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- iO Cn 3b APPLICATION FOR BYPRODUCT MATERIAL LKENSE ' de- - m a n
; ,

INSTRUCTIONS.-Complete items 1 through 16 if this is an initial application or an apphcatH:n for renewal of a hcense information contained in pre-
vious apphcations fded with the Commission with respect to items 6 through 15 may be incorporated t>y reference provided references are clear and,

" specific. Use supplemental sheets where necessary. Item 16 must be completed on all apphcations Mail two copies to: U S Atomic Energy Commis-
sion, Washington D C. 20545. Attention: Materials Branch. Directorate of Ucensmg. Upon approvst of this apphcation, the apphcant will receive an AEC

,
k Byproduct Material Ucense. An AEC Byproduct Material Ucense is issued in accordance with the general requirements contained in Title 10. Code of Fed-

E eral Regulations. Part 30. and the Ucensee is subject to Title 10. Code of Federal Regulations. Part 20, and the hcense fee provisions of Title 10. Code of

E Federal Regulations. Part 170. The license fee category should be stated in item 16 and the appropriate fee enclosed (See Note in Instruction Sheet).
ii
k 1. (.) NAME AND STREET ADDRESS OF APPUCANT. (Institution, form, hosp #tal per- (b| $TRf fT ADDRE$5tf 5) AI WHICH SVPRODUCT MAf f RI AL WILL sf USED (if

~

son, etc. merud znP code end een.ohon. numo.1 s da.<.a* or m s c.) saan d. ino Cod. > g

Medical X-Ray Center, P. C. */,,"

1417 South Minnesota Avenue /D
Sioux Falls, South Dakota 57105 SAME

~~

2. DEPARTMENT TO USE eYPRODUCT MATERIAL 3 PREV 1OUS LICEN$f NUMsEtt$1 Of th.. .s .ppfw.e a for reae l .f o lw.as.. ,

{pie.e. .ad.c.a. .ad ei.e avmb.e ) [ f ff y
-a-

Same as above. 40-01493-02 f
7e g

s. nAFArioN PeoreCTiON OFHCER (Nome s per .a des.gaW.d a rods.fs prWM-( iNDmDUAt Usemisi ( Nom. .a ,,,,, s .w..,*.,(.) . . ..n ... ., d,.ee,

- - . s 6,,,w.o m. , r. c... e,.m.ae .w .. . m a.m. a .ad 9 3 . .r<.,.' ea.<ra. .ad-a or. - A>+.c h .. m. .' h.. ' ame oad . e. a .

k - ' Donald-H.-Breit ,-M.-D. ' R. P. Declurkr M;D - -' *a ".*' 8 ad ' )

} * Donald T Peik, M.D ? D. R. Wierda, M.D. Donald J. Peik, M.D., Radiologist;

'
I .Bryson-RrMcHa rdy ,-M.D. R. L. Read, M.D.

J -M.-F7erereitrM. D. L. A. Henrickson, {1.D.
$ 6-J . -Larson ,- M. D. James Quale, M.D. |
7

6 ( ) sYPEODUCT MATERIAL. (fl.menft (b) CHEMICAL AND/Oa PHysiCat POaM AND MAEWUM NUMett OF MILLICURIES OF E ACH CHEMICAL AND/0e PHis-
f .ad an s avmb.c .I e.ch ) ICAL FORM THAT YOU WILL POS$fSS AT ANY ONE TWI. Of .i.d sourre(s), f st.8e nom. .I morn,Inc4r e, model aveti.,

~me ,s ...w m.. ~ u. ,,.,so .;
,

i Group II, III
i

| A. Iodine 131 ! A. Iodide 100 millicuries
B. Phosphorus 32 B. Soluble phospate 12 millicuries
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r. DesCaise Puerose con wHeCH svenoDUCT MATEnlAL WILL sf USED. (8f byproduct m.teri.f se f.e "hom.a vs., suppl.m.a# A (Form Af C 313.) must b. complei.da
er 6,,,.wo m # . a m. e.,m s . i.d mesod. m. . .a mod., ~ms., .e ,*. ,".e. coa .w/, d .. .a .h.<6 m. -. .,n f[4.k,, yy

R
p,"

_

R a s ~ ., *,. m

lii 6. ,w .w/., . d ; . , .

k d,,)Q.
g Human use - A. Treatment of hyperthyroidism, and cardiac dysfunction. Diagnosis -;

_.,(,

--

- of thyroid function. ;
..

