page 4
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(9-81)

NRC FORM 313M SUPPLEMENT A

.

U.S. NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE

AUTHORIZED USER OR RADIATION SAFETY OFFICER

Approved by OMB
3150-0041
Expires 9-30-86

1. NAME OF AUTHORIZED USCR OR RADIATION SAFETY OFFICER
Gary w. Cushing

(2

STATE OR TERRITORY IN
WHICH LICENSED TO N.J
- .

PRACTICE MEDICINE
Ma.

3. CERTIFICATION

SPECIALTY BOARD
A

CATEGORY
B

| MONTH AND YEAR CERTIFIED
c

Internal Medicine
Endoerinology and Metaboliasm

9/14/83
11/19/85

4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

F’VPE AND LENGTH OF TRAINING

e e
LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (8) OF TRAINING LABORATORY | LABORATORY
A & COURSES £ XPERIENCE
(Hours) {Hours)
c D
a. RADIATION PHYSICS AND W\ 3 W\M\H {
INSTRUMENTATION From WNovsee :
avnd  WNovua Mdied S
s
I
b. RADIATION PROTECTION i
;
|
¢. MATHEMATICS PERTAINING TO
THE USC AND MEAS' JREMENT
OF RADIOACTIVITY
- N B
|
| :
RADIATION BIOLOGY | \
¢, RADIOPHARMACEUTICAL ?
CHEMISTRY , ;
| | |

5. EXPERIENCE WITH RADIATION, (Actual use of Radioisotopes or Equivalent Experience)

ISOTOPE MAXIMUM AMOUNT WHURE EXPERIENCE U\;AS GAINED DURAYION OF EXPG.R.ENCE I __“TVPQ OF USE o
e isha {
1251 54 Boston, Beth lera:l Hosp.|  7/9,-6/86 | In vitro
3K SmCi | 1
14C 250uCi | lab remearch
320 |  200uci | |
| | |
| f I
, | |
t |
| e | st WAL |

NRC FORM 313M Supplement A
(9.81)




NRC FORM 313M SUPPLEMENT B U. S NUCLEAR REGULATORY COMMISSION
1
9-81) : Approved by OMB
N 3150-0041
’ PRECEPTOR STATEMENT Expires 9-30-86
Supplement B must be comp'eted by the applicant physician’s preceptor. |f more than one preceptor is necesszry to document
experience, obtain a separate staterment from each.
1. APPLICANT PHYSICIAN'S NAME AND ADDRESS KEY TOCOLUMN C
FULL NAME PERSONAL PARTICIPATION SHOULD CONSIST OF:
St : i 1 Supervised examination of patients to determine the suitability for
Gary Wayne Cushing radioisotope diagnosis and/or treatment and recommendation for
prescribed dosage,
WTERST ARGASSS 2Collaboration in dose calitwation snd actual administration of dose
2 4 to the patient including calcuration of the radiation dose, related
2%3) Morris Ave, measurements and plotting of data.
CiTY 1 STATE 1 2P CODE 3-Adequate period of training to enable physician to manage radioactive
k! i patients and follow patients through diagnosis and/or course of
Union N.J, 07083 treatment,
2. CLINICAL TRAINING AND EXVERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED CR TREATED PERSONAL (Additional information or comments rmay
PARTICIPATION be submitted in duplicate on separate sheets.)
A B C D
DIAGNOS!S OF THYROID FUNCTION 25 RAIU/Scan for thyroid funection
DE TE AMINATION OF BLOOD AND and evaluation of goiter
BLOOD PLASMA VOLUME or nodulesn (i'ﬂf\{’il’g)
1130 LIVER FUNCTION STUDIES
or
1125 FAT ABSORPTION STUDIES
il KIDNEY FUNCTION STUDIES
1-123
IN VITRO STUDIES
OTHER
1-1286 DETECTION OF THROMBOSIS
131 THYROID IMAGING see above
P-32 EYE TUMOR LOCALIZATION
Se-75 PANCREAS IMAGING ,
Yb 169 | CISTE RNOGRAPH Y i
Xe.133 B8LOOD FI.OW STUDIES AND |
PULMONARY FUNCTION STUDIES |
OTHER ‘
BRAIN IMAGING f
i |
CARDIAC IMAGING J
THYROID IMAGING 20 f T™roid nodular diseage
.
SALIVARY GLAND IMAGING |
Tc 99m | BLOOD POOL IMAGING ‘
t b et Th it e
PLACENTA LOCALIZATION
s e ‘~»-.-—v.>...r.,-_- D D T
LIVER AND SPLEEN INAGING g
- T e S RS UUS N ——
LUNG IMAGING ‘
BONE IMAGING
T S Ao b GRS R TS -
OTHER

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




PRECEPTOR STATEMENT (Continued)

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Continued)

Au-198 INTRACAVITARY TREATMENT

Co-60 INTERSTITIAL TREATMENT

or
Cs 137 INTRACAVITARY TREATMENT
1-128

or INTERSTITIAL TREATMENT
1r-192

O

or TELETHE RAPY TREATMENT
Cs-137

§r-90 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

Mose, | GENERATOR

Sn-113/

In113m | GENERATOR

To99m REAGENT KITS

Other
I=131 Rx of intractable angina
by thyroid ablation

“NUMBER OF
CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGN R TREA PERSONAL (Additional information or comments may be
NN . PARTICIPATION subinite in duplicate on separate sheets, )
A 8 c D
P-32 TREATMENT OF POLYCYTHEMIA VERA,
(Soluble) | | EUKEMIA, AND BONE METASTASES
s INTRACAVITARY TREATMENT
{Colloidal)
TREATMENT OF THYROID CARCINOMA 4 29,9-100 m0i
1131
TREATMENT OF HYPERTHYROIDISM 20 majority w/ diffuse toxiesoitre

remainder w/ toxic multi-nodular

goitre or toxiec nodule

scans, and therapies,

4. THE TRAINING AND EXPERIENCE INDICATED ABOVE | ™ ¢
WAS OBTAINED UNDER THE SUPERVISION OF:

a NANKE OF SUPERVISOR
Johanna Pallotta, M,D.

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

July, 1983 = June, 1986 Over the course of a 3 yr. endoerine fellowship
well over 80 hours epent in ordering and evaluating radioisotope upttke

PR X

. NAME OF INSTITUTION
Beth Tsrael Hospital

¢. MAILING ADDRESS

920 Brookline Ave

Johanna Pallotta,

7. PRECEFTOR'S NAME (“ease type ar print)

}
Tie s

4 CITY e 8, DATE
Boston, Ma, 02215 937
"
- WETERTALS [ICENGE NUTBER(S) Bt I8Tael TospTlal
NRZ Licenze # 20-00-742~18, Exp. date Decenber, 1991,

NRC FORM 3130 SUPPLEMENTB permit Numbei 23, expires November 30, 1988

9.81)

Page 7
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HARVARD UNIVERSITY
UNIVERSITY HEALTH SERVICES
ENVIRONMENTAL HEALTH AND SAFETY

46 Oxford Street
Cambridge, Massachusetts 02138
(617) 495-2061

TO WHOM IT MAY CONCERN:

This is to certify that GARY CUSHING

participated in the STUDY PROGRAM IN THE SAFE USE OF RADIOISOTOPES IN
RESFARCH conducted by Environmental Health & Safety, University Health
Services, and satisfactorily completed 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 hasic to the use and measurements of radioactivity, and on
biological effects of radiation.

Shapiro, Ph.D.
Radiation Protection Offi

JS:dp

L0 0%

H-A3
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-

HARVEY K. BUCHOLTZ, M.D.
34 Center St.
Springfield, NJ 07081

J;é s/€5
Nuclear Regulatory Cemmision
Region 1 Materials Program
Section 2
631 Park Ave.
King of Prussia, PA 19406

Gentlemen: 2f1

Enclosed are two copies of the license renewal
for the licensee Harvey K. Bucholtz, M.D., license # 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 £ 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.

ol ication

Sincerely,

t‘ J/‘ﬁ// &, . #)

Harvey K. Bucholtz, M.D.

Applicant. .
Check No

Type of Fe
Mie Check

V“'Utlvvnd d,
S R Tl

RECEIVED b!Li. 4 S e
: sn... ijrg’;;,
'Log

OngTo.

Action Compl ‘ l{’ V

| “OFFICIAL RECORD COPY” )1 472
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NRC FOoRM 313M US WUCLEAR REGULATORY COMMISSION Approved by OMB
o 481) _ APPLICATION FOR MATERIALS LICENSE — MEDICAL g s
'0CPR 28 xpires 9-30-83

INSTRUCTIONS - Complete |tems | through 26 «f this B & initiel apPIication or an app/iIcation for renewal of & icense. Use supolemental sheerc
where necessary |tem 26 must be completed on all appications and uigned  Retan one cooy  Submit origunal ena one copy of entire
aplication to  Director. Office of Nuciear Materials Safety end Safeguards U S Nuclear Reguiatory Commussion Washington O C
20655 Upon approval of this app . the apop) will o Matenals License An NRC Materials License 1s issued 10 accord-
ance with the gerersl reguiremaents contamed in Titke 10, Code of Federal Reguiations Part 30 and the Licensee s subject to Titie 10
Code of Federal Reguiations, Parts 19 20 and 35 and the license fee provison of Title 10 Code of Federal Regulations. Part 170, The
license fee category shoukl be stated i [term 26 &~d the appropriate fee encic.

