DANIEL A KANE

President

The

| & L]
* MOUNT SINAI 72 MEDICAL CENTER

June 9, 1981

Director

Medical Licensing

U.8. Nuclear Regulatory Commission
799 Roosevelt Road

Glen Ellyn, Illinois 60137

Dear Sir: 0~3C)'. 03 LI\39

We request our byproduct materials license number 48-03280-01 dated January 30,

1979 be amended as follows:

A, Item 12, addition of Uri Vaisman, M.D. for use of all, except Group

VI. See attachment for credentials.

B. Item 5 (Radiation Protection Officer), change from Robert Yoss to
Charles Wilson, Ph.D, Dr. Wilson's credentials are on file with the

NRC as Radiation Protection Officer for Milwaukee County Medical

Complex; NRC license number 48-04193-01.

0

Item 11 (Facilities and Equipment) to reflect the addition of:

1. Name Single Plane Cardiac Catheterization lLaboratory .. . .... s
Numbe r R352.7 Apphicant. 4
North Outside wall CheER s 27, G :
South X=ray dark room - lead lined wall i i " /
East Monitoring room - lead lined wall Ve ui Fa.
west Outside wall ot .
Above Research facilities -.‘ueu 8; ‘h.
Below Hemodialysis Service

- s —

Comments Radionuclide use including Xenon=133., All access
doors are lead lined.

2. Name Bi Plane Cardir Catheterization Laboratory
Number R360.1
North Outside wall
South Corridor - lead lined wall
East Storage room/data center - lead lined wall
West Monitoring room/corridor/storage room - lead lined walls
Above Research facilities
Below Hemodialysis Service

Comments Radionuclide use including Xenon=133. All access
doors are lead lined.

950 North Twelfth Street P O Box 342 ¢ Milwaukee Wisconsin 53201 « 414/ 2898001
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3. Name
Number
North
South
East
West
Above
Below
Comments

Number
North
South
East
West
Above
Below
Comments

Number
North
South
East
West

Be low
Comments

6. HName
Numbe r
North
South
East
West
Above
Below
Comments

n support of our request for the use and storage of Xenon~133 as stated above

Nuclear Cardiology Imaging Room
R360.7

Outside wall

Corridor - controlled access
Monitoring room

Monitoring room

Research facilities
Hemodialysis Service

Routine Imaging Procedures

Nuclear Cardiology Imaging Room
R46E

Corridor

Outside wall

Offices

Hot Lab/Bathroom/Equipment Room
Outside Space - Controlled Access
Offices

Routine Imaging Procedures

Nuclear Cardiology Hot Lab

R466.1

Corridor

Equipment room

Imaging room

Office

Outside space - controlled access

Offices

Radionuclide nuclide storage and preparation area,
including Xenon-133. All radionuclides will be stored
in lead lined cabinets. FPreparation of radiopharma-
ceuticals will be in lead lined hood. All walls are
lead lined.

Research Laboratory

w417/422

Offices/Corridor - Controlled Access

Outside wall

Storage room

Animal Post Operative Recovery Room

Outside Space - Controlled Access

Research laboratory

Radionuclide use in animals including Xenon-133.,

in items C 1, 2 and 6, we submit the following for your consideration:

Quantities to be used:

The maximum use in any one area above will be 12 procedures per week with
a maximum of 40 millicuries per procedures.

0506Y
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Use and Storage Areas:

The areas where Xenon-133 will be used and stored are as described above.
Diagrams of the rooms are attached indicating airflow supply and exhaust
locations. Airflow rates are described in step 5 of this section. There
is no recirculation of air. The exhaust is released on the roof of the
building where the rooms are located. The exhausts are at least 30 feet
from any supply ducts. The roofs are controlled access areas. We confirm
that we will semiannually measure airflow rates with a calibrated velometer.

