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VY.

MATERIALS LICENSE Amcndment No 92

A

Pursuant (o the Atomic Fnergy Act of 1954, as amended. the Enesgy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of
Federal Regutations, Chapter 1, Parts 30, 31, 12, 33, ¥4, 15 34,39, 40, and 70, and in reliance on statements and representations heretofore made
by the licensee, a hicense is hereby issued authorizing the licenses to receive, acquire. possess, and transfer by product, source. and special nuclear
material designated below, to use such material for the purposeis) and at the placetsi designated below to deliver or transter such matenal to
persons authorized 1o receive it in accordance with the regulations of the apphcable Part(s). This license shall be deemed to contain the conditions
specified in Section 1X3 of the Atomic Encrgy Act of 1954, a5 amended. and 1s subject 10 all applicable rules. regulations, and crders of the
Nuciear Regulatory Commission now or hercafter in cffect and to any conditions specified below

- DL-032295_00.

2 UA)

3

R 2R R R AT A

3

Lcensee
' In accordance wath letter dated March 27, 1995

QLN

I Syncor International Corporation - 3 License Number 47-25248-01MD

1 Syncor Drive 1s amended 1n s entirety to read as follows

WL SO0 LB

K

195 7B 2 79 78 7 T IR

manufactured, labeled,
license issued pursuant to

2. Huntington, West Virginia 25705 . .y I 7 I
TR August v, 1998 o
‘ S. Docketor
e - _ Refercnce No. 030-33160
6. Byproduct, Source. and or 7. Chemical and or Physical 8. Maximum Aniouni that Licensee
Spectal Nulear Marenal Form May Possess at Any One Time
Under This License 1
A Molybdenum 99 A. Any molybdenui: 99/ A. 80 curies
packaged, and distrituted in
10 CFR 32.73 or a specific
9505110299 950322
PDR ADOCK 03033160

technetium 99m generator
accordance with a specific
license issued to the

manufacturer by an
Agrecment State pursuant
to cquivalent State

reculations
B. Any byvproduct material B. SO matbounes towal
iWdeatificd in 10 CFR, B Propackaved in vaero

Part 31 1 Jintnostic tonl kil
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NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION pace 2 ofF 8  pages kd
e Luwense Number R
| 47-25248-01IMD .
MATERIALS LICENSE ket o Relerence Nomrgar 220 o >
SUPPLEMENTARY SHEET T <
Amendment No. 02 ’E
(Items 6, 7, and 8 continucd)
6. Byproduct, source, and/or 7. Chemical and/or physical R. Maximum amount that licensce
special nuclear matcrial form may possess at any one time
under this license
C. Any byproduct material C. Any scaled source listed in . 50 millicurics total
authorized under 10 CFR, 10 CFR 35.14(d)(4)
Part 35.14(d)(4) [superseded] or 10 CFR,
[superscded] or 1) CFR, Part 35.57(a) [cffective April
Part 35.57(a) [effetive Apnl 1, 1987] that has been
1, 1987] manufactured, labeled,
packaged, and distributed in
accordance with a specific
license issued pursuant to
10 CFR 32.74 or » specific
license issucd to the
manufacturcr by an
Agreement Stale pursuant
to cquivaicnt Statc
regulations
D. 2 curies 3
D. Xenon 133 ) Unit dose containers of gas >
or gas 1n solution that 1s the '™
subyect of an active (i.e., not 2
withdrawn or terminated) >
"New Drug Application” I
(NDA) approved by the {
FDA or an active (i.c., not o)
withdrawn or tcrminated, or 2
on “clinical hold”) "Notice of K
Claimed Investigational )
Lxemption for a New Druy’ i
tIND) that has been ik
accepted by the FDA =
I- n) nubirunie . =
B Todine 13 { Aoy fonn Istad in Groups |1 >
through V of Schedule A, .
10 CFR 38 100 [cupercde ] -
oo 1) CEFR, Parts 39 1isy, :
35200, and 35 30 [etfectine 3
Aprd 1, |URPA| ."
b TNVIRTEN ::
F. Teochnetium Mim i Any form hsted in Groups | i

