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( po.s0 U.S. NUCLE A3 A tr.ULATO,RV COMMIS$10N [MiidihEiit floT04~~ '>

| MATERidLS LICENSE |
d >'
{ Pursuant to the Atomic EnerFy Act of 1954, as amended, the Energy Rcorganitation Act of 1974 (Public law 93-438), and Title 10, p

q Code of 1:cderal Regulations, Chapter I, Parts 30,31,32,33,34,31,39,40 and 70, and in reliance on statements and representations heretofore p

M made by the licensee, a license is hereoy inued authorizing the licensee to receive, acquire, powess, and transfer byproduct, source, and special >

$ nudear mutenal designated below; to use such material for the purpose (s; and at the place (s) designated below; to delivc-r or transfer such rnaterial E'

to persons authorized to recene it in actordante w ith the replations of the applicaNe Part(s). This license shdl be deemed to contain the conditions
speufied in Section 183 of the Atomie 1: netty Act of 1954, as amended. and is snbject to all applicatle rules, regulations and orders cf the Nudcar p

4 ') Regulatory Conuniision now or hertner i, effect and to any conditions specified bclow. a

( /g3 5' g|0
. 7

I"" 5"
|4 In accordance with letters dated
'4 August 12, 1992 and September 17, 1992

|
4 3. MPI Pharmacy Services, Inc. 3 ucense number 48-26240-OlMD is amended in i

j its entirety to read as follows: p
,

$. 2. 823 fiorth 12th Street O
4 Milwaukee, WI 53200 4. Expiration date September 30, 1995 (
( k '

030-31890 >|5. Docket or
,4
q! Reference Na gi

&>
4 6 Hyprodust, source, andlar 7. Chemical and/or physical 8. Maxunum amount that licensee

T special nuclear material form may possess at any one time

f under this hcense

#
4 A. Molybdenum-99 A. Any Molybdenum-99/ A. 200 curies
4| technetium 99m

$ generator i

N manufactured, j

% labeled, packaged I

f and distributed in j
accordance with a I

g! specific licenso'q ,

# issued pursuant to E

4! Section 32.73 of 10 t
$ CFR Part 32 or a lh,

9 specific license f
h issued to the p1

1 manufacturer by an @

,| Agreement State N
E

i pursuant to
equivalent State h

f| regulatians

| 4 B. Any byproduct B. Prepackaged 1B vitro B. 50 millicuries ~ '|

|' material listed in diagnostic test kits total posession|

! paragraph 31.ll(a) of limit !
| - 10 CFR Part 31 . 'i

-

4 '.

W &
'

$ h

+ >

Ni i E

| j 24010ti 1 [
g)h i

]J >;
6 >:o

4
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| 85'888 ucenw numter I, ,

| 48-26240-OlHD l
i MATERIALS LICENSE i, g,,, ,, ,, ,,w,

II SUPPLEMENTATIY SHEET 030-31890
i I

>i Amendment No. 04 p, _

i '

i
i
i
1 E

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

| material possess at any one p ,

time under this p
'

i
i itcense >

i W
i P

Arip s61 d ppurce C. 50 millicuries W

(C.h11s,ted i{n pafagi'aph
*

i C. Any byproduct
total for all- >4 material authorized

under paragraph ,b 35.14(d)(4) of 10 <7
sources authorized |H

35.14(d)(4)of10CFR@N(' /'T under Subitem 6.CCFR Part 35-| p

Part 35 (suaerseded) (superseded)or g

4 orparagrap135.57(a)7 paragraph 35.57(a) ('%
q

>
1, W

<4 of 10 CFR Part 35 g) of 10 CFR Part 35 1
A >(effective April 1. n.A. (effective Apt 11pl,-

i 1987) 4/ 'Q 'N1987) that has'bcon' >

'; h ) manufactured, f (d ?
L. ,/

h1 /~-
| qf y / abelsd,ipackage

O:.,
p

M'and distributedfiri . pA
q , ,

JE 'accordance[withia' < >'p P- <

P

Qspe,c1fi{cjJcenseVissuep pursuant to'* . (s f
1 (f) (p e
d gjpe ,. '

j # _7 p- ;;GI ,S6cti6q132i74 of 10
Q"4 % iCfR'Parth32.!bt af p pi ,

q specificilicense" y >v +

Y',W. man'uradt'urer by 'an O' h
issued to'the W U O' F4

i
'

j Agreement State O~ h
,

V'
'pursuant to s

'

4 ,

i,? equivalen4.gtale, pq
regul ht~ ions' WW

4 9>4

4 >

| '4,
'

i- p

< 9,

4 >.