Procedures for Routine Use:

During Xenon=-133 procedures, a RADX system will be used to trap expired
Xenon-133. During human use, the patient's nose will be clamped, and the
patient will breath through a mouthpiece connected to the Xenon trap. During
animal use, the animal will be prepared by placement of a cuffed endotracheal
tube that will be connected to the Xenon trap. The room will be wmonitored
with a XenAlert monitor. The equipment described above is the same equipment
as described in our application dated December 1, 1978. All doors and windows
will be closed during the procedure.

Emergency Procedures:

In the event of the accidental release of Xenon-133, we will close air supply
vents and evacuate all nonessential persons until such time the room monitor
indicates normal background levels are achieved. The persons required to
stay in the room will be monitored upon leaving the rcom,

Air Concentrations of Xe-~133 in Restricted Areas:

The following calculations are based on maximum use for above mentioned areas
of Xenon~133 use.

procedures mCi 3 uCi - 5 uCi
12 e x 40 —_—proccdun x 10 el R 29 1.2 8 }0 wk released

assuming a loss of 25%

5
1.2 x 10" uCi/wk _ 10
therefore ' l‘fO" aCi/ml 1.2 % 10 :'1‘
or
1.2 x 10" mipwk 1 cfm
*-ﬂ‘-bﬂh-{/-'k- - TOSEE——— = 176 c¢fm ventilation

necessary to be in compliance.

We will provide a negative airflow in each cardiac catheterization laboratory
and the hot lab of at least 500 cfm.

Arlibiel o, Us§ 06 l‘




: .
. " .
S

Director

Medical Licensing
‘June 9, 1981

Page 4

We will provide a negative airflow in the Research Laboratory of at least
250 cfm.

Air Concentrations of Xe-133 in Unrestricted Areas:

- procedures mCi 3 uCi wks _ 5 uCi
A= 12 o x 40 procedurs x 100 ST % .02 x 52 yr. 4.99 x 10 yr.

assuming the charcoal trap is absorbing 98% of the activity

10 ml/yr 12 ml
V=500 cfm x 1.49 x 10 " 7.45 x 10 ;;
5
& 1 4.99 x 10 uCi/yr _ -8 uCi
C v i 6.7 x 10 ;I-

7.45 x 10 . ml/yr
which is in compliance with paragraph 20.1(¢) and 20,106 of 10CFR Part 20.

Enclosed is our check, payable to the U.S. Nuclear Regulatory Commission, in
the amount of $40.00 for the amendment.

1f you have any questions regarding this amendment, please contact Marshall
Seiden, Senior Assistant Vice President, (414) 289-8005.

Sincerely,

z!EE::iNI.ﬂlilﬁu C anare—

Daniel A. Kane
DAK:ns

Enclosures



[Fomw NACI1IM SUPPLEMENT A U.S NUCLEAR REGULATORY COMMISSION |

e TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

! NAME OF AUTHORIZED USEA OR RADIATION SAFETY OFFICER 1. STATE OR TERRITORY IN
WHICH LICENSED TO

Uri Vaisman, M.D. naﬂnarﬂz?r

L_CERTIFICATION
MN'OO.V MONTH AND '2‘. CERTIFIED

SPECIALTY BOARD
-

Diagnostic Radioloay June, 1978

——— SE—

4 TRAINING RECEIVED IN BASIC RADIOISOTOPE MANDLING TECHNIQUES

TYPE AND LENGT™ OF TRAINING
LECTURE SUPEAVISED
FIELD OF TRAINING LOCATION AND DATE (8) OF TRAINING LABQRATORY CABORATORY
A . COURSES EXPERENCE
o il W
Downstate Medical Center ]
5. RADIATION PMYSICS AND ! and SEE ATTA&HFD DACU-
TRNSNTATION General Flectric, Nconomowog MENTS

5 MADIATION PROTECTION | .

e MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADICACTIVITY

4. RAQIATION 810LOGY “

I |

¢ RADIOPHARMACEUTICAL l " j

CHEMISTRY

S EXPERIENCE WITH RADIATION. /dctual um of Radiosoropes or Equiveient £ xperence)