R AU S A A IR U AL R TR A R T R AR

and 11 of Schedule A,

1o CFR 35100 [superseded)
G I CER, Parts 35 Gis) anld
0 fettective Apal i
1957)

AR B ALY
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b NRC FORM 374A . U.S. NUCLEAR REGULATORY COMMISSION | page 3 of 8 races o
*Ibs [License Number b
. ! 47-25248-01MD .
* MATERIALS LICENSE Docket or Reference Nu *
. SUPPLEMENTARY SHEET } "Vio-33160 >
;I !> Amendment No. 02 .
4 3
e (Itcms 6, 7, and 8 continued) »
4 2
;l 6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that liceasee >
g special nuclear material form may possecss al any one time }§
e undcr this liccnse E
= G. Any byproduct material, G. Any form listed 1n Group 1 G. 50 millicuries total E
' except technetium 99m or of Schedule A, 10 CFR, <
o iodine 131, listed in Group 1 Part 35.100 [superseded] or =
i of Schedule A, 10 CFR, 10 CFR 35.100 [ettective =
ol Part 35.100 [superseded] or April 1, 1987) =
5 10 CFR 35.100 [cffective :
1 April 1, 1987] S
[ "; i
4 H Any byproduct material, H. Arny form listed in Group I H 300 millicuries total =
E§ except technetium 99m or of Schedule A, 10 CFR, E
Bj iodine 131, listed in Group Part 35.100 [supcrseded] or 3
M I1 of Schedule A, 10 CFR, 10 CFR 35200 [cffective =
El Part 35.100 [superseded] or Apnl 1, 1987,

) 10 CFR 35200 [cffective

April 1, 1987]

A R A A

I Any byproduct material, I Any forr. Iited n Group 1 100 mullicuries total
cxcept wdine 131, hsted IV of Schedule A, 10 CFR, |
Group 1V of Schedule A Part 35.100 [superseded] or
10 CFR 39100 {superseded) 10 CFR 35.30C g ffective
or 1) CFR Part 3530 Apnl 1, 1987]

feffectine Apnl 1, 1987]

