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OFHGM. RE(ORD (0P ATERIALS LICENSE Amendment No. 18

Pursuant to the Atomic Encrgy Act of 1954, as amended, the knergy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of
Federal Regulations, Chapter I, Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations heretofore made
by the licensec, a license is hereby issued authorizing th= licensee to receive, acquire, possess, and transfer by product, source, and special nuclear
matcrial designated below; to use such material for the purpose(s) and at the place(s) designated below; 10 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 Scction 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.
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Licensce |
In accordance with letter dated Deccaiber 12, 1995 2
I Syncor Corporation 3. License Number  45.18478-01MD 8
) ®
“ is amended in its entirety to read as follows: 2
2 230 Clearficld Avenue, Suite 125 4. Expiration Date g
Virginia Beach, Virginia 23462 - BXP January 31, 1997 (extended) ¢
’ . 5. Daocketor 4
. " Reference No. . 030-14964 ¢
6. Byproduct, Source, and/or -k 7. Chemucal and/or Physical ' 8. Maximum Amount that Licensee
Special Nuclear Material i Form { ©  May Possess at Any One Time
' + Under This License
A. Molybdenum-99 o A S Any molybdenum 99/ - A, 40 curics
n ¢ technetium 99m generator
_ ¢ . wmanufactyred, labcjed; <
. - T mpackaged, andgdisuip od in .
. ... sccordance wilh a spetific ,
. C i -, licemse issued pummaptyo ‘
e AbRRRN daede, )
Lo Iy licpld $dédd e 7 S
c o ' mlﬂqﬁ wi;rf nfh ;1‘-‘"' )
1 T Agre€mb 1. Stic pursuant~ e
- ' ) chM State ::;?
PN regulations. + "% 5
. ‘:' . ’ .
B. Any byproduct matcrial 7T B. Prepackaged in vitrg (U 50 millicuries total
identificd in 10 CFR, _ diagnostic test kits
Part 31.11(a) Ve oo,

15009% | .

9602150265 950130 y .
PDR ADOCK 03014764 YA A0
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License Number

Ji

45-18378-01MD

MATERIALS LICENSE Docket or Reference Numbyay 1 404
SUPPLEMENTARY SHEET

7 N[&'f{fv’ii <2

1939019

Amendment No. 18

- (Items 6, 7, and 8 continued)

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

C. Any byproduct maierial C. Any scaled source listed in C. 75 millicurics
authorized under 10 CFR, 10 CFR 35.14(d)(4)
Part 35.14(d)(4) [superseded] or 10 CFR,
[superseded] or 10 CFR, Part 35.57(a) [effective April
Part 35.57(a) [effective April 1, 1987] that has been
1, 1987] manufactured, labeled, «
*  packaged, and distributedtin . -

. accordance with a specific ¥ s
license issucd pursuant to ;
v 10 CFR 32.74 or a specific

‘ license issued to the

O . manufacturer by an
L . ‘Agrcement State pu;

“g to equivaleat, Slalc ~,
“ “regulations !

D. Xenon 133 D.  Upit dosc con(agcn gtgas D. 1.0 curic
- : " "ox,gas in solution that i€ the :

“subject pf an active:(i.c., oot =z

.. withdeawn o¢ terwnaled) 5, *

Tt "New Application” .. *

" (NDAy 4 by thpl" :

'FDA or af active (i ot *

withdrawn ot terminated, or ®

on “clinical hold") *Notice of ®

Claimed Investigational .

.- Exemption for a New Drug® ®

(IND) that-has been .

»

»

™

»

»

AR\ ZE 208 Z0 20 Z3K I R RN T 7k 78 T I T 19190190 10

accepied by the FDA

E. Iodine 131 E. Any form listed in Groups 1 E. 990 millicurics
through V of Schedule A,

10 CFR 35.100 [superscded]

or 10 CFR, Parts 35.100,

35.200, and 35.300 [effective

April 1, 1987]

. Technetium 99m F. Any form listed in Groups | F. 40 curics
o and II of Schedule A,

10 CFR 35.100 [superseded)

or 10 CFR, Parts 35.100 and

35.200 [effective April 1,

1987]
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o4 ’ Lixcense Number
45-18378-01IMD
MATER]ALS LICENSE Docket or Reference Num!
SUPPLEMENTARY SHEET Wo-14964
Amendment No., 18 ;
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(Items 6, 7, and 8 continued)