T.a. NAME AND MAILING ADDRESS OF APPLICANT (imsombon, | 1.b STREET ADDRESS(ES) AT WHICH RADIOACTIVE MATERIAL
firm, clinic, physician, etc.) INC LUDE ZIP CODE WILL BE USED (/f different from 1.a) INCLUDE ZiP CODE
Harvey K. Bucholtz, M.D. Same
34 Center Street
Springfield, N.J. 07081

TELEPHONE NO.: aAREAcoDe( 200 887 9595

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THIS IS AN APPLICATION E03 R . (Check apg-opnate item)
a ] NEW LICENSE
H -3 i Bucholtz M.D o AMENDMENT TO LICENSE w2
Harvey K. Bucholtz, M.D. El] AT
2701 LB7-9595 c. RENEWAL OF LICENSE NO. (R Rl W3 R

TELEPHONE NC.. AREA CODE (< Y +)

4 INDIVIDUAL USERS (Name individuals who will use or directly S RADIATION SAFETY OFFICER (RSO) (Name of person sesignamed

supersioe use of radioactive marenal Complete Supplements A and 8 as rataton satety otficee 11 other than individual user. complete resu-
for each individudl. ) me of traning and experience & 0 Supplement A |
-k k L g
gqarvey K. bucholitTZ ,M.D. o b > MoT
$0 s e i bt - 1 8 P M 2 e 1 L& e Nalla
sennetn w., VI G s Melle

6.2 RADIOACTIVE MATERIAL FOR MEDICAL USE

| atusa MAXIMUM | | n_:n: MAXIMUM
POSSE S5I0N POSSESSION
RADIOACTIVE MATERIAL _DESIRED LIMITS ADDITIONAL ITEMS DESIRED LIMITS
LISTED IN: X1 fin muthicuries) L ad (In mullicuries)
pas IODINE-131 AS 1ODIDE FOR TREATMENT S
10 CFR 31,11 FOR IN VITRO STUDIES o F AR OF MY PERTHYROIDISM N ¢ 50
10 CFR 36.100, SCHEDULE A, GROUP | | ASNEEDED || PHOSPHORUS 32 AS SOLUBLE PHOSPHATE
S FOR TREATMENT OF POLYCYTHEMIA N/ A
o it o 4 o VERA LEUKEMIA AND BONE METASTASES| ' *
PEFR LU SIS A 0R0w o w | ASNEEDED | I PHORUS 32 AS COLLOIDAL CHAOMIC
PHOSPHATE FOR INTRACAVITARY TREAT- |11 §
10 CFR 35,100, SCHEDULE A, GROUP 111 _ 12000 MENT OF MALIGNANT E FFUSIONS.,
= GOLD- 198 AS COLLOID FOR INTRA.
CAVITARY TREATMENT OF MALIGNANT n /A
10 CFR 35.100,SCHEDULE A, GROUP IV ./ » ASNEEDED EFFUSIONS. il
IODINE-131 AS IODIDE FOR TREATMENT S
10 CFR 35.100, SCHEDULE A, GROUP V -/ § ASNEEDED || OF THYROID CARCINOMA X 5C
XENON-133 AS GAS OR GAS INSALINE FOR
10 CFR 35.1 HEDULE A, CROUP V! i BLOOD FLOW STUDIES AND PULMONARY | 1,/ 4
DR 5000 SIS A, S n/’g FUNCTION STUDIES

6b. RADIODALTIVE MATERIAL FORUSES NOT LISTED IN ITEM 6.2  Sesiec sources up to 3 mCi used for
Jalibration ang reference standardi are author zed under Secoon 35 14(d), 10 CFR Part 35  and NEED NOT BE LISTED .

CaND/GR. | Mormiicomes
E£LEM RIBE PUR
LEMBNY AND MASS Numash PHYSICAL FORM OF EACH FORM FRICRINS PRSI or ve
None L!L nse Fee In natinn
"l" "““?"ﬁ»\. /; { 'J' -y
loved L
Ed ';‘4)»‘-
S |

NAC FORM 313Mm
.8
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] ' o IN‘MATION REQUIRED FOR ITEMS 7 THRE" 23 J
. For Items 7 through 23, check the ap 1ate box(es) and submit a detailed descriptio all the requested information. Begin }
|

each item on a separate sheet, (dentify the item number and the date of the application in the lower right corner of each page. !f
you indicate that an appendix to the medical licensing guide will be followed, do not submit the pages, but specify the revsion

number and date of the referenced quide: Regulatory Guide 10.8 R TR SRRSO T de -

GENERAL RULES FOR THE SAFE USE OF

7. MEDICAL ISOTOPES COMMITTEE 'S RADIOACTIVE MATERIAL (Check One)
Names and Specialties Attached and Appendix G Rules Followed; or
Duties as in Appendix B or w» | Equivalent Rules Attached
({Check One)
X ' ; See note 16. EMERGENCY PROCEDURES (Check One)
8. TRAINING AND EXPERIENCE Appendix H Procedures Followed ; or
Supplements A & B Attached for Each Individual User; :
% land Refer to letters dated 5/27 & x |Squivelent Procedures Attached
6-12-7
Supiatniti A Adtadhed for NS0, 17. AREA SURVEY PROCEDURES (Check One
9. INSTRUMENTATION {Check One) Appendix | Procedures Followed  or
| 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 Equivalent Information Attached
Instruments; or (Check One)
: : . THERAPEUTIC USE OF RADIOPHARMACEUTICALS
» | 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 w |Equivalent Procedures Attached
11, FACILITIES AND EQUIPMENT 20. THERAPEUTIC USE OF SEALED SOURCES
Description and Diagram Attached N / ADetailed Information Attached; and
12. PERSONNEL TRAINING PROGRAM Appendix L Procedures Followed; or
{Check One)
Description of Training Attached Equivalent Procedures Attached
B DT p—— - o e e J————————l—‘ - — —'———-—T——-—‘
13 PROCEDURES FOR ORDERING AND RECEIVING PROCEDURES AND PRECAUTIONS FOR USE O

RANDIUACTIVE MATERIAL " RADIOACTIVF GASES (e.g., Xenon — 133)

21
*1 / A Detailed Information Attached
Lb_é—mﬁg AGTIONS FOR USE '3?"'_“J'
PROCEDURES FOR SAFELY OPENING PACKAGES 22 sy " R "

14, CONTAINING RADIOACTIVE MATERIALS __RADIOACTIVE MATERIAL IN ANIMALS
{Check One) Detailed | nformation Attached

N/
PROCEDURES AND PRECAUTIONS FOR USE OF
23. RADIOACTIVE MATERIAL SPECIFIED IN ITEM C.b

% | Detailed Information Attached

1

X Apsendix F Procedures Foliowad ; or

cauivalent Procedures Attached Detailed Informction Attached

P N/
NAC FORM 313M
9-81) Page 2
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b APPLICANTY OR CERTIFYING OF FICIAL (S PRI LA

LARCENRM 1Y AR

@ LICENSE FEE REQUIRED - BREFRSRES.

,’ {See Secuon 17031, 1QCFR 179) "miw‘ir.u o" ;o};u e i
(21 TITLE i e
1) LICENSE FEE CATEGORY np "
¢ DATE BT
h UENss sstaviomND 10,00 ey

