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EXHIBIT A,

FORu NRC 313M
U.S. NUCLEAR REGULATORY COMMISSION(** Approved

APPLICATION FOR MATERIALS LICENSE - MEDICAL GAO RQsst10 CF R 35

|NSTR UCTIONS - Camoem sta r erouen 2s ir en a ar tmoa motwaren ore antaanan rorreneneera recena un amoum nrat,#wers
where necnaanry. Item 26 near be convured on en motmanene ernt enrmt. Roten one coor. Subert enemat ernt one coor of anture
motwenon to : Drecer. O!Fwe of Nuclear Metermk sakry anst setepuutn. US sc6 ear noeuterary Commaman. naaherron. O C
m$55. IApon anorovetor mes anotreten. semercaer swarecene a Warenats trance. An 4AC Merurwe Licmae a asuas m accord-
arre see me puneral rugueremmes contamed es Tite 10. Code of Federal Aeputerens. Part J0. a nf me Leesse e suarect m F7t= 10.
Coco ot fauerer nerutenann, Parts 19. M ant 3S end en hannae nue orowman et Toroe t0. Coor al Faderet Regularrone. Part fra The
Jicmse hecatepary shouMbe statedme item 26unt the accroonsar fee encooned

I.a. NAME AND MAILING ADDRESS OF APPLICANT (insonitoon, 1.ta, STREET ADDRESS (ES) AT WHICH RADIOACTIVE MATERIALfarm, clinic, physician, etc) INCLUDE ZIP CODE
WILL BE USED ///&#4 rent frorn f. A) INCLUDE ZIP CODEMetropolitan Medical Center

900 South Eighth Street
Minneapolis, MN 55404 same

612,347 41871ErwONE NO.: AREA CODE

2. PERSON TO CONTACT REGARDING THIS APPLICATION 3. THISIS AN APPLICATION FCR: ICheck apprapnare isem)
Joseph R. Giganti, Ph,D. * O NEW UCENSE

Radiation Safety Officer
eg. RENEWAL OF UCENSE NO.

AMENOMENT TO UCENSE NO,22-138 59-Ol

TE LEPHONE NO.: ARE A CooE t 61212A2_ 4187

[4. INOlVIDUAL USERS (Nane tachridbats who wr// use or duectly 5. RADIATION SAFETY OFFICER (RSO)IName ofperson closigneerd '

aspervose use of radioactwo matenal. Compute Supplements A and 8
for each nederodual.) au rataren serery omca tremer ea, undmsunt user. convere renw.

me of ranmg arnt euoenence au m '- r A.)
,

'

Joseph R. Giganti, Ph.D.

4 6 a RADIOACTIVE MATERIAL FOR MEDICAL USE
MAXIMUM MARK MAXIMUMITEMS POSSESSION ITEMS POSSESSION 'RADIOACTIVE MATERIAL DESIRED LIMgig ADDITION Al. lTEMS: DESIRED LIMITSLISTED 1N: "x" (in mittocurses) ~x" (in trullicurree)

10 CFR 31.11 FOR IN VITRO STUOlES IODINE.131 AS IODIDE FOR TREATMENT
OF HYPERTHYROIDISM

10 CFR 35.100. SCHEDULE A GROUP 1 AS NEE DED PHOSPHORUS 42 AS SOLUBLE PHOSPHATE
FOR TREATMENT OF POLYCYTHEMIA

10 CFR 35.100, SCHEDULE A, GROUP 18 AS NEEDED
PHOSPHORUS.32 AS COLLO10 AL CHROMIC
PHOSPHATE FOR INTRACAVITARY TREAT-10 CFR 35.100, SCHEDULE A, GROUP lig MENT OF MALIGNANT EFFUSIONS.
GOLD 198 AS COLLOID FOR INTRA.

F Sf0NS.10 CFR 35100.SCHFDULE A. GRC'.'? !V N'NEECED

IODINE.131 AS IODIDE FOR TREATMENT10 CFR 35.100 SCHEDULE A GROUP V AS NEEDED OF THYROID CARCINOMA

XENON 133 AS GASOR GASINSALINE FOR
10 CFR 35.100. SCHEDULE A GROUP V3 BLOOO FLOW STUDIES AND PULMONARY

FUNCTION STUDIES.