Byproduct, source, and/or 7.
special nuclear material

Any byproduct material, G.
except technetium 99m or

iodine 131, listed in Group 1

of Schedule A, 10 CFR,

Part 35.100 [superseded] or

10 CFR 35.100 [effective L
April 1, 1987] .

Any byproduct material, - H.
except technetium
iodine 131, listed in G ok
I of Schedule A, 10 GER,
Part 35.100 [supersoded) or
10 CFR 35.200 [cffoctive
April1,1987]

4 -
Any byproduct material, L
except indine 131, listed in .
Group IV of Schedule A, N e
10 CFR 35.100 [superscded]
or 10 CFR Part 35300

(cflective April 1, 1987] -

Anybyprodud material
listed in Group V1 of
Schedule A,

10 CFR 35.100 [superseded]
or 10 CFR, Parts 35.400 and
35.500 [effective April 1,
1987]

Uranium (depleted in the K.
isotope uranium 235)

Gadolinium 153 L.

Anmm tisted o Group

Chcmical and/or physical
form

Any form listed in Group I
of Schedule A, 10 CFR,
Part 35.100 [supcrseded] or
10 CFR 35.100 [effective

- April 1, 1987] -

Any form listed in Group Il
of S<:dule A, 10 CFR,

. Part 35.100 [superscded) or
!, N lDCFR35.2m[cn'cc(wp ‘

.‘Aw 1, m ) -:'.s

.

TV.dfSchedule A,-10 CFR,
Part’ 00(ﬁ
10
Apnl 1, 1987 &

Any scaled source that has

. bren manufactured, labeled,
pachged, and djstributed in

accotdance’ witly a specific
license issued pursuant to
10 CFR 32.74 or a specific
license issued to the
manufacturcr by an
Agreement State pursuani
to equivalent State
regulations

Mctal encased in stainless
steel

Scaled sources

(Gulf Nudlear GD-1, or
Amersham GDC.CY-1, or
E. L. du Pont (NEN)
Model No. 430 or 431)

B I O N R

8.

K.

L.

Maximum amount that licensee
may possess at any one time
under this license

50 millicuries total

..~ 300 millicuries total

100 millicuries total

500 millicuries

101 kilograms

4.5 curics. No single source (o
cxceed 1.5 curics. v

T n‘ B2 AU
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License Number 45-18378-01MD 2

MATERIALS LICENSE Doxket o Referenee NomB30- 14963 <

SUPPLEMENTARY SHEET 3

Amcndment No. 18

("tems 6, 7, and 8 continued)

L 78 ZZCRTIRA

14T 1T 10T 147 74T TRT 147 TATIHTIN 0 T4 YA 78" 14" 18!

6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensec s
special nuclear material form ' may possess at any onc time %
under this license B
- M. Iodine 125 M. Scaled sources M. 1.0 curie. Not to exceed 800 E
. (AECL Modecl No. C-324 or millicuries per source. =B
ci C-325 or Amersham Modcl il
s IMC-P2) 2
M N lodinc 131 N. > lodinatedbuman =~ N. 600 millicurics q
o A monoclonal antibodies with - . K
2 ot an FDA accepted IND ‘- °E
< S\ . o e 4 ®
z e~ and/or sodium iodide for :
2 e iodination of human o ¢
s el »  monoclonal antibodies with *
2 s . anFDA accepted IND'
- . P
: ) e S X
; 9. Authorized Use: -

g - i » . - . . I( ; . Akv’ -

A. For producgion of tecbneum”mpag:chwkedianbunon of unused gencrators to authorized
reapicots in’accordancg with statemeats, sepécsentations and procedures in application dated

Dcccmbcr?&.l987.v - St R e

L v k)
% .

4-."»3{4 : $ T " » : :"»'." . -"",J. .
A bes in accordance with slatements, representations and

B g
-

* e ) 1';"‘ :L‘? v_ . ‘,
B. Redistributiog:to gencral and gpedilic. licen? g
procedures in application dated December 23, 1987. «

C. Instrument calibratioh.- Redistribution of sources to specifically authorized recipicats. Pursuant to 10
CFR, Part 32.74, the licensec is authorized to redistribute s« - ‘rees to persons licensed in accordance
with , ,
10 CFR, Parts 35.14 and 35.100 [superscded) or 10 CFR 35.57 [cffective April 1, 1987] or equivalent
Agrcement State licenses. '

D. Distribution to authorized rccipients.

E. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipicnts. Only iodide
may be used in the preparation of iodine 131 therapy capsulcs.

F. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipicnts. Use of
technetium 99m pertechncetate for processing with reagent kits in preparing radiopt irmaczuticals.

G. through I.  Dispensing and/or distribution of pr., ared radiopharmaceuticals to authorized recipicnts.

AT A A ATONS AT ST R T TAT AT TR AT AT 14T T8 TR QT 78" AT 8T

K Shiclding for molybdenum 99/technetium 99m gencrators.

.69 99999004,
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Lxcense Number = |
45-18378-01MD -
MATERIALS LICENSE Duocket or Reference Number .&4
SUPPLEMENTARY SHEET 030-14964 12
f Amecndment No. 18 !
9. Authorized Use (continued) ®
.
2
: J,L,and M. Redistribution of scaled sources as received from the manutucturer in the manufacturer’s ’g
J original packaging and shiclding and accompanicd by the manufacturer’s approved instructions ‘5
to authorized recipicnts for use and storage. ‘5
o
{ N. For iodination of human monoclonal antibodics in accordance with FDA accepted IND’s and ]
distribution to principal investigators accepted by appropriate FDA accepted IND's, E
Pursuant to 10 CFR, Parts 32.72, 32.73, and 3274, ac 1 not withstanding 10 CFR 32.72 (a)(2), the licensee is 'i
authorized to distributc the byproduct material described in Items 6 and 7 and prepared in accordance with » K
license conditions 16, 17, and 18 of this license to persons licensed in.accordance with Sections 10 CFR, Parts
35.14 and 35.100 of 10 CFR Part 35 [supcrseded] or Scctions 35.100, 35.200, 35300, 35.400, and 35.500 of 10
] CFR Part 35 [cffective Apeil, 1987), or under equivalent Ag. cemert S*~te licenses, for the Groups or Sections
/ indicated below: ' o
A.- Unuscd molybdenum 99/technctium 99m generators may be redistributed to persons licensed pursuant
- to Group [T or 10 CFR, Part 35.200.
D.. -~ Gas or gasin salinc may be distributed to persons'ficensed pursuant to 10 CFR 35.200 [clfective April
1, 1987 . .o
- Ethroughl.  Asyform fisted in cach group, Groups I, IT, IV, and V of Schedule A, 10 CFR 35.100
B [superseded] or authorized by 10 CFR, Parts 35.100, 35.200, and 35.300 [effective April 1,
u 1987], may be distributcd to pegsons licensed pursuant to the Group or Part.
; _, v _

! J. = Scaled sources may be redistributed to pexsons licensed pursuant to Group VI or 10 CFR, Parts 35.400

‘ and 35.500.

| _

i

i s

- CONDITIONS
10. Licensed matcrials shal! only be uscd at the licensee's facilitics at 230 Clearfield Avenue, Suite 125, Virginia
Beach, Virginia.
11. A.  Licensed matcsials shall be used by, or undcr the supervision of, individuals whe arc specifically named

as uscrs in Condition 12.A of License Number 34-16654-01MD. The licensee shall verity that cach
individual sclected as a uscr is specifically named in Condition 12.A of License Number 34-16654-
01MD and, for this purposc, shall maintain for inspction by the Commission copies of License
Number 34-16654-01MD.

B. At least one individual named in Condition 11.A of License Number 34-16654-01MD shall be
physically present at the authorized place of use whenever licensed materials are being used.

ORI 790 B A 79T I8¢

The Radiation Safety Officer for this license is Clifford D. McClendon, R.Ph.
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taken. Records of leak test resuits shﬂbekeix in utits of microcurics and:shall be maintained for
inspection by the Cmnmssm Re&?k my.bc dispo:ed of following Commission inspection.

by performed by fhe liccnsee or by other persons E
Agreement Stéte to pcr(bhn such services. ¥