18O TOPE MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED DURATION OF EXPERIENCE TYPE OF USE
SEE FORM NRC-313M,
Supp. B
ﬁl NRC.I1IM §uppiement A
(-8 Page 6

N3
HedWi 1O, ISO068 ]
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tomw NAC JIIM-SUPPLEMENT 8 U. & NUCLEAR REGULATORY COMMISSION

-~
|

PRECEPTOR STATEMENT

Susoiement 3 myust 28 camoeme By e WDICINTINYNICIEN § 3MCR0TOr. [ MO TN ane 0recen 1Or /5 Necessary 0 JOCument
| BECRFIOOCE OO ) MOWATR (TRRTEN L O saeh

1 APPLICANT PMVSICIAN'S NAME ANG ADOAESS KEY 70 COLUMN C
ULl SANE PERASONAL PARTICIPA TION SHOULD CONSIST OF

| SOV HIea FXAMINEHON O DELEATE 1O GEIrTIAS e NItaD ity fOr
TAMONOTO08 DEPNONE SN/ 1 RITTA T ARG SO TYRENaEt 0N | or

M.D. dreser oea 1o wen.
INY ineies 1ColeB0renon .~ 30 B reten nd acTust sa A stTenan of dove
Mount Sinai Medical Center 10 TG GRLENT NEIUBNG SHEUEON OF ThE FAIEUON 108, HELed
' 950 North i2 Street TR —
g YA TR TSOT | JAGEIUAE 0008 OF 17RAIng 13 SAEBI OFY HESN 10 WENEQE * 30 08Ct ive

80N and fONGW CRTIENTE IAFOUGN JIAGRONE AN/ Or Turwe of

Milwaukee Wl 53233 | e
L CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICI AN
| e e B—
SOTOPE | CONDITIONS OIAGNGSED OF TREATED e nEEa e | .":::m-:m:::l
. & | N , c | b
' DIAGNOSIS OF ™MYROID FUNSTION 100+
| | #L.000 ":A.&tt uOLu:I - ,
3 LVER FUNCTION ST ES
- Ts [sar sesomerion srucies | }
| OF  Twoney suneTion sTucies 1
[-123 "
| N VITRQ STUDIES |
| OT™eeA | W‘Tc- DTPA Renogram -
L 39 (DETECTION OF THACMEOSIS 104
NTT quvlao MAGING | 100+ 1
PR EYE TUMOR LOCAUZATION
5% PANCAEAS MAGING |
L Y80 | QSTEANGGA AR Y 10
1oy | 9000 ’:2:’ °,‘,f' ":° | 150+
aTeEn |
BRAIN MAGING m
CARDIAC MAGING
THYROID (MAGING 5
SAUVARY GLAND IMAGING 10
Tedm | 5.000 #00L MAGING 20
PLACENTA LOCALI ZATION
UVER AND SPLEEN MAGING 200+
LUNG MAGING 160+
BONE MAGING 200+
a™en | Hepatobiliary 50+
FORN NAC31 IMSUPPLEMENT § -y




PRECEPTOR STATEMENT (Continved)

2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN /Cantinved)

“NUMBER OF
Tu-’: INVOLVING COMMENTS
w CONDITIONS AGNOSE ™ m AN e orTaton or commen o may e
- BER TR PAATICIPATION RO TG N BDICER ON WO sm Dee s, |
A " [ 0
L ) TREATMENT OF POLYCYTHEMIA VERA
Bowom! | LEUKEMIA AND BONE METASTASES 3
L -
Comaes | NTRACAVITARY TREATMENT
TREATMENT OF THYAOID CARC INOMA 3
A3
TREATMENT OF =y PERTHYAQIDISM 15
A 198 | INTRACAVITARY TREATMENT
Cosd INTEASTITIAL TREATMENT
o
Ca' 7 | INTRACAVITARY TREATMENT
=TT
g - | INTERSTITIAL TREATMENT
lcai 4
s | TELETHERAPY TREATMENT
ceta? |
$+90 | TREATMENT OF EVE DISEASE
RADIOPHARMACEUTICAL PREPARA T1ON
Yoo | cenEmaTOR |
Sy | 1
. Hh ! G‘M"TO. L
Ted9m | REAGENT WITS
Over |
. '