4 h
< h

#>4
4

4 F

( F

4 F

1 W
'4 >

N>
4
4

( P

'
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>
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h
d SUPPLEMENTARY $HEET 03g.3}ggg

F
a

>W Amendment No. 04 p
4
4

>
-

4 h
4 h
a b
< r
16. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that

j special nuclear form licensee may y
material possess at any one p

4 time under this >-

- license W

4 li
v.(

4 D. Xenon-133 D.gVhit d8sFc0Dtininer.i D. 2 curies >

4 $Fof ' gas 'oFg'ai On / >N,

solution that is'the)
$| ,N f( b subjectofanactivd)* [

(i.e., not withdrawn A g
q!q <y or terminated) *New 'n >. . .

4 c7, Drug Application" F, li
^ F,i Jd en (NDA) approved by ks

h,4 4/ 4 9, 'JDA or an actiseM e
f~

' hh{ ' O (i.e., not . /;I A i#
# withdrawn, t U T p

'

;-f s

*
% i i terminated or/on k

'" clinical hold _") y li
"*-s

. t'
d|' gfq pgst'of Chimed. .

'" Noticeil :r; w a
4 .; b M ., Kv' i'gational'> ~~

(^3 ; ;E:lemptio'n' for a "ikw- 7 h
'

i

) M ] " Drug *f(IND)jthat:has
q been accepted,bfiFDA - '

i.]
''

C.,

F

-4
h. p

4 E. lodine-131 /; > E. Any form . listed'in E. 1000 millicuries Kj '

4 Mc Groups I through V g '

Is of Schedule A, s

/p S. Section 35.100 nof g

g 10rCFS;; Par,t: 35' p

4;y (superseded) or
'4 Sections 35.100, l.

4 35.200, 35.300 of 10 h
CFR Part 35 h

${ }p(effective April 1,
1987)q

>j I. Technetium-99m F. Any form listtd in F. 200 curies

f|
Groups I and 11 of

q( Schedule A, Section >

|4
35.100 of 10 CFR h

4 Part 35 (superseded) W
Ei or Sections 35.100,

f and 35.200 of 10 CFR (j Part 35 (effective p

;q April 1, 1987) p

4 'd j
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4 lb Del LJcen,e numter P
,'

4 48-26240-OlMD k

>( MA'IEltlALS LICENSE TGear Mic.nmar
SUPPLEMENTARY SHEET 030-31890 (

W< Amendment No. 04 p
g

i ~h
4 P

4 6
h

f,k. Byproduct, source, and/or *
7. Chemical and/or physical 8. Maximum amount that f

j- special nuclear form licensee may h
material possess at any one W<

time under this $
W license >
d F

4 >

tG.hAf$ ffdn[ listed in
G. 50 millicuries >< G. Any byproduct

(f , Gfoup 'I of Sdh'edtile
total possession >4 material, except

fi iodine-131 and A Section 35.100 of/ s limit

j 10 CFR Part 35 /s gtechnetium-99m,
listed in 9roup 1 of ,,y- (superseded) or Q pNg

1 Schedule A, Section P Section 35.100 of 10 9
h|i4 35.100 of 10 CFR Part .

CFR Part 35 P, F

4 ^ h1 35 (ruperseded) o P
% ,(effective April 1.-IM hl,4 Section 35.100 of 10/

1987) mh? [<4 CFR Part 35 h- -1 k#/-

h (effective April-1, ?T .$$' i.
# ' ''

d 1987) . $n ,. I)' 'l p"
4 ,.

,
-

pjL4 .f - .

4
11. Any byproduct . 11. : Any; form listediin , Hc 200 millicuries i!

.,. a
4 material, except" J -b# 'iGrouptiljof.Schedula- e total possession
4 iodine-131 and *! o " limit'At'Secti'p!35.100 of,
i c

f' "10,0fRiPart:35 # I.i4 technetium-99m, v r

[tf listed in Group ll.of '('superioded) or .. W
g Schedule A, Section, ' Section 35.200;of 10 e p

'

. 35.100 of 10 CFR Part g CFR Part- 35 .

(4; 35 (superseded) or i (effective April 1 ,'
f.e

ij Section 35.200 of 10 / 1987)

(h
i CfR Part 35 A".