| 24 PERSONNEL MONITORING DEVICES
———— - — — — ——
TYPE M
SUPPLIER EXCHANGE FREQUENCY
(Check appropr.ate Dox )
R - —— .
-
T Bk Seimens Ca.unasonics ilontal
SRR FERAN PSS RAR NS, B e EyLtt
a WHOLE
B00DY "o
- -~ - — —— o oot - ————— ————— " ——
OTwE A Soecity)
b N e o — £ o0 | S+ s . - a4
1L
e — - —————— S o————" —— o ————— - ——— . —— . - et S — - — — - -— - — -ﬁ
b. FINGER "¢ B & . . ’
5 " SciEment Gammasonics Monthlv
L cmids R B . B . g 4 s R 4 ‘
Tt @ 1Spes tyl!
RS it 0. KORRRER SRR S ESCS RO NS G e e i G
EiLMm )
‘ Y. ROAIBEERSUNERCA: Wil _Not Used R MebJR= A ¢ GBI
| ¢ SRIST ™wo
; e s AT : ]
l TwiRA ’ 'yl
SRR A IR DR A R S v
! OTHER ‘
1
‘ None !
|
|
|
]
B i, et it ; ; S
z FOR FRIVATE PRACTICE APPLICANTS ONLY L g
s SLEPITAL ALREE NG TO ACCEPT FATIEN TS CONTAINING RADIDACTIVE **ATERIAL i
'.-'-vi :;5—":.'55‘ ’-A_ la ATTACH ACUPY O ‘. ' 3 T Le i TER
9 ’ S . CiSNEDBY THE MITSPITAL AVN SaTF&TOA
Newar Bethb Israel Medical Center_ l & ¢ ; . a
ABLIN D ADDAESS %c amEs REOLEST DAPY ¥ ::"-:,S._
| 201 L:y’CnS Ave i e ATITACH ACCPY O™ & AT % SaFk cRECAU
City STATE | ZiP CODE [/0%8 TO BE TAKES 25D LI15T AV &1L 284 E
] 2 -
' ' RADIATION DETEC T UN "NOTRUEENTS
Newark, N.J. 07112 NJ 07112 e i . "
i i 26 CERTIFICAT
Thos teen imast 0@ completed by a~phicant
! S— — - - N
The autil Le''t 8080 90y OC @l #ancutng this cortidicate on beball of the 4ppl cant Faimed n |em 1o cettiby thgt or oy g on 3 vl n
contprmity with Tdis 10 Cooe 9 Feaeiat Roguiations, Parts 30 and 3%, and thot oll in10tmation coianed Peruf, ine g3 40 e i ra Nty
Sltached b -ivto '3 ‘1t and Ccorect 10 1he Lust of Our ke owiedye and bele!
SR - ————————— o ——— R




. . Notice '

At this time, only Iodine 131 is being used for diagnostic
and therapeutic purposes. If in the future, a need exists for
using Group III radioacts ve materials for diagnostic purposes,

ditional lead shielding shall be purchased

(&8

a "L" shield and ac
and utilized for the preparation of the radiopharmaceutical kits.
The Geometrical Variation Test shall be performed only if Group

III radicactive materials are used for diagnostic purposes.

MU
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RADIATI{SAFETY / MEDICAL 150ToPEOMMITTEE

Please note that since the application is a physician

in private practice, this section is not required with this

not required with this application.

UrriviAL KEUURD COPY

Item 7, Page 1
5-83



Dr. Ordene

.

-:::‘. NRC-313M-SUPPLEMENT B I U. 8 NUCLilR REGULATORY COMMISSION
(
A PRECEPTOR STATEMENT
Supplement B must be ~wmpleted by the applicant physicien’s oreceptor. |f more than one preceptor is nece sary to document
experience, obtain a separate statement from esch.
1. APPLICANT PHYBICIAN'S NAME AND ADDRESS KEY TOCOLUMN C
< A Mu:or‘::od oa:.mlnm.on °:I/ patients to determine the suitabliity for
radiclsotope diagnosis and/or treatment and recommaendation for
\NEnne IL W, /Of'ﬂ/é’/l €_ | prescrived dosge.
sTREST AbDNeW 2<Collaboration in cose calibration end actusl administration of dose
g to tha patient including celculation of the redietion dose, reisted
il y C t‘l] f(, j messuremen iy and plotting of dets,
gy T ‘IT4A TZPCOOE | 3-Adeauste o:;loa of training to enable physicien 10 manage radicactive
o patients and follow patients through diagnosis and/or course of
& ) |
\S'/O/«A/‘yf/ (/C/ /L/I C/ 75?/ treetment,
i 2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN
NUMBER OF
CASBES INVOLVING COMMENTS
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED PERBONAL (Agditional information or comments mey
PARTICIPATION O submitted in dup/icate on wperam shee . )
L) e c +]
DIAGNOSIS OF THYRQOID FUNCTION
DETERMINATION OF BLOOD AND
BLOOD PLASMA VOLUME
1131 LIVER FUNCTION STUDIES
or
11286 FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES
IN VITRO STUDIES A [0
OTHER |
1
1-126 DETECTION OF THROMBOSIS |
11131 | THYROID IMAGING ‘
P32 EYE TUMOR LOCALIZATION
Bo- 78 PANCREAS IMAGING
Yb-188 | CISTERNOGRAPHY
Xe-133 BLOOD FLOW STUDIES AND
o PULMONARY EUNCTION STUDIES |
THER uf
over (AT UPTHE ¢ SC.AN) I .
BRAIN IMAGING |
CARDIAC IMAGING
! ™™ YROID INAGING :
\ il ? ]
f AL ARY GLAND MAIING 4
Te@®m | gLLOD POOL IMAGING
PLACENTA LOCALIZATION
LIVER AND SPLEEN IMAGING i
— 1
WUNG IMAGING
| 1
BONE IMAGING
OTHER
FORM NRC-J1IMEUPPLEMENT B
8-78) Page 8




'NRC FoRm 313M SUPPLEMENT A
981 '

TRAINING AND EXPERIENCE
+  AUTHORIZED USER OR RADIATION SAFETY OFFICER

U.S. NUCLEAR REGULATORY COMMISSION

! NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER

k inii r

[ Py A a’:‘/\’g,f, MO

2 STATE OR TERRITORY IN
WHICH LICENSED TO
PRACTICE ME DICINE

4 3 v j

3. CERTIFICATION

SPECIALTY BOARD :

CATEGORY
A 8

MONTH AND YEAR CERTIFIED
C

|
|

— —

e —————————. S— —" —-———————— . - ————

4 TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

FIELD OF TRAINING
A ;‘ B
i ~

|

a RADIATION PHYSICS AND
INSTRUMENTATION

LOCATION AND DATE (S) OF TRAINING

T foe Pl af
e -6 [t

| TYPE AND LENGTH OF TRAINING |

[ i R 7 S Ry

‘ LECTURE | SUPERVISED
LABORATORY LABORATORY

: COUSSES EXPERIENCE

f (Hours) Mours)

i 8]

- 4 =
G 20 g |

b RADIATION PROTECTION "
t
e ———— .._,__f-—.“".‘__«. - e ——
t MATHEMATICS PERTAINING TO )
THE USE AND MEASURE MENT | )
OF RADIOACTIVITY l
!
"
4 RADIATION BIOLOGY
b ! e RS
| "
RADIOPHARMACEUTICAL |
HEILUSTRY

PRSOESE

|
i
TS T
|
|

O NG ey
re

!

e

5. EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalent E xperience)

ISOTOPE

T MAXIMUM AMOUNT | WHERE EXPRRIENCE WAS GAINED
t e T
(3! - . | T
o 2»%& /‘f Nﬁg«y)
) |
| | S
!

18] | Zoml

T 2/mé2 ‘ |

VoJe1 - Ghup o, aurnd o
ol

5 eca
wvioled

i

NRC FORM 313M Supplement A
981

Page 5




A

PRECEPTOR STATEMENT (Continued) |

2. CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN (Zontinued)

(Soluble) | (EUKEMIA AND BONE METASTASES

NUMBER OF
CABES INVOLVING COMMENTS
ISOTOPE | CONMDITIONS DIAGNOSED OR TREATED PERSONAL (Adsirianel intormetion & cemmens mey be
PARTICIPATION sbmiced in Guplico® on smparate shee s, )
AT 8 c o
P-32 TREATMENT OF POLYCYTHEMIA VERA,

P32

INTHACAVITARY TREATMENT

hff:°“”)4, S T IV J
| -
TREATMENY OF THYROID CARCINOMA | I 9
113 - N—
| TREATMENT OF nvvenwkuonsm ! [ry
g A
A 198 | INTRACAYTARY TREATMENT
froee St G
Co80 | INTERSTITIAL TREATMENT
or
Cs137 | INTRACAVITARY TREATMENT
~ra T
pis | INTERSTITIAL TREATMENT ,
"__I\’ ’9? | el 1
Co gi: | 1
ar | TELETHERAPY TREATMENT
Cs- 137
~ — et v i e d
590 TREATMENT OF 5 YE DISEASE
‘ RADIOPHARMACEUTICAL PREPARA TION
= Ak
Vo, | GENERATOR
————ad

GE NERATOR

1¢99m ﬁ REAGENT KITS

l,j{';:r Mbrb UTHES - SCAS
s T TRBN [4Bens

|

nel (N VTR [sTS M/wr?

7y
/-

'l//w- [/3—0/?2——

4 DATES AND TOTAL NUMCER OF HOURS RECE'VED IN CLINICAL RADIOISOTOPE TRAINING

Ghrud Shosfuod

r

AS
a\ N OF SUP

4 HEl AINING ANG EXPERIENCE INDICATED ABOVE

L"umu ING ADDRE S8

' o OTV
ARSI ; QVE‘%
1 A

FORM NRC J1IMESUPPLEMENT B
B-T8)

Page 7




. Dr. Ordene

LSCTOFE

MAXIMUM DURATION OF

'mm MHERE EXPERIENCE WAS GAINED  EXPERIENCE  ~ ITXRE OF USE

o

ku €7

Ge 75

Y'r 81

Te99/M099

in 111

1131

1 131

Xe 133

Yb 119

IT1 201




APPENDIX C

. INSTRUMENTATION ‘

1 Survey meters

. Manufacturer's name . Atomic Products

.
rnMy

Manufacturer's model number: CDY 700
1

Number of instruments available

Minimum range J mR/hr to 0.5 mR/hr

Maximumrange 0 __ mR/hrto 50 mR/hr

1.

b Manufacturer's name None

Manufacturer's model number

Number of instruments available

Minimum range mR/hrto __ mR/hr

Maximum rangé e mR/hrto mR/hr

L

Dose calibrator

Manufacturer's name

Manufacturer's model number \

Number of instruments available .

