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Materials Licensing Section

United States Nuclear Reaulatory Commission
Reaion 111

799 Roosevelt Road

Glen Ellyn, I1linois 60137

Mail Control #78536

Attention: Dr. Bill Adam

Dear Dr. Adam,

Enclosed is the additional information that you requested on Drs. Joseph
Collins and James Kollitz.

To add Xenon-133 to our license, included is the information requested
in FORM NRC-313M Item 21, as described in detail in NUREG 10.8, Appendix
M.

We would also like to do 99mTcDTPA aerosol lung scans, using 30mCi
99mTcDTPA with the Cadema nebulizer and lead shieldina,

If vou have any questions, please contact me at (612)427-2200, Extension
2683,

Sincerely,

” é ,f’
f

, Snecial Imaoing Supervisor

Paul Halverson,
Certifyina Nfficial for License No. 22-17307-01

BBH/bbh

RECEIVED
JUN 21 1985

m; PDR REGION I JUNZ1 1985



-~

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

TRAINING AND EXPERIENCE
AUTHORIZED USER OR RADIATION SAFETY OFFICER

1. NAME OF AUTHORIZED USER OR RADIATION SAFETY OFFICER 2. STATE OR TERRITORY IN
ins, M.D PRACTICE MEDIGINE.
. . Oll ns ’ . .
Joseph M., C - B NN, ND. T
3 CERTIFICATION
SPECIALTY BOARD ungo" MONTH AND YEAR CERTIFIED
e .o c
June | ; 198 ¢
Diagnostic Radiology e s
4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES
TYPE AND LENGTH OF TRAINING
LECTURE/ SUPERVISED
FIELD OF TRAINING LOCATION AND DATE (S) OF TRAINING LABORATORY | LABORATORY
A 8 COURSES EXPERIENCE
’
i c B
Mayo Clinic
s. RADIATION PHYSICS AND Rochester, Minnesota L. 85 15
INSTRUMENTATION 1-3-83 to L-8-83 :
Mayo Clinic 4 . o~ ie
Rochester, Minnesota .
b. RADIATION PROTECTION 8‘15"83 to 10-113-83
e MATHEMATICS PERTAINING TO Mayo Clinic
THE USE AND MEASUREMENT Rochester, Minnesota 24 0
OFR'ADOOACTIVITY 1-3-£3 tc L-B8-8%3
Mayo Cliniec
& RABATION ooy Rochester, Minnesota 15 5
1-3-83 to 4-8-83
RADIOPHARMACEUTICAL Mayo Clinic ,
- Rochester, Minnesota 35 2
CHEMISTRY 1-3-83 to b-8-83
§. EXPERIENCE WITH RADIATION. (Actual/ use of Radicisotopes or Equivalent Experience)
ISOTOPE | MAXIMUM AMOUNT WHERE EXPERIENCE WAS GAINED | DURATION OF EXPERIENCE TYPE OF USE
"™ ‘A 125 m G Maye Climic 4 get\ra Auring J“swd"c*h”
Ballium®’l 10 mCa resuizm.y A d'\&f)w-,‘nc
Vbib'i 4UD/QL'0 z diaancstic rmdiol iy i
'lt 33 10 m G 0" (above date 1) b
Thallium 2w ' "
Te Hw 20 m.(y T =
I 8 100 m ¢ . '
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::c‘:’ FORM 313M SUPPLEMENT B U. S NUCLEAR REGULATORY COMMISSION
\ " PRECEPTOR STATEMENT
m'o’o m: mﬂ:lgg’ﬁvm v"’ ’::mmhyﬁcim’s preceptor. If more than one preceptor is necessary o dxy;nmt
1. APPLICANT PHYSICIAN'S NAME AND ADDRESS KEY TOCOLUMNC
FULL NAME ~ PERSONALPARTICIPATION SHOULD CONSIST OF :
Joseph Michael Collins, M.D. ‘m:“m':f".:&:“m&mmf
prescribed cosage,
FPIREY DR 2Collaboration in dose calibration and actual administration of dose
376 36th Ave. NW . - e o gl
e . TSTATE | ZIP COBE | 3-Adequate period of training to enabie physician 10 manege radicective
Rcchgst_er . .,>- . I MN 55901 :;‘m"::‘.ndlomutmntmwtwm”u
2 CLINICAL TRAINING AND EXPERIENCE OF ABOVE NAMED PHYSICIAN N
w‘é‘s"fn’\‘osgznb COMMENTS !
ISOTOPE | CONDITIONS DIAGNOSED OR TREATED . ‘?Tmizenk .u:::::: :m : mm’ :
A B ¢ o
DIAGNCS!IS OF THYROID FUNCTION - , »
ot A .
11131 |UVER FUNCTION STUDIES '
25 | FAT ABSORPTION STUDIES .~ 3
] KIONEY FUNCTION STUDIES D53 e - 95 , o
[ virro sTuoies i - S
omer | Gallium ; 36-
1256 |DETECTION OF THROMBOSIS 5
K131 | THYROID IMAGING
P22 |EYE TUMOR LOCALIZATION
Se-75 PANCREAS IMAGING
Y5169 | CSTERNOGRAPHY L
Ret130 [ob T CrARY PNETION STUDIES k1
omwer |Thallium infarct scazn 3 '
BRAIN IMAGING 8
carDIAC IMAGING  (MUGA) 30
THYROID IMAGING 40 ;
SALIVARY GLAND IMAGING
Te99m | 100D POOL IMAGING ]
PLACENTA LOCALIZATION
UIVER AND SPLEEN IMAGING 228
LUNG IMAGING “1
BONE IMAGING L3 ) :
O™eér |HIDA and DISID:A 15
;'.‘:“'0“ 313M SUPPLEMENT 8 Page 6 ) ¢