B600060157 851122 h.bh'
g|'.r.bREG 4 LIC30 g ,,

40-01493-02 7
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4 W _A IPoo.fwoy

TR AINING ANDhf ERIENCE OF EACH INDIVIDUAi NAME6 IN ITEMilEF fus. scopi.macol sA ees .f amnior,)
"

. .
P 8. TYPE OF TRAINING ^
_

wHERE 79AINED OUSAflON OF ON THE JOS FORMAL COUR$1
TR AINING (C cle . rem,) (Carch ores =.r)

h o Principles and p,ochc.s of rod.ohoa
Yu No Yn Noh P'''"**" Ron c nnlomon t-n 1 chegt, ettg @ d_

$ b. Rod ooch..ty meosv,emen, stando,dino-
@ hon earl caonito, sag techaigt es and in. Yes No Yes No

serumea,s
,

; c. .Aomemotics and calculohoas bas.c ,o Se,'
_ _ _

-

use oad meosv eeent of ,od.coch.ety f
Yes No Yu N

r .

n i

g a sioio .coi .n es of ,od.ohoa | Yes No Yes Nou

pf 9. ExPEniENCE wirN nADiAfiON (Acevos vs. of rod.o.soeopes or e<.v i.at sper ace 1( ISOTOPE MARIMUM AMOUNY WHERE EXPE*lENCE WA$ G AINED DURAflON OF EXPERIENCE TYPE OF USE=
E

See supplemental sheet,
attached.

.

i 10. RADIATION DETECTION IN5ffuMENTS (Use supplematol sheets of a.cusory )

fvPE OF IN$f RUMENTS NUM8Et RADIAflON SEN$lTIVlfY RANGE WINDOW THICKNES$ USEj; (>idade m 6e .ad mod.f avmbe, of e.ch) AVAlt 4BLE DETECTED (mr 'ht) f*g / cal (Mon.8.reag. so r.ag. me.svreng)

d
2

beta andf Victoreen Survey Meter 1 gamna mr/hr surveying
c
? Picker Cliniscaler beta and

Model 628150 1 gamma cpm measuring
&
k
% ii. METHOD. FetOUENcv. AND siANDARDs usED iN CAusRanNG INSTRUMENTS U$ FED A40VE
1 All equipment checked and calibrated by certified radiation physicist at least yearly.
5 Batteries (in units using batteries) checked weekly or more of ten if any reason to.

i2. FILM sADGEs. DOSIMETERS. AND sio AssAv PROCEDURES usED (For om 6.e o. son.fr *.d s ca.oroe.a. d p, .ssme. ., a.m. .a sop,s.., )s
i Film badge service: R. S. Landauer, Jr., & Co. reported monthly (WHOLE BODY)

Bioassay, commercial
,

Mallinckrodt/ Nuclear 2703 Wagner Pl., Maryland Hts., MO 63043
7
J INFORMATION TO BE SUBMITTED ON ADDITIONAL SHEETS IN DUPLICATE

o FACiunts AND EOUiPMENr.
Doc,,e. i.6,hi.,am.i. . ead

,.m . howi.e. e..p~ s ... c a-o. sh..id.a . evm. h as. ..c Espi.a ye6 ch
.e eu.i..,,s. ha. (C.ro. .as er) n j N.

