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MATERIALS LICENSE Amendment No'. 20

Pur u' ant 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 repr

- heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer $sentations
:

byproduct,
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 :

conditions specified below.
t

Licensee .
In.accordance with application dated
April 15, 1985

l- Doctors Hospital, Incorporated 3. License number 34-13381-01 is amended in
its entirety to read as follows:

3 $ 9 [g#
2- 420 Austin Avenue Q

4. xp r7ti date . June 30, 1990Massillon, OH 44646

h 5. Docket or
7 i( 030-07577 .{/

'

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

hay possess at any one timespecial nuclear material form

h) \- '/y jgder this license
f

|

A. Any byproduct mate b
[ Jan)y radiopharma'cetdie#

-Ai An al b.AsnecessaryforA
listed in Groups It""*

i ted'AIPQrop'ps%' A, uses authorized
-d1 Efhch&disik O in Subitem 9. AandIIofScheduleq(, em

I 'Secti8t135119[& /W[/
0'ff MSection 35.100 of

10 CFR 35 b 3 [0dFR 35 . JhdW v4y 11:1 0 t ,
B. Any byproduct material $p h Any)(ort)11stad'in hf2h QB.2 curieslistedinGroupIIIgt Group |Ill|ofdtchedul'e?A, % of each byproduct i

Schedule A Section p $nt' ions)5/10Eofj% (/) material authorized |

35.100 of 10 CFR 35 0 'l 'in Subitem 6.B4
h - C. Cas orsgas in solution OC. Xenon-133 c. 500 militcurie-

Q that is the subject
i

g of an active (i.s., n t
*IsitAdrawn oE;te'rpiinated) "|

"NedDrugAOlication"
(NDA) approved by FDA or
an active (i.e. , not
withdrawn, terminated

or on " clinical hold")
" Notice of Claimed
Investigational Exemption
for a New Drug" (IND)
that has been accepted
by FDA

8506060134 850517
REG 3 LIC30
34-13381-01 PDR
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| IS'84[ Ucense number |
^

,

! MATERIALS LICENSE "
pocket or Reference num r

SUPPLEMENTARY SHEET

|030-07577
i , -
1 Amendment No. 20 1 -

I i .

I 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that I ;

| and/or special nuclear physical form licensee may possess | -

g material at any one time y [j
|

under this license | <

|| D. Iodine-131 D. Any iodide that has been D. 200 millicuries I ^

l Nmanufactured, labeled, '

| packaged, and distributed
| _jg in accordance with a g

| specific license issued || ursuan, tE'pection.32.72 |
1 fd6 C inr@3pora i

specific license ihBujd
_

g A toamanufacturerbyan[ g
_,

AgreementStatepursuantO 5
vy g -

| y to equivalent State y
_

regulations. pQ
I

E.Anybyproductmaterdil ME'Prepackagedkite '

E E -

b.3 millicurieslistedinSection/= :C ' ^g i of each byproduct |
d ;

| 31.11(a) of 10 CF 1 f
,

gy}| Q material authorized
"

,

g % h , in Subitem 6.E
| \~== DA CW J2: ,'o /. er p

_

,,

9. Authorized Use g
_

y 7
I A. Any diagnostic procedure liste'd n Grd'u a of$che'dule j Section 35.100 E -

I I E -of Title 10, Code of F8deraliRe tidO T gW I & 9
an'yhtiagnostcOrocedurelistedin p '3| B. Preparation and use of'tadiopharmaceut'icals fd p

Group III of Schedule A,*$e ion 35.100'fdkkMfe10,"CodegFederalRegulations.
''

|s
-C. Blood flow studies. Pulmona fu ion studies. 9, 4 x ,, y

y D. For treatment of hyperthyroidism ,and cardlac d'ysfunction.
g

I
5 i| E. In vitro studies
N

'

1
-

H -

| CONDITIONS

i
i

g 10. Licensed material shall be used only at the licensee's facilities located at '

y
| 420 Austin Avenue, Massillon, Ohio,

p g
i E

-

| 11. The licensee shall comply with the provisions of Title 10, Chapter 1, Coda of Federal 5
-

, Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and '

| Part 20, " Standards for Protection' Against Radiation."
y .
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MATERIALS LICENSE
oocket or Referene. num r-

] SUPPLEMENTARY SHEET |
1 030-07577 g
1 p

Amendment No. 20,

m ) 12. Licensed material listed in Item 6 above is authorized for use by, or under the
|

; supervision of, the following individual (s) for the materials and uses indicated:5
y

1 I
"
; | Robert Reither, D.O. Groups I, II and III |

1 Xenon-133 1

] In, vitro studies

I 8
_ j John Uslick, D.O. Groups I, II and III j

j Xenon-133 g
; j In vitro studies |

Hulsi Ergun, M.D. hh oups I, II and III

} 16dipe-131 for treatment of |
;

_ g hyperthyroidism and cardiac
ydysfunction g

1 s Xenon-13 ' y
1 In vitto a les 5

"

f 3 4 i.