L S R W 6 TR R R S

AR AR O T T

A ) Any bvproduct matenal J Any sealed source that has J SO0 mullicuries
listed 1n Group VI of been manufactured, labeled,
Schednle A, packaped, and distobuted
10 CFR O3 T foaper cdedy sveordance with g speafie !
or 10 CFP Pa 3 e qad Bocase vaucd pursuant to i
' 38,8 |effectine Apnd 1, 10 CFR 3274 or a speafic B i
“ 19s ) Coennd asernd tothe =
- d
_; sanubacturer by an =
- AMirrrement State puriot i
- i gl
@ T pareadent Ntat - e
@ Lonlations ‘
< N 1S cunies No single source to g
- g -~
a L Cradiainns o 0 [N v d somroes cxeeed 1.5 cunies (et
a sOull Nadear G 1o i
a Amersham GDOOY L, o !
- R
o EoL du Pont (NEN) e
- d
- \1:»1‘(‘! \'.\ 3\‘n{ 3“) 4
‘ ol ko ramn, e
- i.. Uramam depicred I Sotd cocased o stalho !
@ Uranium 235) steel o .
§ o
q -
- ol
=t
A BALAIL TIE E I LI Y LELELELE GELELELELE S T T 30 l
Poocad o rmi o ted o orrwer
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- mﬁ FORM 374A : U.S. NUCLEAR REGULATORY COMMISSION |  mee 4 o 8 PAGES ‘9,
. Lucense Number -
s ‘ 47-25248-01MD .
* MATERIALS LICENSE Dhocket or Reference Nompego o i
: SUPPLEMENTARY SHEET -
- l Amcndment No. 02 .|
:‘ —_ - B — —— 4 . . 5
s s
9. Authorized Use: >
s :
o A. For production of technetium 99m pertechnetate. Redistribution of unused generators to authorized &
@ recipients in accordance witn statements, representations and procedurcs in application dated April 12, sl
3 1993. :
< B. Redistribution to general and specific licensees in accordance with statements, representations and o
= roccdures in application dat=4 April 12, S
: p PP P .
vl ~t
q C. Instrument calibration. Redistribution of sources to specifically authorized recipicnts. Pursuant to 10 3
a CFR, Part 32.74, the licensce is authorized to redistribute sources to persons licensed in accordance S
- with 10 CFR, Parts 35.14 and 35.100 [superseded] or 10 CFR 35.57 [effective April 1, 1987] or ﬁ
* cquivalent Agreement State licenses. =
™ 7
% D Di<' - ibution to authorized recipients. E
q E. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipicnts. Only iodide g
; may be used in the preparation of iodine 131 therapy capsules. "2
. F. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. Use of o
= technctium Ym pertechnetate for processing with reagent kits in preparing radiopharmaceuticals. o}
I G. through | Dispensing and/or dostribution of prepared radiopharmaceuticals to authorized recipients. l
i o
‘ J. and K. Redistnbution of scaled sources as reccived from the manufacturer in the manufacturer’s 2
d onginal packaging and shielding and accompanicd by the manufactuier’s approved instructions 2
o to authorized reapients for use and storage. Z
' -
A | -~
vl L. Shiclding tor mohybdenum ) /techictium YWm gen-rators. l
~
i 12
vl Pursuant to 10 CFR, Parts 32,72, 32 73 and 32.74, and not withstanding 10 CFR 32.72 (a)(2), the licensee is it
; authorzed to distribute the byproduct matenal described in ltems 6 and 7 and prepared in accordance with i
o license conditions 16, 17, 18 of this License to persons licensed in accordance with Sections 35.14 and 35.100 of :‘
bl 10 CFR Part [superseded] or Sections 35 100, 33.200, 35.300, 35400, and 35.500 of .0 CFR Part 35 [effective >
% Apnl 1, 1987), or under equivalent Apreement State licenses, for the Groups or Sectiuns indicated below: > I
i A Unused molvbdenum ®/technetium ®im penerastors may be redistoibuted to persons hicensed pursuant .
‘ to Gronp HEor 10 CFR. Part 35 200 >
l . , 7 . . :
: D Gt st s salime mos be ednbated 1o persons ficensed pursuant to 10 CFR O3S 200 [effective April e
: Lo 3
E. through ! A form histed i cach wroup, Groups LIV, and v oof Schedule A, 10 CFR 35 1)) 3
fuperseded] o authorneed by 10 CFR, Parts 35100, 35200, asd 3% 300 {efectne Apnl 1, >
e may be distributed o persons Licensed pursuant to the Group or Puart ot
Joand K Sewsed sowrces may be reditnbuted (o perons Liceased purssant 1o Group V9 ot Schedule A, '
B CFR 35 100 {superseded) or 10 CER, Parts 35 4¢3 and 35 500 [effective Apnl 1, 1987 A-
]