6.b. RADIOACTIVE MATERIAL FOR USES NOT LISTED IN ITEM 6.a. (sesantsourcasue se3mCius orar
cohbration and reference standa:xts are authorized underSecean 35.14(d),10 CFR Part .15, and NEED NOT BE LISTEOJ

CHEMICAL MAXIMUM NUMBERELEMENT AND MASS NUMBER Nj/OR OF MI C Ep p DESCR18E PURPOSE OF USE,

I-125 ion exchange 200 mci.each Borie mineral Scanner
(AECL C234) (250. mci tota L) radiation source. I

Gd-153 Gdo sealed 1000 mci.each . Bone mineral Scanner
2 i

source (1300mC1. tota 1. ). radiation source.

FORM P. AC 313M ,

(8-78)
, -

f. , -

8511190062 851018 n ,

REC 3 LIC30 PDR
" ;

22-13859-01 i'
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24. PERSONNEL MONITORING DEVICES *

'\ TYPE
I SUPPLIE R EXCHANGE FREQUENCY(Cn,ce . ,, ,n, m ,,

,

FiLu R.S. Landauer (no changes)

a. WHOLE
BODY TLD

OTHE R ISpecs!vi

FILM

b. FINGER TLD R.S. Landauer (no changes)

|OTH E R iSpecsfyl

1

|FILM

c. WRIST TLD

OTHER (Specify)

d. OTHER (Specify)
.

4
25. FOR PRIVATE PRACTICE APPLICANTS ONLY

a. HOSPITAL AGREEING TO ACCEPT PATIENTS CONTAINING RADIOACTIVE MATE RI AL
N AME OF HOSPIT AL

tL ATTACH A COPY OF THE AGREEMENT LETTER
SIGNED BY THE HOSPITAL ADMINISTRATOR.

M AILING ADDRESS
c. WHEN REQUESTING THERAPY PROCEDURES,

ATTACH A COPY OF RADIATION SAFETY PRECAU-CI T Y
{ STATE

ZIP CODE TIONS TO BE TAKEN AND LIST AVAILABLE
R ADI ATION DETECTION INSTRUMENTS.

26. CERTIFICATE
(This item must be completed by applicant)

The appucant and any official executing this certificate on behalf of the applicant named in item la certify that this applicatica es prepared in
conformity with Title 10, Code of Federal Regulatons. Parts 30 and 35, and that allinformation contained herein, including any supplements
attached hereto,is true arid correct to the best of our knowledge and beleef.

th APPLICANT OR CERJffYdG OFFICIAt. (Siptarure)_

_ /ka t. t M - ea LICENSE FEE REQUIRED 7- otJ:L
(See Secoon 170.31,10 CFR 170) p,y,y ,, p, ,, ,

) -Joseph R. GigantI, Ph.D.
(1) LICENSE FEE CATEGORY; 7A (2) TITLE

Radiation Safety Officer

40.00 ^T3une 7,1985*'
(2) UCENSE FEE ENCLOSED: $

FOR 1)RC.313M (8-78)

l&# | / | P&9' 3 |

p;)licant. .
~
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Check No... h .
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Metropolitan Medical Center

Byproduct Materials License Anunendment
Date: June 6, 1985

NRC form 313M, item 23. Procedures and precautit for use of
Radioactive materials specified in item 6.b

The sources listed under item 6b are sealed sources for use in a bone
mineral scanner divice. The device is made by Lunar Radiation Corp designated
their MOdel DP3. A brochurdfescribing this unit is attached. The sources will
be received from their manufacturer using common carriers. The packages will be
surveyed for external exposure and leakage per our procedures already in your file.
Records of these tests will be kept for commission inspection. The decayed source
will be removed strictly following manufacturer procedure by a hand and body monitored
technician. The newly obtained source will be replaced in the machine. Finally the
decayed source will be placed in the shipping container and returned to the manu-
facturer for disposal. The requested maximum authorization covers two sources
which would be on site during the source change operation. Before returning
the sources, the shipping container would be monitored for external exposure and
leakage of source material. External exposure monitoring would be done with our
calibrated Victoreen Model 498 /491-30 and leakage would be monitored by taking
wipe samples and counting them in our Ludlum/ Picker well scintillation detector
and scalor. An-I-125 leak test standard is available to insure system sensitivity.

