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Amendment No. 12MATERIALS LICENSE

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,

g Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations y

| heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, y
il source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to 'N
N deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This i

N license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is N

subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any

g conditions specified below. g

'"S** In accordance with application dated
1 November 15, 1983 ||
! 1. Marshfield Clinic 3. License number 48-10966-03 is amended in il
| its entirety to read as follows:

2. 1000 North Oak Avenue - Q l I'' |
Marshfiled, WI 54449 %5* 4$ ExpIrati n'date July 31, 1990 g

N r |
g g)v 5. Docket or 7b
q s3 Reference No. / _ 030-08688 h

y

N 6. Byproduct, source,and/or M 7. Chemical and/or physical y 8. Maximum amount that licensee if
5 special nuclear material ,)7 form $may possess at any one time Ut

f . under this license N
*'

s.) \N4/ ,vy ' e ~ p
.

y +CAny radiopharmaceutical,

A. Any byproduct material' VA' |
N listed in Groups I b i d listedTin:Groupsf1! ' (A.Asnecessaryfor5

, / uses authorized H

E and II of Schedule,A, Q and II,of SchdduleNA',' Q in Subitem 9.A E
I Section 35.100 of M j Se'ction. 35.\100}ofQ

-310 CFR 35 QQJ ,/, g ,10 CFR 35 H
RW^ B. ' Any iform llibte'dlinty (D4GTrrrVW<M T nm

I
*wa 0 - qBC 6.0 curies yB. Any byproduct material

D M Grodp"'on{35'.100?off eIII*of(ScheduleA,'
* of each byproduct glisted in Group III of.

\ M ;C10 CFR 35 Q " %
N Schedule A, Section M TSect'iM ^

material authorized N*

N 35.100 of 10 CFR 35 M in Subitem 6.B N

D C////''( N/f) I
[Q, C. Any r'adiodharmaceittical C. As necessary forg C. Any byproduct material

+p/ listedinGroupIVof4 uses authorizedg listed in Group IV of y
\ in Subitem 9.C y) Schedule A, Section

7,ScheduleA,Section35.100 of 10xCFR"35 R;4 35.100 of 10 CFR 35
1/ p '^% F FN 1

N D. Any byproduct material D. Any radiopharmaceutical D. As necessary for E

flisted in Group V of listed in Group V of uses authorized
Schedule A, Section Schedule A, Section in Subitem 9.D g
35.100 of 10 CFR 35 35.100 of 10 CFR 35 g

|
E

E. Any byproduct material E. Any scaled source E. 4.0 curies R.

listed in Group VI of listed in Group VI of total for all R

Schedule A, Section Schedule A, Section sources authorized E

35.100 of 10 CFR 35 35.100 of 10 CFR 35 in Sabitem 6.E

i s
N E
N It
I
|
N
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f g Amendment No. 12 |

N |; I 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that R
! I and/or special nuclear physical form licensee may possess N

material at any one time
,

under this license| g g
'

i N
| F. Xenon-133 F. Gas or gas in solution F. 3.0 curies W
i that is the subject H
l of an active (i.e., not N
I withdrawn or terminated) E

"New Drug Application"
(NDA)3 app, roved,b ycad adtive (i.e.','y FDA or

g,

T ' Itot p
'

y
f

%)\fwithdrawn,termin'aiedor on " clinical hold")\g KN
| | c i

i
I *h " Notice of Claimed # Hn
N M

InvestigationalExemptiont,)h fI
'' % for a New Drug" (IND) f '

yV,) N that has been accepted; / 4 g

i N dif ( % (by FDA
, / i,

G.Anybyproductmatera$ G In G. 200 mil 11 curies of

}~][fg gh,.[ y ).y ( deachbyproduct
|! f with Atomic Nos. beGeen {

g 3 and 83, inclusivep., ' g ^ Qyj j, g material with Atomic y

* p)
''A g 3.M , { /,4 M Nos. between 3 and

Q@Nd%)|j ;g

;
. yb 4 \W p T: p y 83 inclusive except y

kN '

g h' 'v da as stated below E
""i

N 0' .? .,hc Y% $ $'(Any"}f * Y C Z;N,; (%| N H. Gold-198 g9 77.lli

.(fs 0)OI. 350 mil 11 curiesf
|I. Hydrogen-3 f u ([|. '''

y
y I. Any Qgy . I. 30 millicuries y

N M W N
g|J. Hydrogen-3 #/ J. Foil D J. 150 millicuries g
N' d )< ei, ,

N K. Uranium (Depleted in K/^ Cadmium-plated' metal K. 91 kilograms P
ll U-235)

''' '~ 4 #
E

p H

f9.AuthorizedUse |,

I

N|A.AnydiagnosticprocedurelistedinGroupsIandIIofScheduleA,Section35.100 N
| g
N of Title 10, Code of Federal Regulations. P
N N
N B. Preparation and use of radiopharmaceuticals for any diagnostic procedure listed in H

Group III of Schedule A, Section 35.100 of Title 10, Code of Federal Regulations.
I N
g C. Any therapeutic procedure listed in Group IV of Schedule A, Section 35.100 of |.
| Title 10, Code of Federal Regulations. 5
N N

|||D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 ofN H

Title 10, Code of Federal Regulations.