{ (effective April 1, Rvm
q 1987) p

1. Any byproduct 1. Any form listed in I. 100 Hillicuries ffl
g material, except Group IV of Schedule total possession p
Aj iodine-131, listed in A, Section 35.100 of limit h

t Group IV of Schedule 10 CfR Part 35 l'
'l A. Section 35.100 of (superseded) or 4

$} 10 CFR Part 35 Section 35.300 of 10 I-

f (superseded) or CFR Part 35 h
y Section 35.300 of 10 (effective April 1, 1

'4 CFR Part 35 1987) b
;4 (effective April 1, 8

j 1987)

4 x
4 >;4 >

i,44
k
e
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"

~

3g]]"
I SUPPLEMENTARY SHEET

'

| Amendment No. 04 s

i P

I P

q >
( >
b

p

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

| special nuclear form licensee may possess at |
material any one time under_this y,

license ia
q p

. I i

e J. Any byproduct J. Any sealed source J. 4 curins p

hrit f(ah[ee! h/
a material listed in t i

intifac".ure'd >4 Group VI of Schedule
b i# -A. Section 35.100 of

'- (#
labeled, packaged-

N
_ . _

# 10 CFR Part 35 and distributed in -A ,

|| (superseded) or 8 accordance with a n
.j Sections 35.400 and %~" specific license - % p

< 35.500 of 10 CFR Part issued pursuant to- % N,

4 35 (effective Aprilk' KN Section 32.74 0 10e A h

4 1,1987) W d CFR Part 32 or'a f > '

' specific / pd >d b
'I b'T issue'1'to'lic6ns' 2

-

'$ the\Ij
C;) f| g*r

,Q[ Q(manufactu'rerJby}ani
T 9q ,,

t AgfreementStatei- i'-
d

N %fpurgU r(tf to%r &i tf)
d 4 m c'eqb i;1e4 @ tate ' -r C.
| O reg at%hsgw # JPI . '? y ,,'y p ppa .se .' sj- m
4 K. Uranium (depleted ink W <Ki He lencased-inithe fK. 400 kilograms |
| V t isotop6 Uranium:235) f stainless steel p

4 / ,; % LC 6 m >

~

W ,. 6._ .p
~ '

q

$ 9. Authorized Use: /
.

N b

Productionoftechnetium-99mpetedh^0etde. ired tribution of unused generators to
'

)A. authorized recipients in accordance with statements, representations und procedures p

.4 contained in application dated April 29, 1988 and letters dated June 15, 1988 and p

4 July 15, 1988. >

t kj
[ 8. Redistribution to general and specific licensees in accordance with statements,

representations and procedures contained in application dated April _29, 1988._ g|
|,

k C. Instrument calibration. Redistribution of sources to_ specifically auth'orized
t recipients. Pursuant to Section 32.74 of 10 CFR-Part 32, the_ licensee is-
i authorized to redistribute sources to persons licensed piirsuant to Sections 35.14 1

| and 35.100 of 10 CFR Part 35 (superseded) or Section 35.57(a) of 10 CFR Part 35 h
(effective April 1,1987) or under. equivalent licenses of Agreement states, h4

4 V

q D. Distribution to authorized recipients. li

) h
s a
# P
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'annexiwrants mannsweransrahtwwgammramwamwgemsnawawawramw4
10 motn )>

unc , ma u s. uucu An nmul A100Y COMWS$10N 6] ,, g ,g r

q 9m tA,n. n=ter
,

4 48-26240-OlMD >'

< MATERIALS LICENSE gy,, g,, g, >

ftuftt.EMENT AnY SHEET 030-31890
F

i Amendment No. 04 pj
_ _ _ _ _ _ _ _ . .- p

u y

,4 h,.c
9. (Continued) hf

4 E. Dispensing and/or distribution of prepared radiophannaceuticals to authorized i ],4
-

recipients. Corpounding of iodine-131 capsules and distribution of these capsules i

M(
to authorized recipients in accordance with the statements, representations and
procedures contained in letters dated November 8, 1988 and December 23, 1988.-

y

W<
F. Dispensing and/or distiibution ofnpreparid[radiopharmaceuticals to authorized p

4

4 recipients. Use of technetiumf99nigertdchnetato for processing with reagent kitsm

|(4
in preparing radiopharmaceut'icAls. ( g) A

.

y
{G. through I. Dispensing'an'd/or distribution of prepared radiopharmaceuticals to [
j authorized recipients- W k

1 J. Redistribution of se'aled sources as received from.the manufacturer in the
~1 manufacturer's original packstiing and shiciding andiaccompanied by the >f

,hi manufacturer'sapprovedinstructionsto_ author (ized: recipients,foruseandstorage.
I

i
Q K. Shielding for Mo99/1c99m generato,rs. ( 'r

~ y!if , - -"' 'y ;))/
p.

s- zs _.;, -

y
4 Pursuant to Sections 32:72, 32.73 and 32.74;of JO CFR Part 32, the 1icensee is
4 authorized to distribute' the byproduct mateHal[describert in+1temsq6' and 7 of this

,[g|4 licensetopersonslicensedpursuanttoSe'ctions[35.14and35.100of10CFRPart35
j superseded) or Sections'35.100,:35.200,,355300,'.35:400 =and 35.500|of 10 CIR Part 35
Q ((effective April 1,1987)Vor under ' equivalent >litenses:of Agreem'ent States, for thep

_ ( F1t Groups or Sections indicated below: ' '

.