o]
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” License Number ®
. 47-25248-0:MD .
. - - . ;
~ MATERIALS LICENSE Docket or Reference Numbs ) iy
. SUPPLEMENTARY SHEET 33 :
- - »
by Amendment No. 02 o
* 2
* #
@ CONDITIONS .
“ o
v L ®
o 10. Licensed matcrials shall only be used at the licensee’s facilities at 1 Syncor Drive, Huntington, West Virginia, {;
a 11. A. Licenscd materials shall be used by, or under the supervision of, individuals who are specifically named ’E
. as users in Condition 12.A of License Number 34-16654-01MD. The licensee shall verify that each ‘2
% individual sclected as a user is specifically named in Condition 12.A of License Number 34-16654- |£
% )1MD and, for this purpose, shall maintain for inspection by the Commission copics of License e
% Number 34-16654-01MD. =
e . o . . .
- B At least onc individual named in Condition 12.A of Liccnse Number 34-16654-01MD shall be physically 9
a‘ present at the authorized place of use whencever licensed materials are being used. .
v ~ (|
i C The Radiation Safety Officer for this license is Byron A. Alfrey, R.Ph. E
| o
| 12. A. Sealed sources shall be tested for leakage and/or contamination at intervals not to exceed 6 months or ’ e
B at such other intervals as specificd by the certificate of registration referred to in -
g 10 CFR 32.210. =
»
'Q; B. Notwithstanding Paragraph A of this Condition, sealed sources designed (o emit alpha particles shallbe & -
o tested for leakage and/or contamination at intervals not to exceed 3 months. e
< Z
- ¢, in the absence of a certificate from a transferor ‘ndicating that a leak test has been made within six -
aQ months prior to the transfer, a scaled source ar detector cell received from another person shall not be 2
4 put mto use until tested. 2
o |
< D Sealed sources need not be leak tested of: 2
& 2
j} (1) they contain only hydrogen-3; or =
& )
& {(u) they contata oaly g radioactive gas, or :v
- o}
a () the halt-lite of the sotope s 3 days or | ss; or =
Ll 1)
@ riv) they contan not more than 100 microcuries of beta and/or gamma emitting material or not i
o more thas 10 nucrocurnies of alpha emitting maternial, or 4
. s oare aoC desyened to et alpha particles, are an storage, and are not being used. ::
However, when they are removed from storage for use or transferred ¢ unather person, and :
have not been tested within the required icak test intervad, thoy shall be teaed betore use or >

transfer - Noscaled source or detector cell shall be stored for a peniod of more than 10 years
without beny 1o ted for leakaee and/or contamination

BRSNS

Ea TORR N "R Y S U VY VISY N VIR TR U W W'Y




e A A O AR AT AT ATTATATRTATATUIATIATA TAT AR A TAT AT IAT AT AT IRTTATTAUTATIAT TRTIAT IV IRTIHT IATTA TH IATIA 1A AT 1A T4 A"

" NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION page 6 ofF 8  pages
7.4 S A
? (roe Lcense Number
. 47-25248-01MD
MATERIALS LICENSE Dacket or Reference N“'“'Uﬁo-33160
3 SUPPLEMENTARY SHEET
. Amendment No. 02
(continucd) CONDITIONS
: 12. E. The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive material on
; the test sample. Records of leak test results shall be kept in units of microcuries and shall be
maintaincd for inspection by the Commission. If the test reveals the presence of 0.005 microcuric or
' more of rcmovable contamination, a report shall be filed with the U.S. Nuclear Regulatory
Commission and the source shall be removed immediately from service and decontaminated, repaired,
= or disposcd of in accordance with Commission regulations. The report shall be filed within 5 days of
4 the date the lcak test result is known with the U.S. Nuclear Regulatory Commission, Region 11, ATTN:
il Chicf, Nuclcar Malcrials Licensing Section, 101 Muarictta Street, N.W., Suite 2900, Atlanta, Georgia
4 30093. The report shall specify the source involved, the test results, and corrective action taken.
Records of leak test results shall be kept in units of microcurics and shall be maintained for inspection
by the Commission. Records may be disposed of following Commission inspection.
F Tests for lcakage and/or contamination shall be performed by the licensce or by other persons
i specifically licensed by the Commission or an Agreement State to Perform such services.
13. Sealed sources containing licensed material shall not be opened or sources removed from source holders by the
licensee.
14 The licensee shall conduct a physical inventory every 6 months to account for all sources and/or devices
reeeived and possessed under the license. Records of inventories shall be muaintained for S years from the date
i of cach inventory, and shall include the quantitics and kinds of byproduct material, manufacturer’s name and
al mesdel numbers, location of the sources and/or devices, and the date of the mventory
,’i
-/ 15. The licensee is authorized to transport licensed material only in accordance with the provisions of 10 CFR Part
ol 71 "Packaging and Transportation of Radioactive Material.”
o
2 16 A Radiopharmaceuticals dispensed and/or distributed for human ue.c shall be either:
L
a (1 Repackaged from prepared radiopharmaceuticals that are the subject of an FIDA-approved
di “New Drug Application® (NDA) or for which FDA has accepted a “Notice of Claimed
“ Iavestisational Exemption for a New Drug™ (IND), or
"
. () Prepared from generators and reagent kits that are the subject of an FDA-approved NDA or
< for which FDA has aceepted an IND
‘
- B Propuicd radiopharmaccuticals for wiich FDA has accepted o IND and radiopharmaceuticals
. cropued rom openers s o reapent ks tor which FDAChas accepted an IND shall be dispensed 5
< wnd o distoibuted
“
< 3] Fa acvord. ace with the docctions prosided by the cponar b ihie IND D and
‘
i e Ozl to physicaans winy have been accepted by the ~ponsor of the IND (o partiapate in chnical
3 ey ouation of the Jrwe
:
. ‘ Phe heennee shalbinform i wisting cach phyacnan who participato s coan IND evaluation that the
P phvsician s respansibie to the sponsor of the IND for use o the diug i accordance with protocols