N
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,

1 I !

l i '

1 Amendment No. 12 g

1 1
} 9. Authorized Use (cont'd) N
1 1

E. Any procedure listed in Group VI of Schedule A, Section 35.100 of Title 10, Code |of Federal Regulations.
q| y

| | I

1 F. Blood flow studies. Pulmonary function studies. p

I | |
1 G. Through I. To be used for research and development as defined in 10 CFR, |I j
1 Section 30.4(q). U

| 5
,

1

1 I
'

J.

To be used in a gas chromatograph for-sample analy(sis.
j g

,
t'', h D * 8 C- (I1 /(, i

1 K. To be used as shielding in linearfaccelerator. |
1 Ll' 'No I'

d %,) CONDITIONS # E

q Licensed material sha11' bemused only at the licensee's facili[ ties located at 1000 N.10.
y

Oak Avenue, Marshfie'1d; Wisconsin; St. Joseph Hospital 611St(JosephAvenue, yMarshfield, Wisconsin;andMarshfiledMedicalFoundatio(n,510N.St.JosephAvenue,
j

j p

1 Marshfield, Wisconsin'. g q;g) ( </j] () N/
1 eFy W j ?2 m >sl 11. The licensee shal1~ comply witti the provisions of. Title 10, Chapter 1, Code of Federal N

,

Regulations, Parti 19, " Notices", In'struc'tions and, Reports,to Workers; Inspections" and |
l ~

j

$ Part 20, "Standardsefor Pr'oYect' ion > Asainst,Radi3tioni" /M D
gU NdM M el!fhh | k F '

cLicensedmaterialshall1be'used;by/:or|underthe'supervisi@onof, individualsD<' |1
j 12. A.

'
q i

1 designated by the Radiat'idn (Saf 'ty {doinmitthe, Robest Grec*nlaw, M.D. , Chairman. i

M y)Q "jQ$ %@ ,,W N1,
The use of licensed materiallin ,or onIh(umans;shall be byja physician as definedl B. Ej

in 10 CFR 35.3(b)\./ j i " f! D.
1 - es Ij! C. Physicians designate 21<to use licensed material in . s*or on humans shall meet the p

]| training and experience criteria,establishedjin Appendix A of Regulatory Hi

lj Guide 10.8 (Revision 1), dated' October 1980. P Wj 's es t' g

D. The Radiation Protection Officer for the activities authorized by this license
is Robert Peterson.

g

1i N
j 13. A. (1) F.ach sealed source acquired from another person and containing licensed E

i material, other than Hydrogen 3, with a half-life greater than thirty days II
1 and in any form other than gas shall be tested for contamination and/or I
l leakage prior to use. In the absence of a certificate from a transferor I
h indicating that a test has been made within six months prior to the ! i

j transfer, a sealed source received from another person shall not be put into j
j use until tested. p

1| |
1 (2) Notwithstanding the periodic leak test. required by this condition, any 5
i licensed sealed source is exempt from such leak tests when the source U

] contains 100 microcuries or less of beta and/or gamma emitting material or |
) 10 microcuries or less of alpha emitting material. g

l hj
1 R
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i N
i B. Each sealed source fabricated by the licensee shall be inspected and tested for N

N construction defects, leakage, and contamination prior to use or transfer as a N
N scaled source. If the inspection or test reveals any construction defects or N

0.005 microcurie or greater of contamination, the source shall not be used or |
g transferred as a sealed source until it has been repaired, decontaminated and y

N retested. y

N E

N C. Each sealed source containing licensed material, other than Hydrogen 3, with a N
N half-life greater than thirty days and in any form other than gas shall be E

| tested for leakage and/or contamination at intervals not to exceed six months

y except that each source designed;forgthe; purpose of emitting alpha particles y
g shall be tested at intervals notito exceed;three, months. y

n , ~ \? kA |
N D. The test shall be capable ~of detecting the presence of 0.005 microcurie of |
N radioactive materialfon the test sample. The test'sim'ple shall be taken from i

N the sealed sourcefor~from the surfaces of the device in/which the sealed source i
N is permanently or'semipermanently mounted or stored,on wNich one might expect

I|contamination tE? accumulate. Records of leak test results'shall be kept in g
g units of microdur~ies an'd jaintained for inspec6foniby thE Uommission. p

,! fSh p; /k' ([) Hi
If the test required by Subsection Ab o;3%

presence of 07005 microctirle or' mork of{ rem (oUab'le' contamination, the licensee
I E. rC ofjthis condition reveals the 5
N- E