See attached sheetsO i4. nADIAnON PROTECTION PROGR AM
N

Deuribe he ..d e .a p, ec ea p,.g m acivd ag coa I m su,es 18 .ppl.c.h.a co.. s se.l.d s.v,ces. subm e ie.k
Ns,m. ,,n.dv,es .h.,. e,,nc ow.. om.. ..n.a.. . d .. ...ce -s a s. p ..,m i. 6 No.s. .ad .c ~,.,e . m.a. sa. e ,w. sur.... s.~.
. cia,. m.m. ace . d ,ep.., s *. s v,c.s

g See attached sheets._

J lS_ WA$7E DISPOSAL If . comm-ci.sl w.s,. disp s.1 s.m.co is .mployed sp. city name of comp.ar O'h., wise, sube.' de oiled desc . phon of m..h.de =h.ch will6. vna e., d.spos.a. .e ,w .. s.n .ad m . s *. ey,. . d om va. .e .co. y m i .d.
See attached sheets

7 CERTIFICATE (This item must be completed by applicant)
f 16 THE APPLIC ANT AND ANY OFFICIAL EnECUflNG THIS CERTIFICATE Ca? gEMALF OF THE APPtlCANT N AMED IN IC 4 1, CEf flFy TH AT IN \PLIC AflON i$

^

tg PaEP ARED IN CONFORMiff wifM flTLE 10. CODE OF FEDERAL REGutATIG PAAf 30. AP D TH AT ALL INFORMAtlG,1 CONTAINED HEREIN .rt T * OlNG ANYtrf
SUPPLEMENTS ATTACHED HERETO.15 TRUE AND CORRECT 70 fME BEST OF OUR ENOWLEDGE AND SELIEF

p)I
!

uceas. r cc.cory : 110.00 - Human Use 7-C M c 1 X-Ray _ Center._LE.
App coa. med.ae,e ,im . - -

*

Fee Enclosed s llD. 00 i '_r,
3 _g / g g --s

. j
DONALD H. BR IT, M.D., RADIOLOGIST

g ,, December 7, 1977 n t rmn n
. 1.,1. s c.. ., m. .% ...

_ m
. _

%y -- :
M,L.. M.3SC Y,' '_ f.p;;

_
-

h WARNINO.-18 U. 5 C.. Sechen 100i; Act of June 25.194 8; 62 Sea, 749, mobes it a c minal oMease to mohe wilifvily false neo,emeae 1r or
_

rop,eseaso, eon to any deportmee or ogency of *e Uni ed $.otes .s to any mope, wi*in e,s su,isd.c. ion-
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FordIEC-3} 3a W Uwi res Avo.uc Ewenov Commesseow W
' y3[ APPLICATION FOR BYFRODUCT MATERIAL. LICENSE-MEDICW '

'''|".T. N 3,_too.oC,,,i_

e resi SUPPLEMENT A-HUMAN USE

lf byproduct material is for " human use" (internol administration of byproduct material, or the radiation therefrom to human beings),=

{ complete this supplement and ottoch to the opplication for byproduct material license.
'

l. (el U51NG PHYSICIAN'$ NAME y NAME AND ADDet$$ OF APPLICANT Ff ditoient from |(e) Mede llP Code )_

Medical X-Ray Center
.

| 1417 S. Minnesota Avenue
f Sioux Falls, South Dakota 57105

2. THE USING PHYSICIA'N INDICAftD ABOVE B5 LICfM5fD TO Di$Pf MSE ORUG$ IN THE PRACTICE Or *dDONE SY A STATE OR TIRRITotYr-

OF THE UNITED STATi$. THE DISTRICT OF COLUMelA. OR THE COMMONWE ALTH OF PUERTO t|CO.
NO

CIRCLf ANSWE4 'd-

3. A STATEMENT OF USING PHYSICIAN'$ CLINICAL RADIOtSOTOPE ET.PERIENCE (PAGE 3 OF THl3 $UPkf MENT)l$ $USMITTED IN SLPPORT
OF THis APPLICATION IF ANSWER l$ M, USE PAGE 2 07 THl$ $UPPLEMENT TO EXPLAIN OR RErf t TO OTHER APP'ICATION 08,;

f RELATED DOCUMENTS ON WHICH THl$ PeFORMATION APPE ARS. YES NO

I See attached suoolemental sheets ' * * * * ' * ' '

h 4 A DESCRIPTION OF THE USANG PHYS 4CIAN S TRAIN 6NG AND EXPERIENCE IN BASIC RADIOlSOTOPE HANDLING TECHNIOUES AND/OR RADI-
@ OPHARuACEUTICAL PREPARATION IS APPENDED YES NO
e