.
. ';nc FORM 374A . U.S.NUCLEAR REGULATORY COMMISSION PAGE oF 8 PAGES L
f.- e Lwense Number 45-18378-01IMD '
b o
. MATERIALS LICENSE Docket or Reference Numb0- 14963 %
: SUPPLEMENTARY SHEET o
e .
S Amendment No. 18 .
o .
. . B
s (continucd) CONDITIONS K
° .
12, A. ¢)) The scaled source(s) or detector cell(s) specificd in Items 7.C, 7J, 7.1, and 7M. shall be” ;
tested for lcakage and/or contamination at intcrvals not to exceed six (6) months. Any source M
reccived from another persca which is not accompanied by a certif ~ate indicating that a test 5
was performed within 6 months before the transfer shall not be put into use until ta-ted. E
(2) Notwithstanding the periodic leak test required by this condition, any licensed scaied source is %
excmpt from such lcak tests when the source contains 100 microcuries or less of beta and/or ‘f
gamma cmitting matctial or 10 microcurics or less of alpha emitting material. a°"
B
B. Any source in storage m&g&bcmg uscd nccd not be tested, When the source is removed from ’
' storage for use or l:ahs(er to another person, it shall be thcQ'bc{ore use or transfer, + b
B
C.  The test shall boapable of detecting the presence of 0.005 mncro&ﬂc of radicactive malcnal on the f
\ T test sample. lfﬂl:ustrcveaklhcprcscnce of 0.005 mncxocuncorn{ﬁﬂoftcmovablc contamination, i |
the source shall be reqy from scrvice and decontaminated, re or disposed of in accordance I
thmuksmreguMM‘ArepﬂMbeﬁledwmdea ¢ date the leak test result is
known with the U. S. N cgulatory mmw I, quﬁu‘of Radiation Safety and -
Safcgwd.g_Nudcar Matesi Section, 101 M treet, N.W,, Suitc 2900 Atlanta, L~
Georgia 3UB323. The reponM spea!y the source mvolved, the test mulxs. and corrective action s *
’7 .j

T JON PO PO RO 2

13. Scaled sources or dc(ecmr cclls conmnlng Mwhw not be opencd by the licensec. Sources shall .
oot be removed from som holders or detector cells by the licensee. -

14. The licensee shall condudt a pby:ical inventory every six (6) months to account for all sources and/or devices
received and possessed under the hccuc Rccords of all inveatorics shall be maintained for two (2) years from
the date of each inventory.

15. The licensee may transport licensed matcrials in accordance with the provisions of *) CFR 71, “Packaging and
Transportation of Radioactive Matcrial.”

16. A. Radiopharmaccuticals dispensed and/or distributed for human use shall be cither:

() Repackaged from prepared radiopiiarmaceuticals that are the subject of an FDA-approved
“New Drug Application® (NDA) or for which FDA has accepted a *Notice of Claimed
Investigational Excmption for a New Drug” (IND), or

(1) Prepared from yencrators and reagent kits that arc the subject of an FDA-approved NDA or o,
for which FDA has accepted an IND.

A 8 A 6 AR E S0 R A A R A6 A S S 8 0 0 8 8 6 AT 6§ 6 8 6764 & ST 4T 16! M1 16T 1A 181 141
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‘ License Nuiaber 45-18378-01MD
e . tes
o MATERIALS LICENSE Docket or Reference Nummo_14964
3! SUPPLEMENTARY SHEET ,!
Amcndment No. 18 ;
8
(continued) CONDITIONS

16. B. Prepared radiopharmaccuticals for which FDA has accepted an IND ar i radiopharmaceuticals
prepared from generators or reagent kits for which FDA has accepted an IND shall be dispensed
and/or distributed:

() In accordance with the directions provided by the sponsor of the IND, and

(1) Only to physicians who have been accepted by the sponsor of the IND to participate in clinical
cvaluation of the drug,

I35 28X 73 280U AN 7R TR TR T0T I TR

C. The licensee shall inform,:ip Writing, each physician who participates in an IND cvaluation that the
physician is responsible.to the sponsor of the IND for use of the Yirug in accordance with protocols
established by the sponsor and for reporting to the sponsor the 1 ical information obtained through
use of the drug.~ e

,4‘{”;

17.  The liceasee shall elbfegcncrnors_nqd process radioactive matcrial wnhrcagcnthls in accordance with

instructions furnished by the mamifgttyiver on the labe! attached £ rog in the leaflet or brochure that
accompanics the ghagrator or 84 ¥it; or not withstandisig J 32.72 (a)(?), the licensee may prepare
radiopharmaceuticals in accordance Witk the spegific départures suthorized in Ligense Condition 17 of License
Number 34-1 , provided thalt:the liceasce has all rurrént specific depadture directions and equipment
required by Liccdse-Conditian 17 of License Number 416654 01D and they aje-available for inspection by
the Nuclear Regulafory Commigsion” - “cr+ g, ¢ - Lor¥ S

