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MATERIALS LICENSE Amendment No. 07

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10,
y Code of Federal Regulations, Chapter I, Parts 30,31,32,33,34,35,40 and 70, and in reliance on statements and representations y
1 heretofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct, g
i source, and special nuclear material designated below; to use such material for the purpose (s) and at the place (s) designated below;to

||3 deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s). This E
1

license shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is jN
subject to all applicable rules, regulations and orders of the Nuclear Regulatory Commission now or hereafter in effect and to any 5

z conditions specified below. f
i ILicensee
1 In accordance with letter dated Il February 5, 1985 I

||
1. Cottage Hospital of Grosse Pointe 3. License number 21-16425-01 is amended in

j its entirety to read as follows: g
I N
1 2- 159 Kercheval Avenue k .%gcQf, |

-

j
3 Grosse Poirte Farms, MI 48236. 4. Expiration'date ~ June 30, 1990 1T M. ,1

'

1 h' t
-

55. Docket or '4/ % gj A Reference No. / I, 030-11010 y
1 6. Byproduct, source, and/or p 7. Chemical and/or physical V8,. Maximum amount that licensee E
3 special nuclear material form *;p may possess at any one time E

'

f
l

CQ * nder thislicense I\ g %.' g_., < 7 u'
l N . rf N/7,
5 A. Any byproduct material N Ai Any radiopharmaceutical -A. As necessary for E

klJ stedtili'Crot'ips3 h g% uses authorized |j listed in Groups Il* i

3 andIIofSchedule:{, gand II[of Sch'edul.e A, U in Subitem 9.A g

.

1j Section 35.100 of
,$p , RSectionG5 1,00,off e 7 g

,

1 10 CFR 35 * Q.;10'CFR 35 $9 ,/ / h )
@ h Bi'A'nh $$y R TK M~

a cr)
.

N%T M N%
3 B. Any byproduct material Y$ rmiliste'd in /,'

listedinGroupIIIQf QQ Group EIlltofRSchedule'A, (5B.3 curies3 of each byproduct
7 p *O Sseti$n135f100!Of@ - C6 material authorizedSchedule A, Section %
N '

f.
h10 CFR,)3'5Q ,,/.Wl 35.100 of 10 CFR 35 in Subitem 6.B

u. ,.s a c D)
C. Any byproduct material [ j C.Anyraiopharmaceutical)k4/ (\M *J

1 C. As necessary for
] listed in Group IV of d listed in Group IV ofd uses authorized:l # '

Schedule A, Section s.4 Schedule A, Section in Subitem 9.C
| 35.100 of 10 CFR 35 4 35.100 oE 10 CFR"35 gs

., y r
,

1 D. Any byproduct material D. Any radiopharmaceutical D. As necessary for 5
1 listed in Group V of listed in Group V of uses authorized g
1 Schedule A, Section Schedule A, Section in Subitem 9.D N
l 35.100 of 10 CFR 35 35.100 of 10 CFR 35 E
1 E
1 R
| 5
1 N
1 N

I E

J N
1 l'
1 >
1 9
1 E

Mtoo36o850531
|I

LIc30 ppa N1

I 21-16425-01 p

) \\ COPYc2

1--------------=====----mmu.umn----- mfj - MAY 311985
N---- ===,m--- -



f
7______________________________________________________

NRC Form 374A U.S. NUCLEA'S REGULATERY COMMISSION
PAGE 2 oF 4 PAGESD#~

J License nurnber

|] MATERIALS LICENSE 21-16425-01
* *'*"#***

] SUPPLEMENTARY SHEET |
) 030-11010 p
1 I
l Amendment No. 07 |
1 N

| 6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that |
) and/or special nuclear physical form licensee may possess

b
] material at any one time |
1 under this license R

E. Xenon-133 E. Gas or gas in solution E. 100 millicuries
that is the subject |

} of an active (i.e., not y
] withdrawn or terminated) g
1

"New Drug { App {lication"
|

I

(RA)} app ove%htive (l'.eE,yfpot" I
b EA or Il

]
-

withdrawn, terminat
\a or on " clinical hold") / g

] " Notice of Claimed Q' g
1 Investigational Exemption )
1 for a New Drug" (IND) g j N

$g
l =^-- Ethathasbeenacceptedy,

0 kf"^ka"g'edkitsIed($7w O |
fF P7tepac 5)3 millicuriesF. Any byproduct mater.igl
y ( M . )5[ 1 of each byproduct p1 listed in Section M

1 31.11(a)of10CFRbl*

Asa ililli &p' s e$ material authorizedI
C" f N

i $ ' " " " ' ' ' - ' 'e
9. Authorized Use p p' g

1 A. Any diagnostic procedure liste'[rin U oupstI! andQI ffchedule Section 35.100 N

of Title 10, Code of Fede"r,a1 Regulat' ons' j/ g N

1 B. Preparation and use of rad harmaceuticals for any diagno's c procedure listed in N

Group III-of Schedule A, Section 3h 100 of Title 10,,, Code \of Federal Regulations. h
j Q wk ,G }? ? h
1 C. Any therapeutic procedure listed in Gr66p Ih of1 Schedule A, Section 35.100 of N
1 Title 10, Code of Federal Regulations. H
] E

D. Any therapeutic procedure listed in Group V of Schedule A, Section 35.100 of
j Title 10, Code of Federal Regulations,

p

Y H
! j E. Blood flow studies. Pulmonary function studies. p

1 N
1 F. In vitro studies E
1 I

-

CONDITIONS

i i
1 10. Licensed material shall be used only at the licensee's facilities located at p