3 Instruments used for diagnostic procedures

Manufacturer's
Type of Instrument Name Model No.

Rectilinear Scanner Picker 1agnascanner

4 Other (e g., liquid scintillation counter, area monitor. velometer)

None

(TR
“Orr'CIAL RECORD COPY”
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CALITERATION OF SURVEY INSTRUMENTS

CHECK APPROPRIATE ITEMS

X 1.

x 2'

A 3.

(i)

(i)

(iid)

(1)
(id)

(iid)

Survey instruments will be calibrated at least annually and following

repair.

Calibration will be performed at two points on each scale. The two
points will be approximately 1/3 and 2/3 of full scale. A survey

instrument may be considered properly calihrated when the instrument
readings are within + 10% of the calculated or known values for each

point checked. Readings within + 20% are considered acceptable if
a calibration chart ar graph is prepared and attached to the
instrument.

Survey instruments will be calibrated.

By manufacturer

At the licensee's facility

Calibration source
Manufacturer's name

Model No.
Activity in millicuries
Accuracy

Traceability to primary standard

The calibration procedures in Appendix D, Section I will be used.
or

The step-by-step procedures, including radiation safety procedures
are a‘tached.

By a consultant or outside firm

Name “io=2d Asscciates Inc,

Location 753 Boulcvard, Kenilworth,!.J. 07060

Procedures and sources

have been approved by NRC ard are on
flle in Liwl* m- Y O" ot

are attached.

Item 10. 5/83

Page 1.



' CALIBRATZON OF INSTRUMENTS

Consistency Checks of Survey Meters

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

Ine consul:ant physicist maintains a log of spos~checks
on eacn survey mater. ne variation of greater than +20%
from tne initial check after calibration will warrant
repair and/or ra2-calibraczion.
5/
Item 10 83

page 2.




. Calibration of Instrume‘

Methods for Calibration of a Dose Calibrator

Al radioéharmaceuticals are assayed for activity to an accuracy of =10°
The instrument is tested as follows:

I. Daily checks are performed usino

0 a long lived reference standerd (e.o.,
200uCi of Cs-137 or ImCi of Co-57). The two standards will be alterrated for the
daily test.

The standarc readine is corrected for backaround and corpared *o
the

decay corrected calibrated activitv. An observed deviation nf areater thar

25" will warrant recalibration ang/or repair. This :rezk is perfarred by tne
nuciear madicire technician., Tre date, decas :crregzced A tivity, Packorpurd, 29
standard assay, and percent de.iation are 'orred., Teyiitinng ceeatac cnge -8
2 1
APR T200rel 10 the consy tan: adiaticr onyssisise for 4. %var p.atLacicr
|
15, Morin'y checks are rerfccered usinc each of the ¢ e - . ‘ave |
ence starcavds:
|
Racdionuclice hetivity Gciure |
v i o
CUUQL\- 57 l.L2 mel > D%
S8arium 133 25l uli 5%
he s iard readings are Covzared to their decs oriveZied a'thratag qetivities
25 4T £0 10 ire atTached s27 & "OC sheet ‘Tcse Caiioracer Starcard Sensigivity
A ceviatior of greater *han 3 r.aAny ARGIrS W BNt g eal ihparys v
rezdir, Tnis check 18 perfored by the cansylzant raziztior prvsizise., €
jese calitrators employing activity concerrration mnde Activiey rer m1. ), thig
“0ce will te tested monthly 2-pioying one of the atcve refererce 3 i7darss aczcrding
t0 the atzachad samnle joo sra2at "Dose Calinrat [ agrnpaetan Lol Iardme Togai
A ceviatior of areater thnar =5 wi'' warrar: razalizration gr reraid Tmgze rorthly
tes5ts are cerformed by “re cirsultant radiatior nhvsicise
i1, Juarteriy tests are nar4)+=ad usinr 3 lcna e retucence stivdacn @ 0.,
.8=137) arc recording the azcarert activity indicaczad at 211 2f *ne z5-'nr’ s Lsed
raciorucl ice settings. The 30.-c@ readout 15 corpac~ac %0 orevidus *2sts [(zorrectirg
for Jdecay) and a cerzent Ji4fsrzace is computed. £ cdesiation of crgater crar o7
vill warrars recalibration o= rasair, asts of background enercy regen s :
Congiticn of the charher linar and source noider are a'so rerfor-ed. A sanple
100 sheet is attached specifyi=: <he "Marterly Nesa La'ibrater Lra’usis'

Tests of the instrument activity aee also performed quarterly
employing a Iodine 131 source. The maximum activity used w;l% be
ne more than 10mCi based on therapsuticdoses presently administered.

Item 10
Pace 3
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(1) Entire elution of a generator is assayed, the volume of the
eluate is approximated, and the concentration is calculated.
For exarple, the eluate may be 200mCi in 10ml or 20mCi/ml.

(2) At the time the study is to be performed the concentration
is decay corrected.

(3) To prepare a given dose, the desired activity is divided by
the decay corrected concentration yielding the volume to be
admini stered.

(4) Prior to injection the individual dose is assayed (correcting

for ceametrical variation if necessary) to verify the proper
activity.

A similar procedure is emploved in administration of radiopharmaceutical
kits. The activity to be used in the kit is assayad and volume apuroximated.
After the kit is properly prepared, the concentration in mCi/ml is assayed
using the total volume evployed in the kit (correcting for the volume of
saline or other diluting agent added). At the time of adninistration, the
procedures listed above in steps (2) throuh (4) are “ollowed.

The activity linsarity test is performed by assaing tha T>-99m source at

various times and camparing the readings to the expected decay corracted
values. This is achieved by constructing a sari-log grapvh of the r=ad_nas
vs. time. (See attached sample log sheet "Activity-Rance F-e.nsiti'.':’:}' Check”).
The graph permits data points to be plotted up to 53¢ hours of decay time. If

more than 56 hours of decay time is remiired to enarmass the entirs ran je of
activities administerad, the data points will be carzarad to the calcula *ed decay
valuss and percentage errors computed. If the deviation between the instrument
reading and decay corrected value is greater than +3% at any point in the range
of administered activities, the instrument will be reoaired.

V. A one~time test is performed (usually at installation) to access the
instrument accurac’ with regard to gearetrical variation of source containers,
This test is performed with each radicnuclide usad. The following smecifies
procedures performad in the geometrical variation test

(1) For each different vial and syringe used to contain a
given radicactive material for assay, a 0.lml aliquot
(1-5Ci) of egual activity will be crecared.

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

(3) Each 0.1ml alicuwt will be transferred to each vial or
*.'rm"e.

(4) Each vial and syringe will be diluted with water and
reassayad as indicatad in the attached sarple log sheet
"Gagretrical Variation Test". .

(5) All instrument 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
indicated instrument reading to obtain the true activity.

Item 10
Page 4 5/83

“OFFICIAL RECORD COPY”



This test is performed by the consultant radiatian physicist, who will
make a determination as to whether a ceametrical correction factor need
be emwloyed to assure overall +10% accuracy. This determination will be
made with regard to the magnitude of the inaccuracies encountered in the
other tests. Generally, a geametrical ccrrection factor of less than

2% may be icored.

Item 10
NLXO. page 4a 5/83




CALIBRATION OF DIAGNOSTIC EIUIPMENT

Al) the diagnostic equipment shall be calibrated in
accorcdance to the manufacturer's recommendations. As needed
any modifications requiring special attention, shall be noted
and accomadations shall be made implement any additional tests

needed.

Item 10, P 5
5/83



Date

Geometrical Variation Test

Hespital:

Insirument:

Radionuclide:

Time oY Assuy Volume

il 8

0.1

ml

30¢ce Vial

Decay Corrected Correctir
Reading Reading Factor

- - -

ml

ml

ml

ml

10

ml

12

ml

ml

1€

ml

18

ml

20

nl

22

ml

% 1.00C

24

ml

26

ml

28

ml

30

ml

Cerrection factor =

ﬂ

Decay Corrected Reading @ Volume (x) 3

Decay Corrected Reading © Volume (20 ml for 30 r



Page 2 Geometrical Variation Test Continued

Tine of Assav

lecc Svringe

<

olume Reading

Decay Corrected
Readirs

Correctior
Factor

-
s

~J
1
=

om
3
=

o O o O o o o o o o
. » . . = .