[1 DATES AND TOTAL NUMBER OF HOURS RECEIVED IN CLINICAL RADIOISOTOPE TRAINING

July, 1978 - Present, 1,000+ hours

i TENCE INDI A
WAS OBTAINED UNDER THE SUPERVISION OF
S NAME OF GUPRRVIBORN
o U Tum »

»

e

950 North 12 Street
LTy

stenegen o

. PRECEPTOR'S NAME Plose type or pant)

Richard H. Christenson, M.D.

March 31, 1981

(-

Page 7
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|romm NKC-313M-SUPPLEMENT B U. 5. NUCLEAR REGULATORY COMMISSION

rm
1 CFA 30

PRECEPTOR STATEMENT

Supoiement 8 must be complered by the aopiicant physician's preceptar. |f more than one preceptor is nacessary o cocument
axDerience, 00N & separate staterment fram esch.

1. APPLICANT PHYSICIAN'S NAME AND ADORESS KEY TOCOLUMN 2

SULL NAME PERSONALPARTICIPATION SHOULD CONSIST OF:

v M.D 1 Sunervised axamination of patients to cn.;v:unmmum"ov
ra@i0s0toce O88 And/Or tremtment recommenaetion for
Urt Vaisman, oDe N S

STREST ADOReSS 2Colisnration 1~ dowe enibration end ectual sdminietrerion of dose
1o the patient including eairuigtion of the N
Mount Sinat Medical Center TS et GORIRG of EVD: RGN S0, s

STATE TR CO0E | JAdeauate period of trai 17 10 enable Dhysician 10 manege redicective
- ' ! patients and follow patmncs through diegnosis end/or auuree of

Milvaukee v, 53233 SRR
2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN

NUMBER OF
CASES INVOLVING COMMENTS
CONDITIONS DIAGNOSED OR TREATED PERSONAL (Addinane 17 fOrMEtOn or comments mey

PARTICIPATION Lo sbenitrd in duplicate on mparam sheets)
] c [+]

DIAGNOSIS OF THYROID FUNCTION 50

(GF TE AMINATION OF 8LOOD AND | L

ELOCO PLASMA VOLUME
LIVER FUNCTION STUDIES ¢

FAT ABSORPTION STUDIES
KIDNEY FUNCTION STUDIES JQ

IN VITROSTUDIES

DETECTION OF THRAOMBOSIS

THYROID IMAGING

EYE TUMOR LOCALIZATION

PANCRE AS IMAGING

CISTERNOGRAPHY
BLOCD FLOW STUDIES AND
PULMONARY FUNCTION STUDIES

BRAIN IMAGING

CARDIAC IMAGING
THYROID IMAGING
ntl

SALIVARY GLAND IMAGING
B8LOQD POOL IMAGING
PLACENT A LOCALIZATION
UVER AND SPLEEN IMAGING
LUNG IMAGING

BONE IMAGING

OTHER

FORM NRC J1IMBUPPLEMENT 8
rm




.-R-ICIPTOR STATEMENT (Continued)

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

“NUNBEN OF !
cn:: INVOLVING COMMENTS !
ISOTOPE | CONODITIONS DIAGNOSED OR RSONAL (Acditional infarmanan or comments mey be '
TR TRa- PARTICIPATION WOM WA 10 Juplicam on D s ety ) !
A . : ° o
P32 TREATMENT OF POLYCYTHEMIA VERA,
Sowbdle’ | LEUKEMIA, AND BONE METASTASES
(%] AT -
tcotoiger | NTRAGAVITARY TREATMENT :
' TREATMENT OF THYROID CARCINOMA y
- N HY YROIDISM
AND CARDIAC CONDITION 2

