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Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, [
Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations f
heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, p
source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to [
deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This [
license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is [
subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any I
conditions specified below.

f
Licensee

In accordance with application attached
to letter dated April 23, 1985

1. Madison General Hospital 3. License number 48-00395-02 is amended in [
Department of Radiology its entirety to read as follows: [

2. 202 S. Park Street 7Ca t~

f~ ) 'g;;pN*tifabate June 30, 1990Madison, WI 53715 4( 4,7 *_ , t
5. Docket or 030-03403 !

Reference No. < [
6. Byproduct, source, and/or 7. Chemical and/or physical b8. Maximum amount that licensee [

special nuclear material form may possess at any one time po/ jnder thislicense [
.

h b,Anyradiopharmaced[ihal# ~

A. As necessary for iA. Any byproduct materialf

,1fsted'liisGyoup's (e. Af1(O uses authorized !listed in Groups I
'

i
7

And II[of Sche'dul in Subitem 9.A band II of Schedule ,

{jection 35J100)ofgg'
,

[Section 35.100 of s
_10 CFR 35 p 10 CFR~h y g9 , :,

B.Anybyproductmater191*
bin th 2 curies
'

B y t ,

l!I M ISchedule 'A ' A of each byproduct')Grpup$dt
listed in Group III of E

10~CFR(3'(IODYofM[P,h material authorized

I
Schedule A, Section kg G Se$.i N [

35.100 of 10 CFR 35 M (-
~

#9 in Subitem 6.B

C. Any byproduct material [/ U k/ / INjf h [
.C. Any ra i harmaceutical h C. As necessary for ;

listed in Group IV of listed"in Group IV of_ v uses authorized ;

Schedule A, Section h Schedule A, Section in Subitem 9.C f35.100 of 10 CFR 35 7 35. Oo 10 RJ35

D. Any byproduct material D.AnyradNpharmaceutical D. As necessary for p
listed in Group V of listed in Group V of uses authorized ;
Schedule A, Section Schedule A, Section in Subitem 9.D f35.100 of 10 CFR 35 35.100 of 10 CFR 35 t

t
E. Xenon-133 E. Gas or gas in solution E. 500 millicuries [

that is the subject [
of an active (i.e., not L

withdrawn or terminated) [
= "New Drug Application"

f(NDA) approved by FDA or y

an active (i.e., not [
withdrawn, terminated t
or on " clinical hold") [
" Notice of Claimed [

85 # Investigational Exemption [
for a New Drug" (IND) fg i

Rh p 5-02. PDR. that has been accepted j p
by FDA t

L
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Amendment No. 43 |
|

6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that I
and/or special nuclear physical form licensee may possess
material at any one time y

under this license y

|
F. Any byproduct material F. Prepackaged kite F. 3 mil 11 curies |

listed in Section of each byproduct i
31.11(a) of 10 CFR 31 material authorized I

Iin Subitem 6.F

I
9. Authorized Use

9g8 RE.G. f, ,
|

A. Any diagnostic procedure listpdin Groups I and II of'S(hedule A, Section 35.100
of Title 10, Code of Federa Regtilations . 7p

B. Preparation and use of radDopharmaceuticals for any diagnosti rocedure listed in
Group III of Schedule A Slction 35.100 of Title 10, Code ofrF(de'ral Regulations. y

C. Any therapeutic proced'u 11 GroupIVofSchedIl Sec on 35.100 of
Title 10, Code of Fedprp1 Regulatinn; k

Q}&
j O Nw

V& f Y

D. Any therapeutic proceIre listediin Gro)up V of'fch du e-A, Section-35.100 of
M p,

I
Title 10, Code of Fedaral Reg'tilat"io'nD ' 4 //I$ f

~

~~3

n sbih $E. Blood flow studies. mon u t .

F. In vitro studies. s

g iCONDITIONS %Q

10. Licensed material s. hall tis d only at h licensee's fac ities located at
! 202 S. Park Street, Madison ( isconsin. Y h

) Rj 3d' E, g

ThelicenseeshallcomplywithtIIdp{oyisions'ofTNie10, Chapter 1,CodeofFederal hJ11.
Regulations, Part 19, " Notices, Instructiods a'nd Reports to Workers; Inspections" and N

Part 20, " Standards for Protection Against Radiation."
i12. Licensed material listed in Item 6 above is authorized for use by, or under the p

] supervision of, the following individual (s) for the materials and uses indicated: N