1 159 Kercheval Avenue, Grosse Pointe Farmo, Michigan. l
. l i'

1 1

1 1
1 p

1 1
1 1
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I Amendment No. 07 R
I |
| 11. The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal
| Regulations, Part 19, " Notices, Instructions and Reports to Workers; Inspections" and

g
, Part 20, " Standards for Protection Against Radiation."

g

I I
I 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: 1
I I

| David H. Barker, M.D. Groups I, II and III

, Xenon-133 g
g Iodine-131 for treatment of |
| Q{ hdysfunction

hyperthyroidism and cardiac |
| t I
i ek Gr % ,y, II, III, IV and V |I George R. Robert, M.D. V oups
I h

Xenon-133] dies| h In, vitro \s,Ytu

| A |h% , Groups'I, II[and III NTushar Parikh, M.D.I/J Sdoond133 E

|
I

| h g |
vi itro studies

f f [%y G o ps I and IRamanan S. Venkat, .D.
I b' r hk% ,/r Eee
| JehanR.Barbat,Mg g' nff p h. roupsxI', II,'III, IV and V E

g b n. nM ! -

s Xenbn2i33 EI
:qy |+

I James M. Switzer, M. Gr ps I and II
I ._ . .

8R Xen5n-133 g

Q[YY
/I kIodine-131(fortreatmentof |g [ h "hypegthyroidism, cardiac $

g

1 dysf' unction and thyroid N
I cahcinoma E

f - 4 g'p( 4 osphorus-32 (Soluble) f
| JA FA p
i 13. For a period not to exceed sixty (60) days in any calendar year, a visiting physician g
g is authorized to use licensed material for human use under the terms of this license, E

i provided the visiting physician: N
I N

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

I E
y (b) Is specifically named as a user on a Nuclear Regulatory Commission licensa |
I authorizing human use, and i
l |

| (c) Performs only those procedures for which he is specifically authorized by a ,INuclear Regulatory Commission license., ,
I i
| The licensee shall maintain for inspection by the Commission, copies of the written i
I permission specified in Subitem (a) above and of the license (s) specified in i
I Subitems (b) and (c) above. These records shall be maintained for five (5) years I

| from the time the licensee grants its permission under Subitem (a) above.
|

I
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l Amendment No. 07 N
1 E

14. Licensed material shall be used in accordance with the previsions of |
j Section 35.14(b)(c)(e) and (f) of Title 10, Code of Federal Regulations. g

1 E
1 15. Patients containing Iodine 131 for the treatment of thyroid carcinoma (or patients N
1 containing therapeutic quantities of Gold 198) shall remain hospitalized until the i

residual activity is 30 millicuries or less.

1 I
|

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

Radioactivewastetobedisposed70fk"E111Pmannershallbeheldfordecaya Nl A.
1 minimum of ten (10) half l{ve' > ' ' V (/(/

'

s I
1 7 l
1 Cs 4s RB.y Prior to disposal ashormal waste, radioactive waste /shall be monitored to y
j determine that its% radioactivity cannot be distinguish 7d from background with g
] typical low-levelC1,$boratory survey instruments. All'r[adiationlabelswillbe 5
1 removed or obliteratsd. Af 6 N

/ hts .k '~
C.

Generator colt}mns shall*befs,d levelsgprior tegregat,e,d_so thatythey may be, monitored separatelyyto ensure decay-to backgrotm isposal. \j g)

The licensee may use' the Calichecle d[eyic,esfox d8|I Mi / t Tc 5 7 b N1

1 17.
calibrator provide'd'he fo11oksItiteIprIocedureshn'ngilinearity tests of his dose )

1

%>2 Calc'orp, InE. , Manual dated
the E

W& s%2W
1 March 2, 1982. (f) j//$ C R] q
3 u% 3- >.-r

WAfW a! 8' WAj
The licensee shall f611ow the| rocedu>res c.onta1'ned in? Appendix. " Procedures for g*

18.

Safely Opening Packa%s ContSi ftig116adioa'ctNeWdteftal" of Replatory cuide 10.8, |W M[ ]October 1980. ,

Thelicenseeshallmeasuretheairflowratesinitiaflyandisemi-annuallythereafter E
I3 19. j

f ventilation measurements, instrument used to perform me(dsTf the results oftoassureproperventilation}systemperformance. Reco k

f. g! asurements, instrument

calibration data and person performing.tle_airflovgrate tests, shall be maintained, p3 l
j m n /* y
] 20. Except as specifically provided otherwise by this license, the licensee shall possess 5
1 and use licensed material described in Items 6, 7, and 8 of this license in I

accordance with statements, representations, and procedures contained in application |j dated November 12, 1979; letter received January 21, 1980; letters dated January 23, g
1 1980, December 6, 1983, February 5, 1985, March 22, 1985, and May 10, 1985; and g

1

j Model ALARA Program as contained in Appendix 0 of Regulatory Guide 10.8, October p
1 1980. The Nuclear Regulatory Ccmmission's regulations shall govern the licensee's N
1 statements in applications or letters, unless the statements are more restrictive E
1 than the regulations. E
l &
1 >
j For the U.S. Nuclear Regulatory Commission g
11 F
T >
1 N
1 Original Signed N

D:te May 31, 1985 By James Mullauer f
j Materials Licensing Section, Region III g
1 9
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