~

N shall immediately withdraw- th'e 'seale'd scurc'e #from use and shall cause it to be Ni

N decontaminate'd and repaire'd 'or7to be.. disp'sedlof in/|accordAnce with Commission |f|
ox

regulations. ( A repo'rt7shall~beffile'didithinJfive' (5)Idays?.of the test with the y
l

g! U. S. Nuclear RegulatorhCommissfon~,j R5g'liin III,L 799 Roose'velt Road, Glen Ellyn, g

HI Illinois 60137[describin[the4eidipmentjiitvolved','the te'st results, and the 5

h corrective actiordtakerC'#Nj"l R k) E!
% Q |@Z CM (Q N? V k |k'

~

h 14. Sealed sources containing elicensed materialishall"not be op,ened. I
E% f f ,. Wv~ y

4 vm N Nl 15. Detector cells containing licensed material shall not b'e. opened or the foil sources l

g! h

q| removed from the detector cell byfthe, licensee. y E,

| 'y 4h? p
N!16. In lieu of using the conventional raili'atibn cdu' tion colors (magenta or purple on W

N| yellow background) as provided in Section 20.203(a)(1), Title 10, Code of Federal E

j Regulations, Part 20, the licensee is hereby authorized to label detector cells and |
gl cell baths, containing licensed material and used in gas chromatography devices, y
q! with conspicuously etched or stamped radiation caution symbols without a color b
N! requirement. N
H! N

N 17. A. Detector cells containing titanium tritide foil shall only be used in E

| conjunction with a properly operating temperature control mechanism which |
g prevents foil temperatures from exceeding 225 degrees Centigrade. g

N N

|t B. Detector cells containing scandium tritide foil shall only be used in p

{|
N conjunction with a properly operating temperature control mechanism which p

prevents foil temperatures from exceeding 325 degrees Centigrade.

18. Experimental animals administered licensed materials or their products shall not be ||
g used for human consumption. p
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i E

I 19. Patients containing Iodine 131 for the treatment of thyroid carcinoma (or patients N

I containing therapeutic quantities of Gold 198) shall remain hospitalized until the N

residual activity is 30 millicuries or less.

I
g 20. The licensee is authorized to hold radioactive material with a physical half-life of g

| 1ess than 65 days for decay-in-storage before disposal in ordinary trash provided: y

1 5
l A. Radioactive waste to be disposed of in this manner shall be held for decay a |
I minimum of ten (10) half-lives. E

I (l I!B. Prior to disposal as normal waste, radioactive waste shall be monitored to yg

g determine that its radioactiv|ityTeannotibe; dis.tinguished from background with g

i typical low-level laboratofy'' survey instrumedt'sf All radiation labels will be i
s removed or obliterated.J " hi is

f Generator columns M '#hI C. shall be segregated so that they map be monitored separatelyl

toensuredecayto'*backgroundlevelspriortodisposalt[
Licensed material sha)l be used{in accordance with'M , provisions of

'" V 4 EN

1 21. l the g

Il Section 35.14(b)(c)(e~) and (f) 'of Title-10,; Code'ofJederal Regdlations.
|| 1 (b ) 'h ' { g ^ j |

*

m,

I 22. Pursuant to Sections 20.106(b):and 20.302, 10 CFR320,J.the licensee is authorized to N
t

| dispose of licensed [ material by iricinerdi$n'prov(ded the gaseous" effluent from
l-

g incineration does ' pot exceed < the;11mits.specifi'ed-for air --in Appendix B, Table II, g
Ash re's'idues'may|be disposed ofjas ordinar'y' waste provided appropriate y

M
g 10 CFR 20.

(I surveys pursuant to Section;20.'201 arejma'deitiojdeterminefthat concentrations of g

M licensed material appearirifin'thedshi re's'iddes" ~do not exceed;the concentrations (in b
N

~

terms of microcuriesgp'er gram) s'pecifGdiforNaYeEin Appendfx B, Table II, 10 CFR 20. li
t/ h () [ d ,$3{ O1#

23. Exceptasspecifica11y'p(ovidedotherwise;by)this' license,s,th'elicenseeshallpossess g

j! licensed materialfdescribed in Items 6, 7, and 8/of this license in yand use
q accordance with statements f, representations, and proce'dn'res contained in application g

%|
| dated November 15, 1983; letters dated July 7, 19_82', April 12, 1985, May 16, 1985; E

and ALARA Program dated August 15,1980./The|Nuc1c^arRegulatoryCommission's P,

N regulations shall govern the license'e's s'tatements in applications or letters, d
N unless the statements are more restrictive than the regulations. |

'

H
'

N'

E
! W
\ >
: u
I

N

.1 E

I N
q For the U.S. Nuclear Regulatory Commission p

I 5
5 >
N N

] Original Signed |
g Date June 28, 1985 By William J. Adam, Ph.D. y

y Materiais Licensing Section, Region III p
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