E

John S. Edwards M.D. Groups I, II, III, IV and V E

Xenon-133
In vitro studies y

i
Thomas L. Carter, M.D. Groups I, II, III, IV and V W

Xenon-133 R

q
-In vitro studies >

5

] Edward Ehrlich, M.D. h vitro studies |
1

y
Donald L. Levene, M.D. Groups II and III, limited to y

studies of cardiac function and N

cardiac imaging I
COPY N
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l 13. For a period not to exceed sixty (60) days in any calendar year, a visiting physician I
is authorized to use licensed material for human use under the terms of this license, |provided the visiting physician: y

1 1
1 (a) Has the prior written permission of the hospital's Administrator and its Medical |
1 Isotopes Committee, and R
1 1

(b) Is specifically named as a user on a Nuclear Regulatory Commission license

)
authorizing human use, and

g

1 1
1 (c) Performs only those procedures for wliIch'heVs specifically authorized by a |

Nuclear Regulatory Commissi6nhife'nsd.a z y Q1 g

The licensee shall maintal fo spection by the Co i^op , co
permission specified in Su91 tem (a) above and of the liceise(s) pies of the writtenl Nspecified in
Subitems (b) and (c) above. These records shall be maintaine'd for five (5) years |
from the time the lic; ens'ee;V

grants its permission under Subit(in
D h#

~
a) above. gj

1 .A. N
Licensed material sddyl be uhekiltvccordance with'The-provisions of i] 14.

1 Section 35.14(b)(c{(e) and (fkofkTl leg 10fCode/o/ federal RegE1'ations. N

b [[ bi 7 y15. Patients containingwIodine 131hfor(t e treatment of3 thyroid carc(inoma (or patients
r t'

y
containing therapehtic quantitRsgofj6Td"198Iplfdremain hospTralized until the g

residual activity Is)30 niilljcuriesto g M T [' b, M
f U

1 ess. g
V M IN ||| h[f v @ Hj

Thelicenseeisauthogizedkt'8[+ofdra osctive anaterialsiith a* physical half-life of Il 16.

less than 65 days fdriecay-fndtord),h@6k'%posal in ordiithry trash provided:|
oYeldis I E

'

o> v 5 s W
Radioactive waste eb be dqispo 'ed[of lini this Jeanner sha.1kbe held for decay a,

A.
) g y

minimum of ten (10)# If-lives. %g "4

1 B. Prior to disposal as normal waste, radioactive was shall be monitored to N

J determine that its radioactivity pannot bp dist'inguished from background with E,

1 typical low-level laborator'y sugey$strusentis'. All radiation labels will be El
'' ''removed or obliterated.

1 ij C. Generator columns shall be segregated so that they may be monitored separately g

1 to ensure decay to background levels prior to disposal. p

f n
l 17. The licensee shall have all survey instruments calibrated in accordance with E

l' Appendix D, Section 1, " Calibration of Instruments" of Regulatory Guide 10.8, I
October 1980, by a person or persons who are specifically authorized by the

j Commission to perfrom such services. y

} |
]| 18. The licensee shall follow the procedures contained in Appendix D, Section 2, N

) " Methods For Calibration of Dose Calibrator" of Regulatory Guide 10.8, October 1980. 5
J B

1 P

1 P
] >
l i
1 M
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19. The licensee shall follow the procedures contained in Appendix F, " Procedures for |
Safely Opening Packages Containing Radioactive Material" of Regulatory Guide 10.8, I '

October 1980.

20. The licensee shall assay each patient dose in the dose calibrator prior to
administration and not use any dose that differs from the prescribed dose by more
than 10 percent.

|

21. Prior to any use of xenon-133, the licensee shall measure the airflow rates to
fassure proper performance unless the ventilation system has been checked within
[

six months prior to the dated of usg. gec;6rgfg t,he results of ventilation Lmeasurements, instrument used tofporform melsuraments instrument calibration data [y
and person performing the a rll,o Pr' ate tests, shall#be,,3maintained. L

I

I22. Except as specifically p'to ided otherwise by this license yhp licensee shall possess
and use licensed materialidescribed in Items 6, 7, and 8 of%this license in
accordance with statemenTssepresentations, and procedures, d6n'taincd in application tattachedtoletterddtydA3kiU23,1985; application r6nsMed'Jdae 4, 1979; letter t1

dated July 27,1979MuidModn1dIARAProgramascondlEedinAppendix0ofRegulatory L
4

Guide 10.8, October %80. Thejublekrgegulgor Qi'ssion'st,e}ulationsshall t
govern the licenseeg statement n' applications or-letters, unless the statements are t
more restrictive than the regula 6n$. M , ' M, V
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L
For the U.S. Nuclear Regulatory Commission [

I

L

j b
1 Original Signed

[T)tte May 20, 1985 By James Mu11auer t
Materials Licensing Section, Region III r
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