4! 'A= 1 n' h>

|4;A. Unused molybdenum-99/ technetium-999m generators may besredistributed to persons P

$ licensed pursuant to Group >lli or Section 10 CFR 35.200. h
i da ~ . . 4 p

!! D. Gas or gas in saline may be distributedsto person licensed pursuant to 10 CFR 35.200 W
;j (effective April 1, 1987). Y

- k

,4! E . through I. Any form listed in each group, Groups I,11, IV and V of Schedule A, ff Section 35.100 of 10 CFR Part M (superscded) or authorized by Sections g

q! 35.100, 35.200, and 35.300 (effective April, 1987), may be distributed p

W to persons licensed pursuant to that Group of Section. d
;4 h

4! J. Scaled sources may be redistriauted to persons licensed pursuant to Group VI or M

Sections 35.400 and 35.500. (effective April 1,1987). ff( p'--

W E.EDM.$ 1.0.LO1 p

W

@| 10.|4 Licensed material shall be used only at the licensee's facilities located at jh
I'

%<!
823 North 12th Street, Milwaukee, WI.

k

di t;

% ;h
i! ik
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Ik HI Lictr:,e number h,'
d 48-26240-OlHD h

W< MATEltlALS LICENSE 73,, g , , ,, g , ,,,, ,,, ,, , g,,
k4 SUPPLEMENTAnY SHEET 030-31890

4 F

W
Amendment No. 04 q

< h

4 h

11. Licensed material shall be used by, or under the supervision of, hN

William Brockmeyer, Margo llein, Robert Wells, Jimmy Coker, Ted Weyandt, p

:q Rochelle Darnell, Andrea Downey, Theresa Colangelo, Cathy Bach, Gerald Cease, N
4 Ken DeTurk, John Ellis, Ned Gregorio, Sar.dra Kncefel, Nori Morakawa, h

$ tawrence Andreatta, felix Huniz, Karl Nigg, James Pancy, Erma Peterson, Roy Storey, h

Woodrow Storey, Cynthia Stroebel, Hichael Wakefield, Richard Gritt f
d

Robert Freissen, Brian Schultz, Timothy Strane or Mark Sharafinski. pr

lbsf$all be physically present at theAtleastoneindividualname,d1hhor iti nq 12. \
authorized place of use whenever licensed material dis being used. P

|i ,A> 7Aq

j 13. Tl.e Radiation Protection.0fficer for the activities authorized by this license p
V, p

4
is Robert Freissen. m

j
~

y y

'4 14. A. (1) The source (s) s'pocified in item (s) 7.0 and,7.,J shall be tested for leakage k

!4 and/or cohtaminatioq\at intervals not,to' exceed 6 months. Any source F

Ireceived-from anothrt person'which is not accompanied by a certificate

M{qi indicating that a test!was peiformed within 6 months ~before the transfer
shall n'ot be put into; use until tested. "

syy - - gj '
. e ,

4
p . ,

standingathe'perio,dic7 cak,testErequired by_this condition, any1
Notwith,d' sealed ssourco isi,cxcmp,tifrom such leak tests when the sourceW (2)
license s4

,4, contains 400 midroctiriesfoHlespf-. beta and/or gamma emitting material y
or 10 microcuriestorglessfofplnia. emitting material. q

~

q,. ,q

q B. Any source in storage'and not being used need not>be tested. When the source is i.;

[4 removed from storage for use or transfer to another person, it shall be tested h

before use or transfer. q , y '"

fC. The test shall be capable of delecting the presence f 0.005 microcurie of S

4 radioactive material on the test sanip1d? If+the test reveals the presence h
3

of 0.005 microcurie or more of removable contamination, the source shall be removed F

1 from service and decontaminated, repaired, or disposed of in accordance with F;

i Conr"ssion regulations. A report shall be filed within 5 days of the date the leak Fj
I'bj test result is known with the ll.S. Nuclear Regulatory Commission, Region III,

f
799 Roosevelt Road, Glen Ellyn, Illinois 60137, ATTN: Chief, Nuclear Materials h
Safety Branch. The report shall specify the source involved, the test results, and qg)4 corrective action taken. Records of leak test results shall be kept i.n units of t

f microcuries and shall be maintained for inspection h

f by the Commission. Records may be disposed of following Commission inspection. (
D. Tests for leakage and/or contamination shall be performed by the licensee or by h

'q other persons specifically licensed by the Commission or an Agreement State to p

.i' perform such services. F

,4 k

>{j<15.
Scaled sources containing licensed material shall not be opened.