N )

¢stablished by the sponsor and for reporting to the sponsor the chinical information obtained through
usc of the drug.

I3\ 28\ J3

T8 8 Z J8 29X 78 Z9 T I 78 78 TR TR

SORUT AR A SRS S SR

s

RS A S AU A N S R A I R I A RO AR

.

3

i




(7-94)

Y

K3

AR}

AN SN AR AT R AT TR AT TAT AT TRTIRTTRTIRT AT TRT TR AT TRT TRTTAT TAT IATTRT QT IRTIRT TR IR IATIATIHTIET THT IR I IA IR TATINIINT S

NRC FORM 374A . U.S. NUCLEAR REGULATORY COMMISSION | i pace 7 oF 8  paces

M i ense Number

47-25248-01MD

{
MATERIALS LICENSE ke or Reference Fom
SUPPLEMENTARY SHEET ; 30-33160

O VU

i Amendment No. 02

{

(continued) CONDITIONS

The licensce shall elute generators and process radioactive material with reagent kits in accordance with
instructions furnished by the manufacturer on the label attached to or in the lcaflet or brochure that
accompanics the geacrator or reagent kit; or not withstanding 10 CFR 35.72(a)(2), the licensec may prepare
radiopharmaccuticals in accordance with the specific departures authorized in License Condition 17 of Licen-e
Number 34-16654-01MD, provided that the licensee has all current specific departure directions and equipment
required by License Condition 17 of License Number 34-16653-01MD and they are available for inspectic a by
the Nuclear Regulatory Commission.

Notwithstanding 10 CFR 32.72(a)(2), the licensee may make departures to prepared iodine 131 (as sodium
iodidc) therapy dose radiopharmaccuticals, provided that the departures are made in accordance with License
Condition 24 of Licensc Number 34-16654-01MD and that the licensce has all current specific departure
directions and rc quired equipment and they are available for inspection by the Nuclear Regulatory Commission.

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

A. Radioactive wastc (o be disposcd of in this manner shall be held for decay a minimum of 10 half-lives.

B Before disposal as ordinary trash, byproduct material shall be surveyed at the container surface with
the appropriatc meter set on its most scnsitive scale and with no interposed shiclding to determine that
s radioactivity cannot be distinguished from background.  All radiation labels shall be removed or
obliterated

« Generator eolumns shall be segregated so that they may be moantored separately
to ensure decay to background levels prior to disposal.

D. A record of cach disposal permitted under this License Condition shall be retamned for three years.
The record must include the date of disposal, the date on which the byproduct material was placed
storage, the radionuchides disposed, the suney instrument used, the background dose rate, the dose
rate measurcd at the surface of cach waste container, and the name of the individual who performed
the disposal

The heensee shall not store heensed matenal contaned in waste for more than two vears from the date the
wasie s put mnto storate The beensee shall mant vn records which indicate the date that licensed material
contaned oWt o pulanto storagy

Any proposed chameres mpackaeng, shielding, or Labelling shall be  Lomuted o toview o the UL S Nuclear
Regulatory Commasaon, Kegon T Faviagon of Radiation Vafety and Satevuand, Sackear Matenal Safety
Section, 101 Manetta Street, NOW ONwite 20, Atlanta, Georgra 3323