The entire system will be assigned a room in the department of nuclear medicine
which has restricted access. The room will be locked when no technician or
knowlegable person.is available.
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LUNAR RADIATION DP3 SPINE / FEMUR
CORPORATION SCANNER,
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DESCRIPTION imum precision, high anatomical resolution,
and fast scan times. Scan programs for lumbar

The DP3 Spine / Femur scanner is the most spine and proximal femur are standard (typical
widely used system for monitoring the axial scan time is 15 minutes). Programs feature
skeleton in the world today. Used by nearly automatic location of baselines, bone edges
90% of existing U.S. facilities, the DP3 has set and regions of interest.
the standard for dual-photon measurements of
the spine and proximal femur and is particular-
ly well suited for diagnosis and monitoring of RESULTS
osteoporosis.

Results are graphically displayed, stored on
diskette for later analysis, and printed out.

COMPONENTS Bone mineral content (g), area (cm2), and
density (g/cm2) are calculated for each region

* Rectilinear Scanner Module of interest. For the lumbar spine values are
* Scanner Table given for each vertebra and for various com-
* Computer Console Table binations. For the proximal femur values are
* Calibration Standard given for the femoral neck, Wards triangle and
* Epson FX 80 Printer (optional) the trochanter. All data are compared to a nor-,

| * SP2 Forearm Scanner (optional) mal U.S. database af ter adjusting for age, body
* Northstar Advantage Computer size, sex and race.

- (640 X 240 pixel display)
- dual DSDD disk drives; 27 scans / diskette

RADIATION / LICENSING

SOFTWARE * NRC or state licensing required for a 1 Ci
sealed source of 153 Gd.

LUN AR'S sophisticated software makes *NRC device registration number
measurements easy and precise. Automated NR-430 D 101 S>

'

analysis ensures fast results, but overrides * FDA 510K approval (K802180A)
allow the operator to make adjustments if * Dose to patients - under 12 mrem
necessary. Correction factors incorporated in * Dose to operator -< 0.1 mrem / day
the software make measurements independent * Source life - 12-18 months typical; up to 24
of tissue cover or position of the bone in the months
beam path. Calibration to standards allows
utilization of existing normal databases and
inter-unit comparisons. Intelligent software POWERISPACE
locates bones of interest and tracks them

| eliminating positioning problems and * 110V/60Hz or 220V/50Hz,630 W
dependence on large scan areas. This tech- * Single phase, grounded
nique gives lower patient radiation dose, max- * Recommended space: 8' x 10'
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DESCRIPTION operator prompting. Scan procedures are com- i
pletely automated but allow for operator over- |The SP2 Rectilinear Forearm Scanner is the in- ride to ensure the most precise results. Total 1

dustry's most advanced system for determining scan time is approximately 10 minutes. Quality
bone mineral content using single photon ab- control programs are included.
sorptiometry (1251). The SP2 is a completely
automated scanner that indicates bone density RESULTSon infants, adults and small animals. The rec-
tilinear scan used by the SP2 allows bone
width, distance between bones or anatomical Results are graphically displayed, stored on
landmarks to serve as the basis for accurate diskette for later analysis, and printed out.
repositioning. Rectilinear scanning minimizes Bone mineral content (g), bone width (cm) and
anatom1 cal variation which is the major source BMC/W (g/cm2) are calculated for each site. All
of precision error. Scans can be done at the data are compared to a normal U.S. database,

usual shaft and distal sites and at the exclusive after adjusting for age, body size, sex and race.

site (75% trabecular bone).o'maum- -

RADIATION / LICENSINGCOMPONENTS
* NRC or state licensing required for a 200 mCl

* Rectilinear Scanner Module sealed source of 125-1 != Scanner Software . NRC registration number NR-430-D-102-S !'* Calibration Standard * FDA 510K approval (K802181 A)
[* Tissue Equivalent Bolus . Dose to patients - typically under 10 mrem '

,* Epson FX-80 Printer (optional) . Dose to operator - < 0.1 mrem / day* Computer Console Table Source life - 6 months i
e

* Northstar Advantage Computer Source capsule C324 from Atomic Energy of*
,,

- (640 X 240 pixel display) Canada
- dual DSDD disk drives; 55 scans / diskette

1

POWERISPACE
SOFTWARE

= 110V/60Hz or 220V/50Hz,575 W ;
I LUNAR'S sophisticated software makes * Single phase, grounded '

system operation easy by using menus and Recommended space: 6' x 6'a

|
|

LUNAR RADIATION CORPORATION 916 WILLIAMSON STREET
The leader in bone measurement MADISON, WI 53703 1

(608) 258-8545

EN.TRG.NO. 7 916 3;
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