,.
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( M 'I Licente number I '

i
*

i 48-26240-OlMD- >
MATERIALS LICENSE >i t>eet or nefence number

l SUPPLEMENTARY SHEET 030-31890 h
i P

t P
Amendment No. 04 y

,( >

>|
4

>4

4, $
16. The licensee shall conduct a physical inventory every 6 months to account for all p

i sources and/or devices received and possessed under the licanse. Records of~ p

k inventories shall be maintained for 2 years from the date of each inventory. > |

4 >
$ 17. The licensee may transport licensed material in accordance with the provisions of k

j 10 CFR Part 71, " Packaging and Transportation of Radioactive Material." |
ib |

Radiopharmaceuticals dispersegand/o{disth(uted for human use shall be-
18. A.

' O >either: b,- A1

cN o e4
d (i) Repackaged from preparad radiopharmaceuticalsMhat are the subject of an >

j FDA-approveddNew Drug Applicatiun" (NDA) or' for, which FDA has accepted a ~ h
4 " Notice ofcClaimed Investigational Exemption fopa New Drug" (IND), or p

4
- ,,f y-

4 (ii) Prepared from generators and reagent kits.that are-the subject of an FDA- >|
1 app' roved.NDA or'fbr%hjch TDA has accep}e'd'an IND. . h

4 k. rQ \ +;( , /p; Y.

d B. Prepared radiopharmaceutic'als for'wh{ch(FDAtha's accepted an IND and h

| radiopharmaceuticals prepared from generatbrs:'or reagentikits for which FDA $
'

4 has accepted an IND shallibe_ dispense'd[and/or' distributed: q
. .-, 4 x. - p

Inacc'o/danceYilhsth'e$.,sr!qhhnk kr6vided'bythesponsoroftheIND,and K
q

4 (i)
1 $hly[ ecd j{ a|| @{ 4:|f;~ h'1i)
%' ~~

~

% p r p

'q (ii) Only to physicians who have been acc~ opted by thei , sponsor of the IND to
p|

4| participate' in clinical evaluation of the drug.|' >
4 . , _ Jm: n' y-

,

4 The licensee shalPinform in writing each physician who participates in an IND' h
d evaluation that the physician is responsible tosthe sponsor of the IND for use h

-

j of the drug in accordance1|with protocol _s eitablished by the sponsor and for 4 -

4 reporting to the sponsor the ' clinical 3information obtained through use of the h!
,

q drug.
h;
>

i
'

d The liansee shall clute generators and process radioactive material with reagent k

(j19. kits in accordance with instructions furnished by the manufacturer on the label |
- attached to or in the leaflet or brochure that accompanies the generator or reagent' g

kit. W
4 .

>'

|A|
4 20. The licentee is authorized to hold radioactive material w:th a physical half-life >

||
~

of less than 65 days for decay-in-storage before disposal in ordinary trash
provided: p

>4

(d
A. Radioactive waste to be disposed of in this manner shall be held for decay. a p

minirnum of 10 half-lives. >

1 >'
4 >

4 t
If'l, >

4 r
W COPY >
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$UPPLEMENTARY CHEET 030-31890 p

p/qAmendment No. 04
- __

4 h
ky ,

4 h

20. (Centinued) $
A Y

'4 B. Before disposal as normal waste, radioactive waste shall be surveyed to h

h[
4 determine that its radioactivity cannot be distinguished from background. All
j radiation labels shall be removed or obliterated.

j C. Generator columns shall be segregated so that they may be monitored separately
to ensure decay to backg ou .levjlyprgrtodisposal.

iling shall be submitted for F

Any proposed changes in packaging, shielding or labp'gio'n. Ill, Materials Licensing;4 21.
I',4 review to the U.S. Nuclear' Regulatory Commission, Re

(p{ Section, 799 Roosevelt Rd., Glen Ellyn, Illinois 60137 n
q ,

~

;4 22. Reagent kits may be redistributed to persons licensed pursuant to Sections 35.14 H

4 and 35.100 of 10 CFR Part.35,_ or under equivalentpljcenses of Agreement States, for h
v. 't y- y*

f Group 111.
.. c. h

1 ,

i. %
~

?j
.