E See attached supple antal sheets o*CL S*a

5. (a) DESCRIBE PURPOSE FOR WHICH MATERIAL WILL BE USED INCLUDING SPECIFIC CONDITIONS OR DSEASES TO BE DIAGNOSED OR TREATED (Use page 2 d
necessam

Treatment of hyperthyroidism, and cardiac dysfunction. Diagnosis of thyroid
function.

;

e) CHEuiCat FORu ADuiNiSTERED.

Iodide

-

Soluble phosphate

_

,

(c) DOSAGE SCHEDULE FOR EACH CONDITION TO BE DAGNOSED OR TREATED

_

-
_

?
_

=

_

_

_

--

6. NVESTIGATIVE PROPOSAL FOR EXPERIMENTAL OR WROUTINE USE IS APPENDED m
- (See Appenden F of AEC Locenung Guade for dems to be autunnted> ORCLE ANSWER YES NO
=

T. IF BYPRODUCT MATERIAL WILL NOT BE OBTAINED IN PRECALIBRATto FORM FOR ORAL ADMINISTRAT10N OR IN PRECALIBRATED FORM FOR PARENTERAL AD-
_ MINtSTRATION, DESCRIBE IDENTIFICATION. PROCES$8NG. AND STANDARD 12ATION PROCEDURES

Obtained in precalibrated form
b=
i-

?
[ 8. THE PROPOSED USE OF SYPRODUCT MATEtlAL HAS B(fH, OR WILL SE. APPROvtD BY THE MEDCAL ISOTOPE COM-

{No
'

- Mrritt. C=Cir ANswit vis

|_- HO$PITAL FACILITIES FOR INDIVIDUAL PRACTICE USE ONLY

9. (e) THE APPtlCANT HA5 COMPLETfD AttANG(MENTS FOR A 'lOSPITAL TO ADMIT RADCACTIVE PATIENT 5 WHEN-
tytt ADvtSA8LE. CRC 1fANSWit Yt$ NO

b
(b) A COPY OF INSTtVCTIONS TO DE FURFeSHED TO THE HOSPtTAL AS TO RADIOLOGICAL $AFffY PRECAUTONS

- TO DE TAREN AND AVAILA9tf RAD ATION INSTRUA4cNTATON t$ ATTACHfD CNCLI ANtWyg Yt3 NO

91690-
. ph.c e. u 3,-
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. .DONAL3.N. SREIT, 53 9. X.CEV (;tMMOSI)
SONALQ J. PEBX. 89.9. X-RAY TMERAPY

* ""'*
r. A..

,"r RE r. . "O.
~

MEDICAL X-RAY CENTER. P.C. .A 0,'O Ac!"Y E
" "' **^" ' "'" " '"'"

.
L'ILANO J. LARSON. M.D. ''O1417 SOUTH MINNESOTA AVENUE

O TL R WiERDA MD * I ' " E "I"

- R1LPN L. RE AD M D. 408-334 08l8
F. R. CIESwin

LYNN A. HENRICKSON. M O. BUSINESS MANAGER
JJ.rES Qu ALE M.D.

CADIOLOOlsTS

FORM AEC-313

Item 8 - ABCD

Donald H. Breit, M.D. University of Nebraska

Donald J. Peik, M.D. Milwaukee County Hospital

Bryson R. McHardy, M.D. Michael Reese Hospital

M.-Frank Petereit, M.D. Denver General Hospital

Leland J. Larson, M.D. Mayo Clinic

Robert P. DeClark, M.D. University of Iowa

Daryl R. Wierda, M.D. Universit'y of Colorado

Ralph Read, M.D. University of Minnesota

Lynn Henrickson, M.D. University of Minnesota

James Quale, M.D. University of Colorado

All certified by American Board of Radiology

Item 9

Donald J. Peik, M.D., Radiologist, Radiation Safety Officer

Training: Residency, Radiology, Milwaukee County Hospital,
Milwaukee, Wisconsin

Radiation Physics course - Marquette University,
Wisconsin

Radiation Safety Officer - Medical X-Ray Center
1952 - present

He is responsible for training and performance of all personnel
handling materials. He checks film badge reports weekly. Obtains
services of certified radiation physicist to monitor radiation
levels at least yearly.