1

'.J

Time of Assay

3cec Svrinze

::o

Volume eading

0.1 ml

Decay Corrected
Reading

Correctior

Factor

1.0 ml

1.5 ml

2.0 ml

2.5 ml

3.0 ml




T o o

Page 3 Geometiical Variation Test Continued
5cc Vial
; Decay Corrected Correctio
Time of Assay Volume Reading Reading Factor
0.1 ml
0.5 ml
1.0 ml
1.5 ml
| 2.0 ml "
2.5 ml |
3.0 ml
3.5 ml
L.0 ml
4.5 ml
| 5.0 ml
} Other Container
l .
| Decay Corrected Correcti
| Time of Assay Volume Rezcding Reading Factor
\
|

i
!
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QUARTERLY DOSE CALIBRATOR ANALYSIS

HOSPITAL:

e
MODEL DOSF CALIBRATOR:
-~
DATE
1 Check liner
r~ - . - -
a. Contaminatesz?
b. In place?
. Caech surport
s AN LagL?
2 i 5 Ay e 20
s s o.a -~ -
28 Lerpss;
LY - % - - - - -
- - . - 3
i S
g ratAYRNTe sLancarid is .
AN SRR OeEl SALIDTICOr AT ARG on the P
Can. gon
BMEL B Ko=23 g2sting 083,85 342
REl ¥ 2S99 pgacuiny 8y 505
T \ 3 ~ A SUREP PR vap . gpon 3
uCi 2 Ga-e7 setsti 23 -.O
s 2 Lredl EpSting  10UMi0 45D
C P -~ Y o = oy — 1 $ 2
e s Toid B9 ING ! =& "ol
g g e E g &
uld # I-131 aetting 13 327
uCi 2Xe~133 secting 188 497
L ¢ oo ¢ a2 2 AL A e8
LT L«20% satting 205 CB-F |

uCi @
uCi @ 1-123
<

uCi

setting 220 260
setting 258 210

setting 277 260

setting 319 421

D
i D'Ww
- »
- -
19

YN S
- W 4

i
1
\
,l




e e
@ ?

Page 2. Quarterl,bose Calibrator Analysis

Cap. ron Pick. 8 difference
from original

. uCi @ P-32 setting 550x100 - 6347
uCi @ Ra-226 setting 778 058 0139 |
uCi @ Yb-169 setting 044 - e }
uCi € Co-60 setting 990 035 0218 ey %
. WCi € Xe-127 setting _ S LR e
P L Ehdehmierees R Instrument was adjusted or repaired, to read
Yes No  Instrument was within +5% of previous values
Yes No A correction factor was posted. It is »
i
7. Velume ané Concantraticon Chech
a2 P in 20 ¢ vial reoacs e YA e ?
L BRI © e O - al zalculazed is PR Lt - |
Ry R |
€:  § of Ailleazence is al |
\
B. Accuracy of Stancards
Decay correctec expected uCi/assay uvli x 100 = BOSUL AL ‘
CoO=97
Cs=137
Ba-133 l
Co-60
Ra-22¢6
9. Comparison of Pushbutton to Manual setting A N/A i
10. Any modules missing? L A (R L ONE | |
11. 3-137/Co-57 ézcay-corrected ratio = |

This is % different from last guarter’s; therefore,

12. Comments

Checked Dby:




Linearity Test-- Iodine 131

‘ltqﬂfu-

Inst,
Reading

eading

Bkgd , !orrec s

Reading

ity

Activ

—

ining

:ig

% Rema

1R 3 B

i p——

b —————

Elapsed time (Days)

! 1 - ¢ N 1 38
1 i 1 VR e N S
- ] oL 11
1 i 3% i i
1 1 1 I
1 1 1 i i
i 14; L) i
| 1l L1 3
7 9 10

- iy
b|

el e




.FACILITIES AND EQUIPMENT .

See the diagram and survey sheet attached. The following radiation

safety equipment &are present:

Handling tools

1" Lead shielded radioactive waste container
1/2" thick lead shielded fort, 12"x12"xu"
Disposable rubber gloves

Lab coats are worn by technologists

Absorbant pad

Vials ¢ pill containers are stored in their lead pigs

Item 11
5/83
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DRe BUCHOLTZ'S OFFIC:,NUCLEAR MEDICINE SECTION

DATE:

SURVEYED BY:
INSTRUMENTATION:
TILL[\TMHNT
ROOM LAVATORY
*—'—'—'-”--1'— - - S er—aA
7
EXAMINATION s 7 STORAGE
ROOM ROOM
R
3 - it
' f 0 J
/—ﬂ’ /
l }— -
1 9
HALLWAY
NOTES:
# |LOCATION mR/hr  |epm/100em
1 Door/Floor
2 Floor -

| 3 Lead Fort

4 |R/A Waste Cans

5 Dose Calib,

6 |Scanner

7 |Table

8 Floor
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IT.

PERSONNEL TRAINING PRNGRAM

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
and at least annually thereafter.

This instruction will fnclude:

b

- "

A1l terms of the 1icense pertinent to radiztion safety.

Areas where radioactive material 1. used or stored.

Potentfal hazards associated with radioactive material.

Radiological safety procedures appropriate to their respective duties.
Pertinent NRC regulations.

Rules and regulations of the license.

Obligation to report unsafe conditions to the radiation safety officer.
Appropriate response to emergencies or unsafe conditions.

Right to be informed of their radiation exposure and bioassay results.
Locations where the Ticensee has posted or made available notices, copies
of pertinent regulations, and copfes 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
Ticensed material will be informed about radfation hazards and appropriate

precautions at the time of initial employment and at least annually thereafter.

This information will be provided initfally at hospital employee orientation
sessfons and annually thereafter at in-service meetings.

tem 12 P, 1
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13.

¥Year laboratory coats, or other protective clothing at all timez in
are2s where radioactive materials are used.,

Vlear disposable
materials.

=loves at all times while hzr
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¥onlitor haris, feet, end clothins for coniez~iration after ezch
generator elution and radicpharmzceutical kit preparation, and
1 - oo - > 2 2w 3 3 AP | » -
after each doge preparation/aiministration or before leavine the
At . » 5 i
area with the G\ Survey Meter. Loz the meter realinga,
Use gyrirze shields f ion of patient dose: a=d o ri-
SLIration To patlients 1ITCUMETENoes, SULh A padlatria
c2sges, wrer2 tneir ue promise the patient's welletalin:
Lo not ea%, drirk, smoke or 2-oly cosretles in any arca whar
radlosctive razerizl is storsl or used.
adic : i 8 storsl 8T Ul
Assay each patient dose In the dos2 calibrator prior %o adrini-
stration. L0 not usqe sny dozss trhat differ from the presrcribel
dose by more than 100,
08T personnel monitoring devices (Film tadge or TIT) a5 all timas
whlle in arses whare radiosctive rmaterials are uszd or storei, IThese
Y e 3 - ‘g 3 1 .-
should be worn at chest or waist level.
Year TLD finser bdadgzes duringz elution of gernerator and precaration,
L N . --.- . 3 - . . b
assay, 2rd injlection of raiicpharmaceuticals.
Cisrose of radioactive weste only in specially desisna<cd racentacles
Survey rscentacles dzily to azsure exposura levels are less tran
/s K . . s o . P - :
2.0 mR/hrs in resiricted areas anid legs thar 0.2 mR/hr. in rar-
restricted arecs.
. - 2 - PPSTE
Never plpette by mouth,
Survgy zensrator, it preparation, and dese preparaticr aress afser
each procedure or at the end o7 the day with QX Survey .efter, a
2 . . . - s
log readings. If recessary, reposition sources ard/or shieldir:s
to maintain exposure levels less than 2.0 mR/hr. Alsgo perforn 2
: - 3 . £ S8 R
wipe test for ezch arez listed above and log results. Lecontaminallor
-~ - “w . H - v 1 H H - . - |
vrocedures are warrented if remnovable contamination found on zny
‘. .'. o 3 - - .- . q‘ % 2L | -1 1\’ > A
wireyields a larger than backsround readiing on the ! survey meter wit
the window open.

Confine radiocactive golutions in covered containers plainly identified
and labelled with name of compound, radionuclide, date, activity,
and radiation level if applicable.

Always transport radioactive material in shielded containers.

Item 15 5/83
Page 1
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15.

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

Alvays use remote handling tongs when handling or assaying
unshielded sources, especially if in quantities grezter or
equal to ratient dcses. This is extremely irmportant for tre
elution of a cererator.
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EMERGENCY PROCEDURES

Minor Spills:

1. NOTIFY: Notify persons in the area that a spill has occurred.

2. PREVENT THE SPFEAD: Cover the spill with absorbert paper.

3. REPORT: Report incident to the Radiation Safety Off

) M ARA N T4 e 3 1 o i e .
e \ i - -~ oo P e . - ) - - . - N . - - -
. W BN .Pl se eDO A ’.6 LWV es v B . b ] b N s . b 49
ey : . &
A fat S Pt A+ a L e 3 & .
Carefully feld 2 | t paper rad., D s o
s . . )
L o~ ] ~ * - - - T 1 -
vins AW 4 - *DC 3e - 21 3 B - e . 4 4
o ) . .
bt RPNt e, 2 (g Sy § it " .
' e - - .- -t - - - - .

