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i In accordance with letters dated January 7 and January 28, 1985, License
8 Number 10-01169-01 is amended as follows:

To amend Items 6, 7, 8 and 9 to read:
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%I.D‘Fl::\emical g‘d#ré

Byproduct, source, ), - 8. Maximum amount that
and/or special nuclear <:J physical form licensee may possess
material - ‘:>

Any byproduct CZD
material listed LLJ
in Groups I andjhw,
I1 of Schedule
Section 35.100

10 CFR 35 b

Any radio-
pharmacgut'

Any byproduct =

material listed » Cr each byproduct
in Group III v e A, - material -
of Schedule A, Y gl CE? authorized in e
Section 35.100 # LR BT N Subitem 6.8. -
of 10 CFR 35 t’/) 3 Q .
Any byproduct Any, radjo- C. As necessary :
material listed * "oh alPtical for uses : .
in Group IV listed in Group authorized in
of Schedule A, IV of Schedule A, Subitem 9.C. ‘
Section 35.100 Section 35.100 »
of 10 CFR 35 of 10 CFR 35
Any byproduct D. Any radio- D. As necessary i
material listed pharmaceutical for uses _
in Group V listed in Croup authorized in
of Schedule A, V of Schedule A, Subitem 9.0. .
Section 35.100 Section 35.100 I
of 10 CFR 35 of 10 CFR 35 -
6 id
59 85051
85095300234 o :
g0 7 M

}o at any one time under
‘pthis license

As necessary

for uses

authorized in

Subitem 9.A.
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&' (continued)

6.

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

E. Any byproduct E. Any
material listed

in Section 31.11(a) P\P\ REG material authorized|
\ 2 {q

of 10 CFR 31 G\'

this license

E. 3 millicuries b
of each byproduct

in Subitem 6.E.

F.  Xenon 133 ‘:) F. Gas or gas in ’:t> F. 200 millicuries
{E‘ solution that is ®
» T~ the subject of an 1 Q
“0 active (i.e. got. A
& withdrawn ¢ i~ -
- NDA) Q
q “or O I
— ', not r
3y idated Eg: |
cal hold") g !
r~ -'Qf Claimed p
- A Y _Da‘lt S !
> { EXedbtw‘ﬁ“m,a New O"CO ‘
v “ COrug" (IN bat has ™D ,
/;Z/ ‘Been accepte "by FQ:;\ f
G. Iodine 131 or 7, " G. 100 millicuries |
125 |
* % % ¥ o
H. Carbon 14 . Any H. 2 millicuries .
I.  Hycrogen 3 I.  Any 1. 250 millicuries |
J. Phosphorus 32 J.  Any J. 100 millicuries
K. Chromium 51 K. Any K. 500 microcuries i
L.  Sulfur 35 L. Any L. 100 millicuries :
§
M. Hydrogen 3 M. Labelled Steroid M. 5 millicuries

dormone
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' (cont'd)

N.

Sulfur 35 N. Labelled Steroid N. 100 microcuries
Hormone

! Carbon 14 0. Labelled Steroid 0. 5 millicuries r
o Hormone

‘F% I!l: -
\Ep‘ GTy

' 9. Authorized use

A. Any diagnostic pro anbe listed in Groups I and II o!)éjredule A, Section 35.100 .

of Title 10, Code ederal Regulations.

B. Preparation and J;’ of “cady
‘ in Group III1 of{Scheduty
‘ Regulations. | . T

bt
-

harmaceutlcals for

le 10, Code of Federal

C. Any therapeuhszrocedure ;I
4 Title 10, Code jo& Federal. - g
gt ;" 4

D. Any therapeuhé&mce&*g 'hq of Séhemﬂe ESectwn 35.100 of
Title 10, Code ot:fede?!?“&agulatﬁo : Vi

E. In-vitro studies.\» < "“'.!:; ﬂ*é-—?ﬁ' C;E:

F. Blood flow and pu]ﬂg;ézy functibn‘§tudie;:‘ 45?}

/ diagngktic procedure listed ‘

o

. through L. In vitro resedréh and anima) studies. ‘Sh

M., N., and 0. To study huma* *a*uv* t#a Food and Drug Administration
Approved Radioactive Drug Research Committee.

Condition 12 is amended to read:

12. Licensed material listed in Item 6 above is authorized for use by, or under the
supervision of, the follcwing individuals for the materials and uses indicated:

|
|
!
!
|
|
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|
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|

favuz A. Tarcan, M.D.

Groups I, II, III, IV and V

In vitro studies

[icensed material for in vitro research
studies and animal studies

Xenon 133
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In vitro studies

Licensed material for in vitro
studies and animal studies

Xenon 133

R RE d material for in vitro
cs:zgz nd animal studies

Licensed ma r»al for in vitro

studies and ﬂcjpal research

James D. Johmpson “Ph.D Licensed matsfjafzizr in vitro
2}9 e N studiegsand ani studies
LL./ x.\

W. Lee Hand, M.D.

¢ A
g

Zafar H. Israllk:>

<
‘Hydrogencgl and
itm 99m, fe™in v1tro
and anima™€tudies
4"5 M., an

(\»-f"‘
P A~

~ ‘-,aL —

e R

dunes and on1ma1 dies
Delwood C. Cb)}lns #hD. .

LS
L\cens ,aatema&r in vitro

st and agy 1 studies

L _030-01350
- Amendment No. 54
12. (Continued)
William A. Fajman, M.D. Groups I, II, III, IV and V

research

research

research

research

research

ceased lﬁierfal in vitro research

research

Sam Dixon Graham 2@;\ M.D. " Chromium Syisé:>1n vitro research studies
a

im tudies

)" and‘§l
David H. Lawson, M.D. * *Hﬁog 3 and lodine 125 for in vitro

research studies and animai

Ann Richmond, Ph.D. Hydrogen 3 and lodine 125 for
research studies and animal

Hans-Jurgen Ristow, M.D. Carbon 14, Hydrogen 3, Sulfur

studies

in vitro

studies

35, and

Phosphorus 32 for in vitro research

studies and anima) studies

Roy A. E. Bakay, M.D. Hydrogen 3 for in vitro research studies

and an1ma1 studi-c
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(continued)
Ralph B. Perkerson, J., M.D. Groups I, II and III
Xenon 133
Raymond F. Schinazi, Ph.D. Carbon 14 and lodine 125 for In vitro
studies
Garth E. Austin, M.D., Ph.D. Hydrogen 3 and Phosphorus 32 for in

tudies

{S
Rajender K. Chaw]ad\,&" Iodme r E vitro studies

FOR THE U.S. NUCLEAR REGULATORY COMMISSION

//7 PAUL R, G -
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