'Ag'p s'a 1 R. Sassano, M.D. h -

@ , Iodine-131 for treatment of I
rou I, ILand III E

I l
["~=. i

N q k .f.f 'fnyperthyrofdismandcardiac f
''

j- '1(snop /133
C g4ysfunctio )1 swkI h F

,

f } (f) ',, % - ~
q q g vitro stu2 es

! $ * fat pW7;
I 13. For a period not to"hxcee ixty (p .

' . lfu'ois'n}y caleiidar yea _r
s. :st a visiting physician

f is authorized to use 11censdd tar a: - -usslunder the[ terms of this license, h
# ,9

provided the visititl hysiVi Q f
e 4 (a) Has the prior written, permission o th hospital's (Adm nistrator and its Medical i

f IsotopesCommittee,$dj
"

(b) Is specifically named as a serion a Nuclear kegulatory Commission license h
E q authorizing human use, and * 6 'j i ' h g
F ] 5
7 1 (c) Performs only those procedures for which he is specifically authorized by a N
- j Nuclear Regulatory Commission license._

r 1
E'

) The licensee shall maintain for inspection by the Commission, copies of the written y
a permission specified in Subitem (a) above and of the license (s) specified in g
1 Subitems (b) and (c) above. These records shall be maintained for five (5) years p

i 1 from the time the licensee grants its permission under Subitem (a) above. N
: 1

R

L ] 14. Licensed material shall be used in accordance with the provisions of fy Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations. y
= j )-
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) SUPPLEMENTARY SHEET |
) 030-07577 g
I I
l Amendment No. 20 I
l I

{ 15. The licensee is authorized to hold radioactive material with a physical half-life of
j less than 65 days for decay-in-storage before disposal in ordinary trash provided:

b
I I
) A. Radioactive waste to be disposed of in this manner shall be held for decay a |
1 minimum of ten (10) half-lives. Il |
| B. Prior to disposal as normal waste, radioactive vaste shall be monitored to I

determine that its radioactivity cannot be distinguished from background with |
| typical low-level laboratory survey instruments. All radiation labels will be

g
] removed or obliterated. y

Generatorcolumnsshallbahhr hahtheymaybemonitoredseparatelyC. atg
to ensure decay to round levels prior to dispos 1.

16.
Thelicenseisauthoriz[edtodisposeofrecordsof: constancy and linearity checks; survey meter calibrations / occupational and

p

doseftalibrator accuracy, y
]

1 non-occupational peysonnelstraining; and radiation safety /m'e'di_ cal isotope committee N ;
1 meeting minutes pr vided thatl

~

E

4 E
'

l TQ
l

G pection;b I

The record wa's. examined!durin)a riiutlne
1.

| TherecordisMnexcessof?twoyegracfr(om 4 O Ier CM /*
J 2. c .date of generation; and p
I b dDb N, Y Ewit!r the, r/ /eguire$1 3. Disposaloftherecord/doesfnot/ f

conflict; h //M V
ments of other State i

1 and Federal a"gencies.O ' U4 I @ E
1 W ') y g j$' 4 I- s

f Except as specifica1 provi'd l'pthert Ase .bf$hisliekse,th licensee shall possess h
17.

and use licensed made} i,a1 dVsEYib,ed irdl(emsg,]dAp$nd 8 ofgthis license in
#

1 g
accordance with statements, representationsdan rocedures tontained in application i1

i dated April 15,1985 an'4podel ALARA Yr'ogram" dated"Marcl(25',1985. The Nuclear i
1 RegulatoryCommission'srigufationsshallgoverntheifcIn'see'sstatementsin I
1 applications or letters, u'nless the statements are mor'e restrictive than the I~

f regulations. k444% f
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3 For the U.S. Nuclear Regulatory Commission g
1

N
1 W
1

1
I Original Signed I

|
Dite May 17. 1985 By James Mullauer

j Materials Licensing Section, Region III )
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