o WEHMMAL ERAINING AND EAFERIENCE OF ABOVE NAMED PHYSICIAN me'Unuod)

NUWBER OF
. CASES INVOLVING - COMMENTS
1ISOTOPE AGNOS PERSONAL aditianal informaton or commen s May be
TR ROOR WsaTe PARTICIPATION sbdmirmd in Quplicam on separam sheery, )
A K c D
P32 | TREATMENT OF POLYCYTHEMIA VERA,
Rowdie) | LEUKEMIA, AND BONE METASTASES
P2
(Cotividany | WTRACAVITARY TREATMENT
e TREATMENT OF THYROID CARCINOMA
TREATMENT OF HYPERTHYROIDISM
Ax198 | INTRACAVITARY TREATMENT i .
Co60 INTERSTITIAL TREATMENT
or
Cs137 INTRACAVITARY TREA TMENT
Egl INTERSTITIAL TREATMENT . k 1
or TEL TREA "
b M LETHERAPY TREATMENT
$~90 TREATMENT OF EYE DISEASE .
RADIOPHARMACEUTICAL PREPARA TION S AT
1@0&‘ GENERATOR 10 " .
[STEY)
in113m | GENERATOR .
To9m | REAGENT KiTS e 30
Over | In-113m labelled WEC's 3 N _ &
Tc-99m labelled RBC's AN o -* - -
Tc-99m Meckel's scan . 5
Tec-99m joint secan 9

1 DATES AND TOTAL Nt;.;l OF HO;RS ;EC!IV:; l'} gll.lMlt.‘.eA/Ll?)Al'lal?lsm’;:!7 ;%Tmnéo/ 2’&/81 ~~~~~~
2/9/81, 2/16/81, 2/23/81 2
/3{/81 11/2 9/82. 12/6/82 8/1/83. 8 /83. 3/5/8_1& 3/12/8& Roih

630 hours - : e b e

TRETRAINING AND EXPERIENCE INDICATED ABOVE
WAS OBTAINED UNDER THE SUPERVISION OF: "o b
T NAME OF SUPERVISOR et ‘
Manuel L. Brown, M.D.
R et ol

& NAME OF INSTITUTION

l Wt = or

Mayo Cliniec o ' .‘ p— cpag

& MAILING AOORESS - muol L. B!‘OWR, M.D.
200 u'st Str“t SW A

T

Rochester, MN 55905 : /
TRTERTACS CICERSE RO 7 L//
-00519-03

AC FOAM J13M SUPPLEMENT 8
4an .
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US NUCLEAR KEGULATORY CO ALUSSION
TRAINING AND EXPERIEN

AUTHORIZED USER OR RADIATION SAF ETY OFFICER

e e —
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4. TRAINING RECEIVED IN BASIC RADIOISOTOPE HANDLING TECHNIQUES

TYPE AND LENGTH OF TRAIN

’ LECTURE/
LABORATCHY
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SUPERVISED
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SSUFTLLENMINT B U S RUCLEAK REGULATORY COZ1A158(01

PRECEPTOR STATEMEN

P— Py othe Dhcant pliysics P’ Ore 113N ONe Preceptor 15 NECessary 10 Qocur e
J SUrAn /

[V APPLICANT PHYSICIAN S NAME AND ADOFESS ‘ KEY TOCOLUMN C
RULE Saaais A TV g . . | PERSOMAL PARTICIPATION SHOULD CONSIST OF
T Sunervned examination of pat €N 10 Getermune the suitability 10
lamec {0 +y 80 0N0TONE 0 071048 SNA/OT trestment and rees mmengation 1
James Kollitz e o, ;