_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ M 890
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DONJ.L8 M. C REITs M.D. X4AY StAENOS13
DON 1L3 J. PRIR M.D. X-KAY THERA 7Y

7,*. A N. ,"r ,,'."r.M .. MEDICAL X-RAY CENTER, P.C. .A o,'" ace *,"'"
" "' '" '"'' "' "

LELAND J. LAnSoN. M D- ISomMS1487 SOUTH MINNESOTA AVENUE
E C An . M 0. SiOUK FALLS SOUTH DAKOTA 57105 ac A rnoctounse

n.1.LpN L. RE Ao. M.D. 805 3 4 0515
F. R. Czaswin

LYNN A. MEN ASCKSON. M O.r BUSINESS MANAGEft
JAMES QU ALE. M.D.

RADiOLOoisTs FOPJi AEC-313

Item 13

One location is used and is equipped with:
,

1) Remote handling equipment, such as remote vacuum
pipette for withdrawal of liquid materials.

2) Shielding is provided with lead walls 2" thick,
18" wide,18" long,13" high, with is" lead base
measuring 25" x 18". (See explanatory sketch)

!

This is a basement, corner location with concrete walls, and earth
i beyond. Exposed film storage (old) is also used to occupy floor
''

space in front of the work area. Storage area is a concrete vault
measuring 24" wide, 36" long, 36" high, with the access area directed
to the outside wall. This allows the storage area a 12" concrete
protective barrier at the work area (see explanatory sketch). This
area is assigned as receipt of materials, storage and preparation.
An electric ventilating system is installed in the ceiling of this

a area.

!

Item 14'

~ A) Procedure for ordering materials is via telephone to Mallinckrodt
Nuclear. This is coordinated with arrival date of patients.
Materials are always delivered on normal work days and hours by
commercial delivery system. Upon delivery, trained personnel
receipt and accept the materials.

4

B) The package is inspected for damage and radiation survey is made
for possible spill or leaks. The container label is then care-
fully checked and recorded for the proper amount and assay date.
This insures that possession limit is not exceeded. This proce-
dure is carried out by trained personnel'only with gloves and
coats. All materials are delivered to one specific location
(see sketch) where the trained personnel monitor the package.
Records are maintained regarding amount received, date, moni-

| turing results, etc.

|
C) Training - Personnel

! One nuclear technician - trained in handling all materials used.
Formal training housekeeping personnel are not subjected to,

materials handling and entirely avoid the storage area. All*

,

materials are stored in vault when not in use. l

(Continued) g

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



DONAL3'H. rnEIT. M.S. x.iliAv eta &NOsl3
DONALS J. ,tra, ts.o. x.EAv TMsIAP7

3"r', ",,," ,7,*,*,^,71.1".. ~ MEDICAL X-RAY CENTER, P.C. .Ao,'"Ac
* "' " ' " ' " ' "

.
LELAND J. LansoN. M D- 1417 SOUTH MtNNESOTA AVENUE '

ossa, DE C Ann, u o.
SIOUX FALt.S. SOUTH DAKOTA 57105 sc A Pnoctounts

RALPH L. READ, as o. 805 336 0515
F. R. Casswin

LYNN A. HENnICKsON. M o. gue! Ness MANAGER
JAMrs quale. M.D.

"# ' ' ''''
(Continued - Item 14)

D) I. Use of all materials is strictly controlled by the Physician
Radiologist.

II. Personnel (1) observe the instructions (posted) regarding
wearing apparel such as coats, disposable gloves and remote
handling equipment.