5. SURVEY: ith a G.,M. Survey i‘eter, chrask 3 4 pilks
vour hends and clcothinz for cortor t{am, T 0
Agsura ths Ned of rasmoveble ¢ {
sperssions. Log rvey and wipe 28t rasu . :
irnformatior o 2 ineldant for 0o ol g R >

3 T &3 Fal o s 7 Y % o & aer sk &3 i
b« Rirse tre affected area pi PEly with w 3 o

c. If contamination covers a large area and 2 shower is warrented,
bring the G.N. Survey Meter and have someone survey the contam-
inated individual to assure that decontamination is effective.

Item 16 _ 5/83
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Wash thoroughly with a non-abrasive detergent. Lanoclean is
recommendad., It contains corn meal that has a mild scrubbing
action but doesn't scratch the skin.

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

T A , il m i : =y .
Continue these procedures until there is no further reduction
in tre level of contamiration, or until the possibility ef |
re 1 of contamiratioe: r until the poesibllity of |
darmaze to the skin rmakes further scrubbing iradvieable. |
|
- ~ o 0 - . . . - - |
If t8 lavel of fixed pontaminadion is rMore Tnal B DRGE |
v vy v myn 3 b + % & » o 1 - - - - v - ‘
w 0.4 0 e - Va -r . g _-k e |§ 3 _-3; - - ~ .. P
Radic+dnm Qafss " 5 v -
e - v - [T . - & 9

BLTTATION SAVETY 0F:tci3Harvey K. Bucholtz MD

v A s X DRI, e | ; L.

Item 16 5/83
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SURVEY PROCETCRES

A. All elution, kit preparation, and dosc pre:-raticn areas will be surveed dailv
with a G.M, survey meter and decontaninatal if necessar:’ as srecified in Iter 15
“Laboratory Rules For the Use of Radicective Material®, Secticn TI.

(less than 200 uCi) will be suveved monthly,

a Pl WL G TG B

B. laborator: areas whero onlv sall cuantities of redioactive ~a=e-ial aro us !

C. All otrer laboratory areas will be surveved wesklv bv the nuclecr redicina sta®’
and monthly by consultant radiation phrsicist.

-

D. The weekly and ronthiv survey will consist of:

l. A maasuraent of radiation levels with a survey meter sufficientlw

.-
sansitive to detect 0,1 ~R/hr.
2. A series of wipe tests to measure contarinaticn levels. 7The methad fcr
performing wive tes:ts will be sufficientlv sensitive to detact the oui-
tamination limits listed in Section P, (Page 2)

E. A permanent record will be kent of all survey results, including necative res.ults,
The reccerd will includio:

PGS 3PN g 3 s B maib d -8 pa—— - N
1, Tocation, date, ard identificaticn of ecuimrest used.
’ ’ .

2. Nare of person ccrductine the survey

3. Drawving @, identifving relevant features such as acti
storage waste arezs, etc

4. Measured exposure rate
that recuire corrascti:

5. Detected contamination levels, keved to locations on drawirc,
6. Corrective action taken in the case of ccontarination or exc.ssive exvcairs

rates, reduced ccntanmiration levels or exmnmsure rates a“ter corrective
action, and any appropriate caments.




F. Ideally, any contamination more than a few dpm above backaround should be
cleaned up; however the following table specifies limits of acceptable levels
of contamination far camon medical radionuclides:

Type of Surface Se~75, P-32 Ga-67, Ti~201, I-123

e i .« o~ S, Sy —— p— SO

o0 @t | e A T e

. Unrestricted Areas 220 22600

Rescricted Areas 2200 22000

. Persoral Clothing
worn outside
restricted areas 220 2200

4, Prot=ctive clothing
wern only in
restricted areas b

9. Bkin

o
(o)
o
N
~
]
o |
9

o
L3S}
£
.

)

3

Contarination levels exceelding these listad above warrant establister: of a conta
iration Jore wuntil contamiration is réervied,.  For fixad oorsamiration: £t whioh
after repoated atterpts fails to veduc: levels significantlv, 5 tires the levels
listed abcve in lires 1 and 2 are accectatle without isolaticn of tie arasa,

Exact contaniration on a wire can he cuantized if a MNal well crvstal is mwsses:zad
Where no Nal well crvstal exists the followina instnmentaticn will be ernloved
to asscss cor siminasien:

In performing "r;ntbiy deparmment sume.s the corsultant radiation phusicist estimate

the dum content of a wipe erploying a ~1200 dm Co~57 reference scurce anc the lal

&
J -]

crystal detector contained in the Rectilirear Scanrer, Thvroid Untake Probe, or GaTa
Camera.,

In daily and weekly swveys the nuclear radicine =u‘f assesses the rercuzhle cona

iration extent contained in a wipe by eploying a G.M. Survey Meter (vith tre heta

window as close as possible to the wipe. Each wipe will be counted for a minimm

of 15 secords allowing 15 seconds hetween counts for the meter to ecuilibrate, A
wipe that registers a reading that is larger than backjrourd levels will warrant

decontamination procedures.

shield raxcved). Vipes are counted in a e, hac-r.':r:“ru area, brinaing the detector

OFFICIAL KRECORD CoFY”



. APPENDIX J .

WASTE DISPOSAL
Note In view of the recent problems with shallow-land burial sites used by commerciul waste disposal
. firms, NRC is encouraging its licensees 16 reduce the volume of wastes sent to these facilitics.

Important steps in volume reduction are to segregute radioactive from nonradioactive waste, (0
hold short-lived radicactive waste for decay in storage, and to release ccrtuin matcrigls in the
sanitary sewer in accordance with §20 303 of 10 CTR Part 20

I Liquid waste will be disposed of (check as appropriate)

_Yg In the sanitary sewer system in accordance with
§20 303 of 10 CFR Part 20

By commercial waste disposal senvice (se¢ also
Item 4 helow)

e

__ X _ Othertspecify) _DECAY TO BACKGRCULD

. Mo-9/Tc-99m generators will be (Check as appropriate
3 Returned to the manufacturer for disposal

Held for decay® unul radiation levels, as megy
sured in a low background area with a low-tevel
survey meter and with all shielding removed have
reached background levels. All radiation fabels
will be removed or obliterated. and the generators
will be disposed of as normal trash **

.
Be sure that waste storage areas were Jescrihed in ltem 11 und
that they are surveyed periodically (Item 17),

..

These generators may contain longlived radionotopic contami
nants. Therefore. the generator columns will be segregated so rhat
they may be monitorsd separat=ly to ensure Jecay 1o hackground
levels prior ta disposal.

10 841

Dispused of by commercial waste disposal serv-
e (see also Item 4 below)

. Other (specify)

———— - - —

1 Other sohid waste will be (check as aprropriate)

& _ Held for decay® until radiation le- ls, as mea-
sured 1n a2 low background area with a low-level
suvey nxter and with all shiclding removed, have
reached hackground levels, All radigtion labels
will be removed or obliterated. and the waste
will be disposed of in normal trash

Disposed of by commercial waste disposal serv-
e (see also ltem 4 below)

Other tspecify)

- The commercial waste disposal service used will he

HONE

(Name) (City . State)

NRC Agreement State License No

Item 18
5/83




o

PROCLDURLS FOR USE OF GROLUF
FOR TREATMENT OF PATIENRTS

IV PADIOPHAR''ACEUTICALS

All in-patients undergoing internal nuclear medicine therapy will be

placed in a private room with a toilet.

7.e patient's room will be properly vosted in accordance with

Seztion 20.203, 10 CFR Part 20.

maa form, Wursing Instructions for Patients T
cr lodina2-=131, will be compl'eted immediately
-.32 treatment dose. copy will be posted in

-
i

-
-
-

rease
aster

d with Phosphorous-32
adminissratior of
?‘

o &bl ' A
DaAtTia8Nt 8 CAATT,

vadiation levels in unreszricted arzas will be maintaines less £oa
tne limits specified in Section 20.105(L), 10 CFR Part 20
211 linens will Le survaved for zontariration befcre deing re.oved
: g - ¢ o - & 1 S e eASE S I - o~ - P
Eran A8 Zatient’'s roon and W 4 A neressary., te neld {or cecay.
Jiesezable plates, curs, 2ating Jienslls, TiEsae, surcical dress.nti,
ans ooy Similay wastd iters will L2 placed in a specially Ceslgnated
soncainer., ire saterial will be © sotad daily by the RaZiation
eafa=s Jificer (or sis dzsignate) chagres for © ir.ation, ang
é agw: 2% ag norral Or radidactive vwaste, as riate.
vee wtiiB sodalld ilzarms usad for hese patiant ‘i1l be helé in piastic
szes in ctae pat.ant's room, and checsed ior contamination by the
zadiation Safety vificer or his designate. Itens may be returnec
far norrz. sse, neld for decay or descontaminatec, as APProOpriace.
-y - o - w18 - :
LTine and vomitus, Iron I9& 31 223
in compliance wita fection <U.ailo,
£ bl e g s -

sez0Te a t’era J PB-;':..... S - W \ed - D '
crg roon will pe sarvesesd Ior Count -
gcessary) and all rasioactive «33 2
vaTovad.