.

23. RadioactivewastemaybepickeDudfrom'the1.ic|ensee'scustomersanddisposedofin h
4 accordancewiththeprocedures,) statements,and, representations}inapplicationdated p

4 April 29, 1988. c' - p-

ThelicenseemayusetheCalich'e'ck"Nevkchbr:doing'lincarit/testsofitsdose
'

24.
4 calibrator provided it follows the'probedu cs in the Calcorp,'Inc., Manual dated I?

j March 2, 1982. J i Q(f j 9-

) 25. The licensee may use the Lineator device for doing linearity tests of its dose p>
'i calibrator provided it.follows the procedures in'the Atomic Products Corporation

fLineator Instructions Manual dated June 20, 1983, ,W

y{;4 ~
,

'

t1
i 26. The licensee shall maintain records _ of information important to safe and effective p

'qi decommissioning at MPI Pharmacy Services', Inc., 823 North 12th Street, Milwaukee, p

4 Wisconsin per the provisions of 10 CfR 30.35(g) until this license is terminated by li
'4 the Commission. k
+ h

y!'4
D(

4I h
4 b

4 r
'li h-

>
'4!
4 8

b'

A &

di d
4; h

il h

41 h

|4! h
41 h
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j d uner 2,0A U S. NUCLE AR HIGULATORY COMMISSION 10 10 ,%cn hgge or
85 **l t.kenu numter h( ,

4 48-26240-OlHD h
'

q MATEltlALS LICENSE g,,3,, ,, gc,7;gg,g, h
SUPPLEMENT AHY SHEET 030-31890 f

4 >
Amendment No. 04 pg

~

b
i
4 >

4 h-

4 .h

27. Except as specifically provided otherwise in this license, the licensee shall ff
4 conduct its program in accordance with the statements, representations, and

p|
a procedures contained in the documents including any enclosures, listed below. The >

4 Nuclear Regulatory Commission's regulations shall govern unless the statements, h
4 representations and procedures in the licensee's application and correspondence are h

y. p > --

f>p
j more restrictive than the regulations,
4j A. Application dated April

29,,1988; R p (Q {j ,
s

y4 .

<

4 B. Letters dated June 15,\l988, July 15,1988,~ Noyember 8, 1988, December 23, h

|j 1988, July 13,1990fApril4,1991, August 12, 1992,and September 17, 1992. [

f|f C. State of Wiscons'in Pharmacy Examining Board Certifi ate received July 28,
1988. - p;q

4
--

t>{
_ '

4 -

c ,,
l,

,4 A ( 1,
.

>3
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4

4 9 .
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h'! FOR THE V.S. NUCLEAR REGULATORY COMMISSION
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(FOR LFNS USE) i
: INFORMATION FROM LTS i

!BETWEEN: I --..................

|

LICENSE FEE I.'ANAGEMENT BRANCH, ARM i FROCRAM CODE: OE500 |
AND STATUS CODE 0 I

REGIONAL LICENSING Sect!ONS FEE CATEGORY: 3C
'

EXP. DATE: 19950930 i
: FEE COMMENTS

'

DECOM FIN ASSUR REQDT"N~~~~~~~~~~~~ i
:::::::::::::::::::::::::::::::::::::

.

LICENSE FEE TRANSMITTAL |
A. REC 10N

i
1. APPLICATION ATTACHED

APPLICANT /LICEh3EE MPI PHARMACY SERVICES. INC. 'I
RECEIVED DATE: 920819
DOCKET NO 3031890
CONTROL NO. 393870
LICENSE NO. 48-26240-OlMD
ACTION TYPE: AMENDMENT

2. FEE ATTACHED
AMOUNT: NO. O O.
CHECK NO. 'fid3)Z~

3. COMMENTS

> ^YWY '

SIGNED [[t/nt.. G 5 % ::::Z[::DATE

B. LICENSE FEE MANAGEMENT BRANCH (CHECK WHEN MILESTONE 03 IS ENTERED / /)

1. FEE CATEGORY AND AMOUNT: b 07
.............. ........... . ...

2. CORRECT FEE PAID.,.A PPLICATION MAY BE PROCESSED FOR:
AMENDMENT ~~,jf~~'~~~~'~~
RENEWAL

~ ~ ~ ' ' ' ~ ~ ~ ~ ~ ~ ~ ~ ~ ~

NSE

3. OTHER 2' tij, (ff,;;, . ,. .,....

.................................<g-<
._...J.k[.*..;( . .lhlk' frp/ .SICNED y
. . . . . . . . . . . . . . x . . . . . .s . .a

.