=T R T ADORE -
o 3 2LoNatoration i gose calibration end actus' a0™Mumistiation of dote

1O 1AL Datent in wohing calculaton of the 130 810N QOse reigted

]'c 0 { Measvrements ana piotiing of dets

Y J-Admuats perog ol g VNG 10 enabie Db Ben 10 manage a0 NACt ive
Dereniy ang lovow patwnn Throuygh Gegnons #n3/0f courwe of
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N
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2. CLINICAL TRAINING AND EXPE RIENCE OF ABOUVE NAMED PRYSICIAN

| NUMBE R OF !

|CASES INVOLVING COMMENTS
ISOTOPE CONDITIONS DIAGNOSED OR TREATED | PERSONAL | (Agc.anel informaton o comments may
' PARTICIPATION OF JuOMIRD i BupliCat 00 mparaw see s )
]

A L C | o

DIAGNOSIS OF THYADID FUNCTION !

|

ON STUDIES

| ~XB 385, | CISTE ANOGRAPH Y In-111

| BLOOD FLOW STUDIES AND
| PULMONARY FUNCTION STUDIES

'[v“-’-x‘v MALING

3 —

| CARDIAC IMACG/NG

b
iw«vn:yo IMAGING

|SALIVARY GL AND IMAGIIG

8L0O0D POTL LIAAGING

PLACENTA LOCALIZATION

i LIVER AND SPLEEN IMAGING
L__ & )

, LUNG WMACING
s

| BONE IMAGING

OT=ER |

FOPM NRC-JVIMSUPPLEMENT 8
3-8




F"(Ct‘ TOR Svfd!f.f‘ fK\T Co ;

INIING AILD EXPERIENCE OF ABOVE NAISED PHYSICIAN (Continuved

NUMBENR OF 1
CASES INVOLVING COMMENTS

CONDITIONS DIAGW """ DR TREATED PERSONAL
' | PARTICWATION

[Agcitiane nlommatan or comments maey be
OmMIIRT i Buplicam On paaie eeis )

I d .
| TREATMENT OF POLYCYTHEMIA VERA !
| LEUKEMIA AND BONE METASTASES : 6 l

|

Sapp— I NS

l
6 s L s , o
|

| INTRACAVITARY TREATMENT

TREATMENT OF THYROID CARCINOMA

TREATMENT OF HYPERTHYROI1DI1SM

INTRACAVITARY TREATMENT

‘ INTERSTITIAL TREATMENT

| INTRACAVITARY TREATMENT

INTEARSTITIAL TREATMENT

l TELETHE RAPY TRE ATMENT

| TREATMENT OF EYE DISEASE

| RADIOPHARMACEUTICAL PREPARATION

| GENERATOR

3 DATESAND TOTAL NU\'&EHﬂoF HOURS FECL!VE-D IN CLINICAL RADIOISOTOPE TRAINING

(4 THE TRAINING AND EXPERIENCE INDICATED ABOVE | U PAECEPTORS SIGNATO!
AS OETAINED UNDER THE SUPERVISION OF

a NAME OF SUPERVISOR
William Ashburn ut/( /»&({(M/\ - |

7 ’
v,‘,/ WL AL

7. Pﬂng’TOR SNAME Pnn tyoe or pant)

& NAME OF INSTITUTION
University of California

& MAILING AD

e —

v

William L. Ashburn,

"‘hT'“
ATERIALS LICE NSE fsuidit

FORM NAC. J1IMSUPPLEMENT B
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1.4x10%n1 /week
40 hr/week

. 1.7xl%§gl[hr
tv/min

21 ft3/min

"

The above calculations assume a total 207 loss of Xe-133 from all
sources durinag patient administration, storage and disposal.

The entire activity could be released every week without exceeding
the permissible levels for Xe-133 in restricted areas. (100Y loss)

Air Concentrations of Xe-133 in Unrestricted Areas: The Pulmonex
system has a built-in xenon gas trap with disposable charcoal
cartridage. It removes xenon effluent after each study and
eliminates the need for venting systems. Exhaled xenun is
gently pulled throuah activated sharcoal contained within a "U"
shaped cartidae made of 1/8" lead by an induction vacuum pump.
The control panel timer and airflow pressure dial requlation of
the trap pump assures complete patient and system puraing. Only
clean air leaves the trap system port. The aas trap will be
tested initially and on a continuing basis for leakaae. The
manufacturer's recommendation on filter saturation and replace-
ment will be followed. Saturated filters will be shielded within
the fume hood in the hot lab (see Item 11) until taken by the
centralized radiopharmacy's messenaer,
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Item 11, FORM NRC 313 Page 2 FACILITIESAND EOUIPMENT
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PULMONEX XENON SYSTEM

Onetechnician can perform an entire study
by simply moving a single handle.

gas trap for rebreathing,
washout, perfusion and single
breath studies on supine or
seated patients.