<2 Frer, o~ L "
18. Notwithstanding 10 CFR 32.72 () : | @y make depatases to prepared iodine 131 (as sodium
iodi iopharmatet) ,f}f;%u&dcmuuc magde in accordance with License
‘ 34  dhd that the has all<¢urrent specific departure e
directions and re uircde'ﬁyipmcnt and thcyue{lfiﬂlblc {ordnspection by the Nuclear Regulatory Commission. 4 Jt
A o : X

19. The liceasee is authoriud‘tl‘ﬂ)ol‘d radioactive material with a physi-al balf-life of less than 65 days for decay-in-
storage beforc disposal in ordinary trash provided: ’

A.  Radioactive waste to be disposcd ofin thig'mangier shall be held for decay a minimum of 10 half-lives.

A R R O M R I R R N R N S IRT ST SBY S YA 387 Y87 187 SR AT 181 18T 8T TAT 14T T8 74t 7 Y87 W

B. Before disposal as normal waste, radioactive waste shall be surveyed to determine that its radioactivity
cannot be distinguished from background. All radiation labels shall be removed or obliterated.

Sy

C. (iencrator columns shall be segregated so that thcy may be monitored scparately to ensure decay to
background levels prior to disposal.

Any proposcd changes in packaging, shiclding, or labelling shall be submitted for review to the U. S. Nuclcar
Regulatory Commission, Region 11, Division of Radiation Safety and Safcguards, Nuclear Matcrial Safety -
Section, 101 Marictta Strect, N.W., Suite 2900, Atlanta, Georgia 30323, ey

Reagent kits may be redistributed to persons licensed pursuant to 10 CFR, Parts 35.14 and 35.100 [supcrwded '
for Group 111 or pursuant to 10 CFR, Part 35.200 [cffective April 1, 1987] or under cquivalent Agrcement State:!
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45-18378-01MD
MATERIALS LICENSE Docket of Reference Number
SUPPLEMENTARY SHEET 030-14964
Amcndment No. 18
(continucd) CONDITIONS
2. Radioactive waste may be picked up from the licensee’s customers and disposed of in accordance with the
stalements, representations, and procedures in the application dated March 25, 1989,
23. The licensce may use the Calicheck® device for performing lincarity tests of its dose calibrator provided it
follows the procedures in the Calcorp, Inc., manual dated March 2, 1982,
4. In addition to the possession limits in Item 8, the licensee shall further restrict the possession of licensed
matcrial to quantitics below the minimum limit specificd in 10 CFR 30.35(d) for establiching decommissioning
financial assurance. L
25. The licensee shall maintain records of information important to safe and gffective decommissioning at the
licensee’s facilities k)calcd@tmo Clcarficld Avenue, Suite 125, Virginia Bé‘agh, Virginia in accordance with the
provisions of 10 CFR 3035(g) until this license is terminated by the Comm_fy*on.
26. Except as specifically'provided otherwise in this license, the licensee shall condudt is program in accordance
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with the statcmcnl.;g:jptcscn(aﬁons; and procedures contained in the documents, including any enclasures,
listed below. The Nielear Regulatory Commission’s regulations shall govern unless the statements,
representations, and procedures in the licensee's application and correspondence are more restrictive than the
regulations. g

Application dated March 25, 1989

Letter dated November 30, 1989

Letter dated January 9, 1990

Letiers dated July 30, 1991 and August 13, 1991

Letter dated Angust 29, 1991 < ,

Letter dated August 24, 1992 (aew authorized usc location)

Letter dated October 22, 1992 (new autborized use location)

Letter dated November 15, 1992 (new authorized use location)

Letter dated January 7, 1993 (close-out and release of formes authorized use location)

Letter dated February 25, 1994 (new unit dose shicld)

Letters dated September 28, 1994 and November 18, 1994 (revised product labels, revised unit dose

; activity limits, modificd iodination hood air

sampling system, change of RSO, revised
dosimetry procedures)

L. Letters dated December 12, 1998 & January 17, 1996 (Extend expiration date)

x-~zommoowy

FOR THE US. NUCLEAR REGULATORY COMMISSION

JOHN M. PELCHAT

By

vdn 1, Division of Nucleas Materials Safety
161 Marictta Strect, NNW._, Suite 2%X)
Atlanta, GA 30323
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