19 5/83 i
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10. isarsing Instructions

'y

viurses snhould spend only tnat amount of time near the patient
required for ordinary nursing care. Special restrictions may
pe noted on tne precaution sheet in the patient's chart.
Jurses should read these instructions before administering to
tae patients. Call the Nuclear !fedicine Department if you
nave any guestions about the care of these patients.

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

Facients must remain in ced vnile visitors are in the room
and visitors should re-zin at least three feet from the patient,

Radiocactive patients zrs to e confined to their rooms exc2pt
for special nedical cor nursing puirposes approved by the Luslicar
‘tedicine Cepartrnent.

io nurse, visitor or aztsndant wid 18 pregnant shoulid be per~-

ritced in tne roam of a satient who has raceived a therapeutic

a=suat of radicactivity until the patient nec longer prasants

a raciazion nazard. Fevale visitors s ould be 2ghed Mesther
they are preguant.

Attencing personnel rust wear ru.ber cor ¢isocsable plastic

cloves whan nandling urinals, bpedpans, e.-sis basins or other

ccnca2iners aaving any raterial obtained from the boédy of the
sazienz, \asa gloves refore removing ané tien wash hands.

Tae gloves rnast de left in the satient's room in the designateas

cas3te cor-ainer. Taese cloves need not Dde sterile or surcical
in cype.

Ji8 2 used in the care of ==2se patia2nis,
YA items should e placed in the dasigratead
23 +na Naclear Mpédircine tepnriment fer
Sroser Gisposal oo the CLnT ents of ti.e cesazrates $Le container.
ALl s :52d by the patient should =@ olaced
in ed and left in itazpatzient's rodm to
o2 the Nuclear ‘2dicine Department,

d in a plastic bag anad

All non-Cispozable items should © ce
ed by a merber of the

e Pl
1eft in tne patient's room to be chec
liuclear '2dicine Dspartment.

Page 2
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3. For Iedin

|J)

Item 19
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-

Fatient's

Room o, :

Jaze and Time of

Received:

)
.

u

o

11.

12,

13.

™"

wane :

. NURSING INSTRUCTIOWS FOR PATIENTS TREATED WITH
PHOSPHOROUS~-32 OR IODINE-131

Padioisotope Adninistered:

Physician's Name:

(Comply with all Check
Visiting time permicted:

FEREOUELL ' YalirRTs A
e bl o el |
& - L22S28 Tied. &2
AP S 1 s - F
1AVEe S22 liSues a 2

Lse ané complete tne following tacs

aoQor

Cloves mast 22 worn

héministration :

Hethod of Adrinuss

roon

'y

Vo not greleaze room to adnit:ing u

Safety.

-
=
L
s

Ctner

C

0O
o
o
2]
e |
w

In case of erergency contact :

,) rso Harvey K. Bucholtz, M.D.

iane

467-9595

until CR'S

0
!
)
[
it
-
W
o
(a4

>nlv personnel wao

Tk roon.)

Ly Dadistion

il OK'd by Radiation

/ 549-7470

on/off duty telephone number




.ODINE 131 Information '

.

As a limited nuclear medicine department operation, cnly

Iodine 131 available in solid capsule form will be used for
human administration. Unless a capsule should be inadvertantly
crushed, or the total adminstered dosage meets or exceeds the
monitering levels as described in NRC Regulatory Guide 8.20,
biocassays of the nuclear medicine departmental personnel will
not be done. All Iodine 131 crderswill be received no earlier
than 24 hours prior to administration to the patients, thereby

reducing the elasped storage period to as little as possible.

Item 19 P.
§/83
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" We, the management of this medical facility are committed -
to the ALARA program as specified In Appendix 0, of Regulatory
Gulde 10.8, Rev, October 1980.

) ITEM 24 5/83
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Ca ‘201 Lyons Avenue, Newark, New Jersey 07112 / at Osborne Terrace

‘/ 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 radicactive
isotopes should the need arise.

er M. Bornstein
EXecutive Director

Jmw

@ Atfiiate of College of Medicine and Dentistry of New Jersey
Member of Jewish Community Federation of Metropolitan New Jersey




.

* 201 Lyons Avenue, Newark, New Jersey 07112 // at Osbarne Terrace
Z Telephone (201) 926-

April 12, 1983

Kenneth Ordene, M. D.
34 Center Street

Springfield, New Jersey 07081

Dear Doctor Ordene:

Thie 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.

er M. Bornstein
xgcutive Director

ML,

“OFFICIAL RECORD COPY"

@ Attilate of College of Medicine and Dentistry of New Jersey
Member of Jewish Community Federation of Metropoltan New Jersey



NEWARK BETH ISRAEL MEDICAL CENTER

The Ra diation safety procedures for the use of therapeutic

use of Iodine 131 are as described in NRC Reguldtory Guide 10.8

Revision 1, Oct. 1980, Appendix K.

Instrumentation Available

Type
Victoreen 493 GM

Baird Atomic 446 Survey meter ( C.P.)




P Harvey K. Bucholtz, M.D.

DirLOMATE
. AMERICAN BOARD OF INTERNAL MEDICINE
AMERICAN BOARD OF ENDOCRINOLOGY AND METABOLISM

34 CENTER STREET
SPRINGFIELD, N.J 07081
(201) 4679595

August 31, 1983

John E. Glenn, Ph.D., Chief

Nuclear Materials Section B
Divistion of Engineering and
Technical Programs

Nuclear Regulatory Commission
Region 1

631 Park Avenue

King of Prussia, Pennsylvania 1940€

License No. 29-18129-01

Docket No. 030-14533
Control No. 01427

Dear Sir,

mSle__.
s

1804 OAK TREE ROAD
EDISON, N.J. 08820
(201) 549.7470

In response to your letter of June 28, 1983, to renew
License No. 29-18129-01 additional information is provided.

1. Enclosed are credentials for Kenneth W. Ordene, M.D.
Inclvded is a letter from Sherman L. Heller, P.h.D.
outlining the course of instruction givento Dr. Ordene

as well as his clinical experience.

2., The request for 50 millicuries of Iodine-131 for treatment
of thyroid carcinoma is an error; the correct request

should be 30 millicuries of Iodine-13l.

If you require any additional information feel free to

contact me.

Sincerely,

\/LM«», ¥ Bt Al\’/’;f

HKB:kr Harvey K. Bucholtz, M.D.

Enc.

047

SEP 0 6 1983
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111 EAST 210TH STREET, BRONX NEW YORK 10467

lelephone
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 Lectures. 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 monitering and protection procedures.

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

Sincerel»r\

0 L)
Sherman L;lﬁe¥:e'\LthD?;

’




NUCLEAR .DICINE PHYSICS LECTURES '

Structure of matter, nuclides and radioactive processes, ionization,
excitatton, x-rays, Auger electrons, decay and decay schemes.

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

Interaction of radiation with matter. Mechanism of interaction for
charged particles, lighter vs. heavier particles, x- and gamma
rays, attenuation and transmission, half-value layer.

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

fety. Radiation units, exposure units,

Dosimetry and Radiation sa
radiation monitoring instruments.

protection and precautions,
ners. Thyroid probes,

Instrumentation I. Non-imaging devices and scan
well counters, liguid scintillation detectors, focussed collimators,

pulse height analyzers, tomographic scanners.

Instrumentation 1I. Gumma camera Single crystal, multicrystal,
collimators, resolution, sensiti..ty.

Other imaging devices. Positron cameras, solid state,emission

tomography.

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

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

object, contrast enhancement .

Resolution, uniformity, value of floods and

Quality control.
linearity, peaking photomultiplier tubes.

flood correction,

icine. Available types, data acquisition,
t, flood correction,

ComEuters in Nuclear Med
temporal and spatial

background subtraction, contrast enhancemen
effect of data manipulation on gtatistics,

smoothing.

energy resolution.