Av-188 | INTRACAVITARY TREATMENT
Co60 INTERSTITIAL TREATMENT

or
Cs137 INTRACAVITARY TREA TMENT
i-128
or | INTERSTITIAL TREATMENT |
|7
>
or TELETHERAPY TREATMENT

5790 TREATMENT OF EYE DISEASE

RADIOPHARMACEUTICAL PREPARATION

Te.99m | GENERATOR

ANV | e nERnATOR

To99m REAGENT KITS

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

Between May 1975 and June 1978 - 960 hours |

4. AINING AND EX IENCE INDICATED ABOVE

WAS OBTAINED UNDER THE SUPERVISION OF: 3 g Z g D
& NAME OF SUPERAYISON ' %
Nathan ’Olmm, M.D, M"L % o ml/ M

6 NAME OF INSTITUTION 1 PRECEPTOR'S NAME (Please type or prnt)

St il Semter NATHAY B SoLomeN
U?O Clgzuou“a!l‘ -

¥ UATE
Brooklyn, N.Y. 11203 3/, P /7 7
S ATEATATS TICE NS NUVGER 8T

-
FoAM ~uE¥iJ»iu”LiMl~T .

v

Page 6
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MEDICAL [DUCATION
AFFIDAVIT OF COMPLETION

ey TRAINING IN BASIC RADIOISOTOPE HANDLING
S TECHNIQUES

W&

) THIS DOCUMENT IS TO ATTEST THAT

/),/)(

>3

"* UR] VAISTAN, MD

S22 HAS SUCCESSFULLY COMPLETED THE FORMAL COURSE
(€

& RANINISCTNPE MANDLEPS.

@ WHICH PROVIDED THE FOLLOWING LEVELS OF DIDACTIC,
N DEMONSTRATIVE AND LABORATORY TRAINING:
<Fall

@ FIELD OF TRAINING TYPE AND LENGTH OF TRAINING
: LECTURE SUPERVISED

4 LABORATORY LABORATORY
s COURSLS EXPERIENCE

,:f@ (HOURS (HOURS)
'§~ : o

o RADIATION PHYSICS
’
?’-"' AND INSTRUMENTATION .
i (= RADIATION PROTECTION .
)] 15
<@ ( MATHEMATICS PERTAINING TO
> THE USE AND MEASUREMENT

,;"’@; OF RADIOACTIVITY u
]
WSS i "

Mt RADIATION BIOLOGY 9

O RADIOPHARMACEUTICAL

@ CHEMISTRY
BN,

2 ( ar-
P eow 12/3/80 1012/5/80 [ hniea . Foncl ol
9 @ PROGRAM DATES INSTRUCTOR

P s OconomMowoc, WISCONS!IN 4"'/ P e e
"\@ PROCRAM L CCATION DIRCCTOR, MEDICAL EDUCATION
xma@ ssnsau@mcmcn—- Lr 0506 MR

‘ ‘ »9 1 Addenaum to FORM NIRC 313M Supplemont A "
()



MEDICAL EDUCATION
AFFIDAVIT OF COMPLETION

TRAINING IN BASIC RADIOISOTOPE HANDLING
TECHNIQUES.

THIS DOCUMENT IS TO ATTEST THAT

I'PT VAISMAN, ™D
HAS SUCCESSFULLY COMPLETED THE FORMAL COURSE

PADTOPHARMACENTICAL TECHMONES

WHICH PROVIDED THE FOLLOWING LEVELS OF DIDACTIC,
DEMONSTRATIVE AND LABORATORY TRAINING:

FIELD OF TRAINING TYPE AND LENGTH OF TRAINING

LECTURE SUPERVISED
LABORATORY LABORATORY

COURSES EXPERIENCE

(HOURS (HOURS)

RADIATION PHYSICS
AND INSTRUMENTATION 2

RADIATION PROTECTION

'}
MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT /
OF RADIOACTIVITY J

RADIATION BIOLOCY 3

RADIOPHARMACEUTICAI
CHEMISTRY

o 1274780 1, 12/6/80 [ fsn 22 ) Rl

PROGCRAM DATES INSTRUCTOR
OconoMowoC, WISCONSIN / P
PROGRAM LOCATION DIRECTOR, MEDICAL EDUCATION

GENERAL D ELECTRIC

Addendum to FORM NRC-313M Supplement A , ‘1§

W(U)W( aUBAH /«QJ’M@W 'lfi)ﬁ.f’nhj‘?r‘f’mm(?