Reagent hits may be oo foenbuted o persors len ud srsuant to 1) CEFR, Parts 35 14 and 35100 {superseded]

for Group Hbor pror oo 0 W CFROPart 35 Zon felteotne Apod 1 BT o uedor cquivaleat Agreemen? State
bvenses
Pl ta e wanie may bepsched up from ghe Loen oot customers and Loy oo ot accordance with the

slatements, representations, and procedures an the spplication dated Apnl 12, 1o,
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e HLense Suinber h

47-25248-01MD

MATERIALS LICENSL i i’iffc?‘;Fk‘c'fc'r}'ic?ﬁ;{unta;d_ 33149

S

I

SUPPLEMENTARY SHEET ’

N

Amendment No. 02

{continued) CONDITIONS
A, This license docs not authorize the use of liccnsed materials in or on human beings.
25. In addition to the possession limits in Itcm 8, the licensee shall further restrict the possession of licensed

matcrial to quantities below the minimum limit specified in 10 CFR 30.35(d) for cstablishing decommissioning
financial assurancc.

[ Z8 3 28 Z8% ¥ J9T 79 T%L WX F7RC 7% 7% 4. 78\ J

S AE 4T ATAUAUAUATTA AT AT A e 00 TR e RS S S

26. The licensee shall maintain records of inforniition important to safe and effective decommissioning at the
licensec’s facilities located at 1 Syncor Drive, Huntington, West Virginia in accordance with the provisions of 10
CFR 30.35(g) until this license is terminated by the Commission. .
»
2. A The licensee may not possess and usc materials authorized in Items 6, 7, and 8, until: 1) the licensee s I
has constructed facilities and obtained the equipment described in the application and supporting hs |
documentation; and 2) the U.S. Nuclear Regulatory Commission, Region 1I, ATTN: Chief, Nuclear E
Materials Inspection Section, 101 Marietta Street, NW., Suite 2900, Atlan: ., Georgia 30093, has been .E
;{ notificd in writing that activitics authorized by the license will be initiated. é
L : . . ¥
» B. In accordance with the requirements set forth in 10 CFR 30.36(b), the licensee shall promptly notify g~
al the Nuclear Regulatory Commission, in writing of a decision not to complete the faaility, acquire i~
} equipment, or possess and use authorized material. 5
% 28 Fxcept as specifically provided otherwise in this hicense, the licensee shall conduct its program in accordance =
\— with the statements, representations, and procedures contained 1n the documents, including any enclosures, =
o listed below. The Nuclear Regulatory Commission’s regulatior . shall govern unless the statements, o
o representations, and procedures in the bheensee's application ¢ d correspondence are more restrictoe than the 5
- ; repulations. =
‘ Al Apphication date ' Aprit 12, 1993 |ncw licensc] E
" B. Letrer dated August 20, 193 [supplemental information) Z
o . Teiter dated Februay 15, 194 fmodifiecd Libeling, new umit dose shicld, modified Hoor plan, L
modificd personnel dosimetry exchange frequency) '
o D. Letter dated March 27, 1995 [new RSO, new higher dose rate Product Shielding table =
. #
- >
5 s
C
: FOROTHE U NUCT AR REGTPATORY COMMINSION E
o B
‘ JOHN M Pt b e
- Date APR J 8 '9@5 B " ;
i Roeoton 1L Nuclear Materiay Lo Sevnon il
a Pl Marnictta Strect, NoW | Sace A o
bt Atlanta, Georgla 3323 2
. B \minecnse’ 47- 25048 a1l »
- 3
b .
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: " (FOR LFMS USE)

: INFORMATION FROM LTS
BETWEEN: : caserceccacacanan oun
License Fee Management Branch, ARM Program Code: 02500
and 1 Status Code: O

Regional Licensing Sections : Fee Category: 3C 28

Exp. Date: 1998083!
Fee Comments:

Decom Fin Assur Reqd: N

LICENSE FEE TRANSMITTAL

A.

1.

3.

-
REGION H_\,
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Applicant/Licensee: SYNCOR INTERNATIONAL CORPORATION

Received Date: 950403

Docket No: 3033160
Control No.: 256378
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