NRC FORM 313M SUPPLEMENT A
981)

U.S NUCLEAR REGULATORY COMMISSION

TRAINING AND EXPERIENCE

AUTHORIZED USER OR KADIATION SAFETY OFFICER

k_ “—-”Nd o

' NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER

O A D’:—/\’c:, mM D

¢ STATE OR TERRITORY IN
WHICH LICENSED TO
PRACTICE ME DICINE
AN T

3 CERTIFICATION

SPECIALYTY BOARD
A

CATEGORY
B8

| MONTH AND YEAR CERTIFIED
¢

— e

|

4 TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

FIELD OF TRAINING
A

a RADIATION PHYSICS AND
INSTRUMENTATION

‘I LOCATION AND DATE (S) OF TRAINING
8

N

e, | —

Mol fions Ped waf ety
e -6t

Al
[ TYPE AND LENGTH OF TRAINING

[ LECTURE/ SUPERVISED
LABORATORY LABORATORY
COURSES EXPERIENCE
(Hours) (Mouyrs)
¢ 0

20 &

L RADIATION PROTECTION

¢ MATHEMATICSPERTAINING TO
THE USE AND MEASURE MENT
OF RADIOACTIVITY

1 RADIATION BIOLOGY

» RADIOPHARMACEUTICAL
CHEMISTRY

» S— e, e ————

5. EXPERIENCE WITH RADIATION. (Actual use of Radioisotopes or Equivalent E xperence)

ISCTOPE

WHERE EXPRRIENCE WAS GAINED

DURATION OF EXPERIENCE
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PRECEPTORGTATEMENT

Suppiement B Phust be campleted by the aoplicant physician fnpwn /{ more than one precep tor is necessary to document

experignce, OLIN & separate statement from sach.

-~

1. APPLICANT PHYBRICIAN'S NAME AND ADDRESS

FULL NAME

Renneth W Qrdeme_

oTREEY ALDAESS

S 7 Cepter SL°
ciTy ~ ] BTAT T COD

Sprrafiefd  wI 078/

KEY TOCOLUMN C

PERSONALPARTICIPATION SHOULD CONBIST OF:

L*1 Supervised sxaminstion of patients to determing the sultabliity for

radiolsotope diagnosis end/or treatment and recommandation lor

prescribed domge.

2Collaboration In cose calibeation end actusl administretion of dose

10 the patient including calculation of the radietion doss, relsted
messure ments end plotting of deta,

| J-Acequate period of training 10 enable Phyaicien to manege radioactive

patier s and follow patients through disgnosis end/or course of

(ragtrrent,

il 2. CLINICAL TRAINING AND EXPERTENCE OF ABOVE NAMED PHYSICIAN

NUMBER UF
CASER (BVOLVING COMMENTS
IBOTOPE CONCITIONE DIAGNOSED OR TREATED PE NAL (Agditional information or comments may
PAR ATION 0o submitted In duplicam on spsrem Heets.)
A ] (4 ¢}
a5
DIAGNOLIS OF THYROID FUNCTION
DETERMINATION OF BLOOD AND
BLOOD PLASMA VOLUME P
11131 LIVER FUNCTION STUDIES
or
128 FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES
IN VITRO 87 UDIES A [0
OTHER
1128 DETECTION OF THROMBOSIS
1131 THYRDID IMAGING i J
P.32 EYE TUMOR LOCALIZATION | 4
—
Be- 7% PANCREAS IMAGING =
Yo 180 | CISTERNOGRAPHY
B8LOOD FLOW STUDIES AND o
Xe133 | AONARY FUNCTION STUDIES |
a |
orin (AT UPTHE ¢ Scan) s
BHAIN IMAGING l o f
*_. d
CARDIAC IMAGING ‘ I
. - 1
THYROID IMAGING - ;
SALIVARY GLAND IMAGING z
Te@0m | gL 00D POOL IMAGING
PLACENTA LOCALIZATION 1
LIVER AWD SPLEEN IMAGING » |
LUNG IMAGING f:
BONE IMAGING "
OTHER
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b
'E)G‘ERIE'NCE WITHEBADIATION

MAXIMUM DURATION OF
1S0TOPE AHQUNT WHERE EXPERIENCE WAS GAINED EXPERIENCE IXRE OF USE
57 :
Ca 67 Z
Se 75 "
8l ‘;
Te99/K099 3
In 111
T P A LG Xz Yl -choo
Xe 133 d »
"
Yb 169 a
5
T1 201 pe
=



CA VOLVING COMMENTS |
ISOTOPE | CONGITIONS DIAGNOSED OR TREATED PERSONAL (Aaditionel intormetian or cammen®s mey be |
PARTICIPATION swbmited 0 Guplicam o0 separate shee o, |
p.32 TREATMENT OF POLYCYTHEMIA VERA, ‘
(Soudle) | LEUKEMIA, AND BONE METASTASES
\
r-32 INTRACAVITARY TREATMENT ;
(Cotiogal) ‘
i
TREATMENT OF THYROID CARCINOMA ﬂ J
1131 |
TREATMENT OUF HYPERTHYROIDISM
D
Au-198 | INTRACAVITARY TREATMENT 3 ‘
Co80 INTERSTITIAL TREATMENT ‘
pe |
Cs137 INTRACAVITARY TREATMENT - |
o - |
’ ,,"' INTERSTITIAL TREATMENT |
1r-192 |
or TELETHERAPY TRE ATMENT :g 1
Cs- 137 |
50-90 TREATMENT OF E YE DISEASE |
|
RADIOPHARMACE UTICAL PREPARA TION 4 |
—B |
Moo, | GENERATOR a |
?:::g’m GENERATOR * |
= ¥ |
Tc.99m | REAGENT KITS = |
- N
Other 4
(151:' 73'9ﬂlbw77"5 - SCHS 1
g7 ‘
125 | RN [ABEtin ;
o | L IN TR (&sTS /

7%/?/- [/;p/PZ__ JW?@/M—[

HE TRAINING ANQ EXPERIENCE INDICATED ABOVE
AS @B " PERVISION OF

|
3 DATES AND TOTAL NUMBER OF HOURS RECE'VED IN CLINICAL RADIOISOTOPE TRAINING

“« CITY

MBER(S)

T RYATERIALS LICENSE
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(

3)

(3) Followup of patients when required.

(4)  Stu®y and discussion with preceptor of case
» histories to establish most appropriate diag-
nostic procedures, limitation, contraindica-

tion, el¢

Note A:

The requirements specified in Sections 2a, b, and ¢ may
be satisfied concurrent!y in a 3-month training program
IF all tiiree areas are integrated into the program,

Note B:

For each physician named in Item 4 of Form NRC-313M,
complete Supplements A (Training and Experience)
and B (Preceptor Statement) of Form NRC-313M. For
each subject covered in basic training, state where the
training was obtained, the dates, total number of hours,
and type of training. Hours of training should be broken
down into lecture or laboratory hours or on-the-job
training (OJT). OJT must have been obtained in a
formalized training program. Be sure that individual
hours of training can be traced to the institution
where the training was received. Each hour of training
should be listed under only one subject category (i.e.,
the most applicable subject category).

Alternatives

Certification by (a) the American Board of Nuclear Med-
icine, or (b) the American Board of Radiology in Diag-
nostic Radiology with Special Competence in Nuclear
Radiology will be accepted as evidence that a physician
has had adequate training and experience to use Groups
I, 11, and 111,

Training for Specific Diagnostic Procedures —

A physician who wishes to be authorized for only one
or two specific diagnostic procedures should have train-
ing in basic radioisotope handling techniques and clini-
cal procedures commensurate with the procedures and
quantities of byproduct material being requested. Such
requests will be examined on a case-by-case basis by
the Commuission with the assistance of the ACMUIL

Training for Therapy Procedures Involving Radio-
pharmaceuticals

To qualify as adequately triined to use or directly
supervise the use of byproduct material hsted in
Groups 1V and/or V in §35.100 of 10 CFR Part 35, a
physician should have:

a Training in basic radioisotope (8O hours)
handling techniques applicable

to the use of unsealed sources

for therapy procedures, includ-

ing

10 B-16

(1) Radiation physics and (25 hours)
instrumentation

(2) Radiation protection (25 hours)

(3) Mathematics pertaining (10 hours)
to the use and measure-
ment  of radioactivity

(4) Radiation biology (20 hours)

(These requirements are in lieu of, not in 2ddition
to, those specified in Section 2a above.)

b Clinical training in specific therapy procedures:
For Group 1V

(1) 1131 for treatment of hyperthyroidism
and/or cardiac conditions : ;

Clinical experience in the diagnosis of

thyroid function and active participation
in the treatment of ten patients

(

Lo ]

) Soluble P-32 for treatment of polycythe-
mia vera, leukemia, and/or bone metastases:

Active participation in the treatment of
three putients with any combination of
these three conditions

(37 Colloidal P-32 for intracavitary treatment :

Active ition in the treatment of
three ps

For Group V

(1) 1131 for treatment of thyroid carcinoma :

Clinical experience in diagnosis of thyroid
function, personal participation in the treat-
nwnt of ten patients with hyperthyroidism
and/or candiac dysfunction, and active par-
ticipation in the treatment of three patients
with thyroid carcinoma,

(

"o

) Colloidal Au-198 for intracavitary treat-
ment:

Active participation in the treatment of
three patients

Training for Therapy Procedures Involving Sealed
Sources

To quahify as adequately trained to use or directly super-
vise the use of byproduct matenal listed in Group Vlin
§35.100 of 10 CFR Part 35, a physician should have :
a. Training in basic radioisotope (200 hours)
handling techniques applicable

¢
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