III. Personnel (1) does monitor the hands following each procedure
and preparation.

IV. Syringe shield is used for preparation and administration of
P-32. (used only 2 or 3 cases per year)

'V. Clear procedural instructions are followed concerning movement
of materials with remote handling equipment, etc.

VI. Materials, I-131 and P-32, are stored in vault with labels and
radioactive signs until preparation is necessary, or storage for
decay to permissable activity. No large amounts are ever received
or stored in this facility.

VII. Personnel monitoring devices are readily available. Film
badge service is used and reports available to personnel, monthly.

VIII. Waste disposal is clearly defined and observed. Short lived
liquid materials that are remaining and unused are stored for decay
to permissable activity before disposed.

IX. Contamination proced''re ia clearly described and involves the.

physician radiolog bl. and also the physician radiation safety officer.

Item 15

Materials, always in small amounts, are disposed of by storage,in vault,
for decay to permissable activity. When the activity is surveyed or
shows only air background radiation, disposal is carried out with proper
records,through garbage service.

91690
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" "#f|*'* . . 8. ATOMC NGY CONS Licsnse g g )H{ P { __

~3 Cooy is for Yas i. YPRODUCT MATERIAL LICEN IAmendment :n. t
,

_

1. I '. u t - <Pwsuant to the Atomic Energy Act of 19S4 and ht!. h '. t ble of im i-r al Hrqu!an.m ; hgo e

32,33,34, and 35, and in rehance on statements wi :rpre mntations e-rotot r. ma le by the he-nsee. a he,. e.e -

is hereby issued authonzing the hcensee to recene. ao m re. own. possess tun. der and import byproJuet mat- E

nel listed below; and to use such byproduct matenal tar the purpose (s) in i $t the placHs) degated below
-

=
*

This license shall be deemed to contain the condvions smethed in % nm lEJ of the Atomic Energy Act 't
"

1954, and is subject to all apphcable rules, regulations, and orders of S Atomic Energy Comnussion new or
hemafter in effect and to any conditions specified below.

In accordance with letter dated h
Licensee -

November 15, 1972,

1. Medical X-Ray Center

3. License number 40-01493-02 is amended -

in its entirety to read as follows:
2. 1417 South Minnenota Avenue _

Sioux Falls, South Dakota 57105 4. Expiration dato J anuary 31, 1976 .
-

-- __ -_ - - _ _ .

S. Reference No.
~

6. Byproduct material 7. Chemical and/or physical 8. Maximum amount of radioac.
(element and mass number) form tivity which licensee may

.

possess at any one time

A. Iodine 131 A. Iodide A. 100 aillicuries -

B. Phosphorus 32 B. Soluble phosphate B. 12 millicuries

9. Authorized use

A. Treatment of hyperthyroidism, and cardiac dysfunction. Diagnosis of thyroid f unc t ion .
B. Treatment of polycythemia vera.

CON DITION S

10. Byproduct material shall be used only at the licensee's address stated in
Item 2 above.

11. The licensee shall comply with the provisions of Title 10, Chapter 1, Code
of Federal Regulations, Part 20, " Standards f or l'rotection Against Ra d ia t ion . "

12. Byproduct material shall be used by Donald 11 Breit, M.D., Rob ert P. DeClark, M. J. ,

or Leland J. Larson.
material13. Except as otherwise specifically provided by this license, byproduct

to be administered to humans shall be procured in prepackaged, precalibrated
form from a supplier who manuf actures or repackages the product under
appropriate pharmaceutical controls related to assay, identity , quality ,
purity, sterility, and nonpyrogenicity.

.

. .

..

,k

. . . . . . . . . . . ._ . . . . _ . . _ . . . . . . . . . _ . _ .
u .. . . .



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

|

OVERSIZE
DOCUMENT
PAGE PULLED

,

; SEE APERTURE CARDS
NUMBER OF PAGES:

ACCESSION NUMBER (S):

I % D Q O(o O l% ~1- O /
+ -O A

.

APERTURE CARD /HARD COPY AVAILABLE FROM RECORD SERVICES BRANCH,TfDC
FTS 492 = 3989
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