DATE

MCEIVED

SEP 01 1992

nEGION III ./.<s
.

[
.

k

,
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H84C F;rm 240A U.S. NUCLE A*: HE GULATORY COMMIS$3DN
'

(10-89) '

VOUCHER COVER SHEET
.

, , , . . .. , . . io n u n u i. i. o is i. 20 2, n n x n a

@f_1 f H n R |A N C8 $ E &t/ ]_(Ei 1 U'
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*
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_

H / / R/ 9LL L C (& R62 9 0
h:,&' -

"
C H E ll( O c20 3 / (oa

1

ACCOUNT NO: AM05 AMD co no:

FEE CATEGORY: bb CONTROL NO: 3kN70

9 [M[C/RoATE nECEivEo:

CHECK AMOUNT: N '

AMOUNT RETAINED: O*Oh'

OOVERNMENT CODE: Y N
'

AMOUNT REFUNDED:
DOCUMENT NUMuta

COMMENTS: TRANSACTION CODE AMOUNT

dirH NUMBER

EIeIEIEiE
FIN

FEE HETAINED FEE PAID
CODE 303 CODE 410

DISCOUNT (CODE 000) DISCOUNT (CODE 416)
TAKEN LOST

SIGNED: . /f! , //fMo<ja AMOUNT PAID
,

Th'/b '

DATE: HNAL
' ' Y N

NRC F0101240A (10 89)
;
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823 North 12th Street
an Ameroham company. Milwaukee, WI 53233

(414) 271-6763
Fax (414) 2714817-

August 12, 1992

Licensing Department
Nuclear Regulatory Commission
Region III

.799 Roosevelt Road
Glen Ellyn, IL 60137

RE: Radioactive Materiale License No. 48-26240-01MD
Docket No. 030-31890

To whom it, may concern;

On behalf of MPI Pharmacy Services, Inc., I would111ke to request an
amendment to our letter dated November 8.- 1988. - Please amend' the license
to allow the preparation of I-131 Therapy Capsules and the dispensing of
I-131 Therapy Solution with syringen and pipets.

Enclosed in a check for $490.00, to cover the coat associated with
making this change.

If you have any questions, pleano contact me at the above listed phone
number. g .

-

M -

Sincerely, y. . a v5
;t t' b5 m

(M (d. bifA .

1 -o .

Robert W. Frieneen ''f. W
Radiatica Safety Officer. S
Enclorure

] ] E [/T E------- @y) f/ "l b

$$7Ii6p-|,hjh.h, yd RECEIVED
unams . .f- g(.

-- y|'[ jf7 % ocC- AUG 191992-
,

{;%$$$$$d1:21 REGION Ill
3,,4g . -
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MPI Pharmacy Services, Inc.
A71N: Rober W. Friessen

Manager, Radiation Safety
Officer

823 North 12th Street
Milwaukee, WI 53200

Dear Mr. Friessen:

Enclosed is Amendment No. 04 to your NRC License No. 43-26240-OlMD in
accordance with your requett.

Please review the enclosed document carefully and be sure that you understand
all conditions. You inust conduct your program involving radioactive materials
in accordance with the conditions of your NRC license, representations made in
your license application, and NRC regulations. In particular, note that you
must:

1. Operate in accordance with NRC regulations 10 CFR Part 19, " Notices,
Instructions and Reports to Workers; Inspections," 10 CFR Part 20,
" Standards for Protection Against Radiation," and other applicable
regulations.

2. Possess radioactive material only in the quantity and form indicated
in ynur license.

3. Use radioactive material only for the purpose (s) indicated in yo"r
license.

4. Notify NRC in writing of any change in mailing address.

5. Request and obtain appropriate amendment if you plan to change ownership
of your o- ization, change locations of radioactive material, or make
any other cnanges in your facility or program which are contrary to your
license conditions-or representations made in your license application
and any supplemental correspondence with'NRC. Any amendment request-
should be accompanied by the appropriate fee specified in 10 CFR
Part 170.

6. Submit a complete renewal application with proper fee or termination
request at least 30 days before the expiration date on your licen"e,
You will receive a reminder notice approximately 90 days before trx
expiration date. Possession of radioactive material after your license-
expires is a violation of NRC regulations.

7. Request termination of your license if you plan to permanently
L discontinue activities involving radioactive material prior to D
| your expiration date. -\

d}k
.,, - , q-e, +-r- -
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MPI Pharmacy Sericos, Inc. 2 OCT 2 71992

You will be periodically inspected by NRC. Failure to cenduct your program in
accordance with NRC regulations, license conditions, and representations in
your license application will result in enforcement-action against you in
accordance with the General Policy and Procedures for NRC Enforcement Actions,
10 CFR Part 2 Appendix C.