‘ Full-function xenon delivery
ﬁ; - [ system with built-in xenon
4

* Complete easy-to-use system.

Q * “Air-in"/"“Air-out” breathing tubes
and motor-driven circulator assures
resistance-free breathing.

* Two lead glass windows permit

observation of patient breathing bags.
* All flow circuits automatically

controlled by a master valve system.

* Automatically timed washout.

y * Accepts any commercial form of
/ xenon.

* Rolls easily on large casters for
positioning of supine or seated
patients,

* Fully shielded.

* Carbon dioxide and moisture traps
SIMPLE, SAFE OPERATION includea.

32



The Pulmonex Xenon System is a simple to use,
reliable and complete system for the performance
of all regional ventilation studies. A built-in xenon
gas trap with disposable charcoal cartridge removes
xenon effluent after each study and eliminates the
need for expensive venting systems. Motor-
controlled air flow assures resistance-free breathing
regardless of your patient’s pulmonary condition.
Practical cabinet design and total mobiiity permit
easy patient positioning in the seated or supine
positions.

PULMONEX. .the complete, self-contained
xenon system

Pulmonex provides a completely integrated system
(delivery unit, and built-in gas trap) for performing
xenon studies. A sensitive, responsive master valve,
contralled by a single handle on the front panel,
and silent synchronized motors permit full-system
control of xenon gas flow from initial application
to ultimate disposition of the xenon effluent into
the gas trap.

All controls are conveniently located on an “up-
front”’ control panel. With the patient on-line,
either seated or supine, the user can control the
system and observe the patient and gamma camera
from one position. The control panel is clearly
marked and each mode in the study procedure is
distinctively apparent. The two internal patient
breathing bags (Air-in and Air-out) are easily
observed through individual viewing windows on
the front panel. An adjustable ...anual 15-minute
timer initially activates all functions and auto-
matically shuts down the system to complete the
study after patient and system washout.

The PULMONEX SYSTEM

The Pulmonex Xenon System effectively integrates
manual and electronic controls into a simple,
sensitive systemn that provides maximum, reliable
test results using minimum effort. System com-
plexities have been eliminated. All internal
circuitry, valves and tubing have been designed to
afford ease of operation and patient comfort.

A master valve, controlied by one handle on the
front panel, directs the flow of gases throughout
the system. Oxygen may be added to the system
any time during a study by fingertip button control.
A push button operates a circulator blower motor
to provide gentle positive system pressure. This,
combined with a specially-designed master valve
and wide diameter, short circuit airways, provides
resistance-free patient breathing. There is no dead
air space. An injected bolus of xenon reaches
your patient exactly when desired. An in-line
CO, absorber prevents hyperventilation. The
system has automatic timer and pressure control
dials to accommodate your patient’s breathing
pattern and to assure complete system washout
into the gas trap.

All internal systems are completely shielded for
patient and operator safety. A bacteriostatic
filter may be used at the mouthpiece to prevent
system contamination.

INTEGRATED XENON GAS TRAP

The Pulmonex system has its own built-in gas trap.
Exhaled xenon is gently pulled through activated
charcoal contained within a "U’’ shaped cartridge
made of 1/8" lead by an induction vacuum pump.
The control panel timer and airflow pressure

dial regulation of the trap pump assures complete
patient and system purging. Only clean air leaves
the trap exit port. Under normal usage the
charcoal cartridge will last about a year. The gas
trap cartridge is easily replaced when expended.

SPECIFICATIONS:
Motor UL approved. 115 VAC, 50/60 Hz.

Size: 18" x19'"x 46"

Weight: 150 Ibs.

130-500 Pulmonex Xenon System, complete $2750.00
Replacemend, Items

127-319 Replacement Charcoal Cartridge ... 340.00

130-550 Disposable Mouthpiece ......... 1.95 ea.
130.700 Disposable Bacteria Filter ... ... 3.50 ea.
139101 Moisture Absorber (Drierite). .... 7.501b.
130-019 Soda Lime, CO, Absorber ... .... 5.251b.
087-130 220V Converter ............cccu. 150.00

33
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Tc-DTPA Aerosol |
For Lung Ventilation Studies

Tc AEROSOL

A viable alternative to Kr-8i1m .
Clinically superior to Xe-133

i To /rJer (all? fzarrofaps /- 1/){“‘4'”

- — e —— ——-— -

Cadema Medic
Producu, ln

P.Q. Box 250,
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