NG
MEDICAL EDUCATION
AFFIDAVIT OF COMPLETION

TRAINING IN BASIC RADIOISOTOPE HANDLING
TECHNIQUES,

THIS DOCUMENT IS TO ATTEST THAT

URT VAISIIANM, MD
HAS SUCCESSFULLY COMPLETED THE FORMAL COURSE

ACALITY CONTROL ® COMPLIANCE [* MUCIEAR HEMICIME

WHICH PROVIDED THE FOLLOWING LEVELS OF DIDACTIC,
DEMONSTRATIVE AND LABORATORY TRAINING:

FIELD OF TRAINING TYPE AND LENGTH OF TRAINING

LECTURE SUPERVISED
LABORATORY LABORATORY
COURSLS EXPERIENCE
(HOURS) (HOURS)

RADIATION PHYSICS
AND INSTRUMENTATION 18,5

RADIATION PROTLCTION I

MATHEMATICS PERTAINING TO
THE USE AND MEASUREMENT
OF RADIOACTIVITY ?

RADIATION BIOLOGY

~No

RADIOPHARMACEUTICAL
CHEMISTRY 4 .S

eon2/1/80 10 12380 [Hencas A Poccsl)

PROCRAM DATES INSTRUCTOR

w

Oconomowoc, WISCONSIN e

PROGRAM LOCATION DIRECTOR, MEDICAL EDUCATION

%’g‘, GENERAL ) ELECTRIC '
’ : e .; . R A'm \l’h’nj: fonm NFiC.-J':‘SM Suoo!err:em A 7 d = 1
@) mwenrvomumer oo O
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MEDICAL EDUCATION
AFFIDAVIT OF COMPLETION

q w_ TRAINING IN BASIC RAD!IOISOTOPE HANDLING
B TECHNIQUES

THIS DOCUMENT IS TO ATTEST THAT

N IR]_VAISMAN, D
RS HAS SUCCESSFULLY COMPLETED THE FORMAL COURSE

&3 BASICS OF MUCLEAR [EDICINE
' . WHICH PROVIDED THE FOLLOWING LEVELS OF DIDACTIC,
s DEMONSTRATIVE AND LABORATORY TRAINING:

7 FIELD OF TRAINING TYPE AND LENGTH OF TRAINING
J
\~. LECTURI SUPERVISED
<@ Q LABORATORY LABORATORY
a5 COURSES EXPERIENCE
'.T@ (HOURS) (HOURS)
,:‘~ RADIATION PHYSICS
<‘~" AND INSTRUMENTATION F‘{—‘,._E
.'/. .'l
.ﬁl@ RADIATION PROTECTION 7
I=\
<@ ~3( MATHEMATICS PERTAINING TO
";,,_.. THE USE AND MEASUREMENI
) OF RADIOACTIVITY 10
o L{C=
] RADIATION BIOLOGY 12
= |
poo RADIOPHARMACEUTICAL
p: __:. CHEMISTRY ]_'l
| \ 4
"T),‘ o
- & o 7/7/80 1o 7/18/80 4,%595 ) ) Roncloll
‘(:. "‘! PROGRAM DATES INSTRULCLOR
‘-—,-_-4_4 g
i /"( = /”’ -
| ) OconomMowoC, WISCONSIN e
¥ 4 -
:@ PROGRAM LOCATION DIRLCTOR, MLDICAL EDUCATION

GENERAL &3 ELECTRIC 5[(

\detondum o FORM NRC-313M Supplement A (B

Bl AUl S UBaURAHTR AU AT
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