If you have any questions or require clarification _ of any of 'the above stated
information, contact us at (708) 790-5625.

Sincerely,

-i

Original Signed By
Loren J.-ilueter .

*

Materials Licensing Section

Enclosure: Amendment No. 04

:

;f

||
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>
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p,c..v.c.ov rvio. ino <'-,

an semersham Compaiy - 82$ North 12ti Street - ',

MIwtukee, WI 53433
(414) 2714703
Paz (414) FF1M17

,
;

- !
!

'
Deptember 17, 1932 -

i

i

,

t
Loren Hueter
U.S. Nuclear Regalatory Comeission
Region III- i'

799 Roosevelt Road
'

Glen Illyn. IL- 80137
'

'

RI: Additional Information
Control #93870

Dear Hr. Hueter, .

Our current 1-131 Thera n dispensing procedure was outlined in our !letter dated November 8, 1968.
In thle letter we stated that we would

dispense solution and compound capsules using a pipet method.

I would like #A amend this procedure to include the (tee of a syrinse.-
.

'All effluont morJtoring and bioaseay procedures will remain enforce in-
accordance witt v November 8. 1968 letter.

.

Inclosed, find a cow of the new proceditre using a, erringe.
*

If you have any questione, please do not hesitate te call. t

appreciate your time in this matter. ' I
'

L

Sincerely,
L.

U*

Robert W.' Friessen
Hanaser/R.S.0. '

,

p

|
-.

!
*

I

._
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10DINK -131 'IHERAPT 1RIPARATI0ll MIDCOURE

All capaules will be compounded and dissenand only per the pros:ription of
a 1:ysician authorized tr/ NRC/ Agreement State to use 131-Sodium Iodide.

.

SUO3GIKD MTERIAL:

*No. 00 gelatin capsulea
*No. O gelatin capsules
*Dibasie sodium # merhate anhydrous powder (U.S.P.)
*I-131 solution as Sodium Iodide
*TB syrinsa '

* Capsule container

elead briek uith one hole, 2/2 inch deep, approximtely 1 inch indianeter
* Drawing sintion in iodine fume hood
*7weezero and long forceps
* Absorbent natorial, pleetic backed pade
* low level survey eeter

REQV1 RED 10CilfEIRY:

Whole body and ring badges worn properly throughout procedure

SUO3NfED DlII21NG:
.

1
Irblock shield with a minimum of one inch of laad, Joested inoldo
the iodine tume hood.

2. Capoule containere for compounded capsulaa.
3.

Varieue size manufacturer's shields for packaging and shippingfinal product.

PACKAGIRO SUGGEST10blS:

- If the capeule la less than 15mC1, it may be pekaged in four sound
unit dose shield (1/2 inch lead thicknese).

- If the capsulo le 16-30mC1. it thould be Mckared in a larger lead
container (the large CIS-US theraw capeule container, which is
approxicately one inch thick, is ideal).

- If greater than 30mCt. additional shielding may be required. A
generator shipping shield (aleeve) can be used in conjunction with the
I-131 foam inserts to redueo external /ourface exposure and therebyredace the Transport Index.

A1 para confirm these expectations with actual IM neasurements.

|
|

_____mm A----~ " " - -
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|pase 2 of 2
!

perattans-triimain, Tehniana
!
!1.

Orsanise materiale in the iodine fuse hood. As per required policy,
the funne hood unst be on at all times with the air monitoring syntonfunctior,al. :

'

'

2. Capsule Preparation

Pill one 0 size capsuln with dibasio eodium phosphate powder. Alsofill top portion and put two halves together.
4

3. Place capsule in holding device inside lead block, lehind the Irblock
in the fume hood.

,

Using a TB syrinse, drew up calculated amount of Iodine and'ineaeure4.

syrinse. Allowins for 10% loss in syrinse, inject thr$ush capsule
vall enee you have sr.e desired amount.
00 capsule for further protection. Inclose this capsule in a size .

+

5. Heaeure final capsule for accuracy.,

t

b

4

4

0

4

k

+
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CONVERSATION RECORD ** * <

TYPE ROUTING

O visit O CONFERENCE ELEPHONE -

"*"I'**""" '"I

O i COMING
t/xatwn of Visit / Conference: OUTGOING

~~

NAME OF PtH50N($) CONTAcitD OR IN CONTACT ORGANIZATION (Offic) dept., tmreau. TtttPHONE HCr.
WITH YOU , - Q etc.)| f T c7 Css p sx/ maf
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