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The Service Difteronce:

January 17, 1996

Nuclear Matenals Licensing Section

U S Nuclear Regulatory Commussion Region |l
101 Marietta Street, NW. Suite 2900

Atlanta, GA 30323-0199

Attn  John Pelchat

RE  Actiona! information for Amcndmen: Reguest Dated Decemnbes. 12. 1855w
Syncor International Corporation NRC License No 45-17769-C1MD Richmond.
VA. Control No. 256860

Dear Mr Peichat

Here 1s the additional informatiun that was requested in reference to our revised waste
handling and disposal procedures

1 We confirm that wast. storage areas will continue to be surveyed on a weekly
basis
2 We confirm that waste will not be disposed of inio normal trash until the materal

has been stored for a minimum of ten {10} half-lives. and until it has reached
background levels

If we can be of any further assistance piease _all Tara Domiter at (818) 717-4615
Sincerely,

. 1'7"/ 77

David W Pellicciar:n
Program Manager Health Physics

tid

cc Paul Bowman R Ph Loc Mgr
License Fiie (004)
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BETWEEN:

License fee Management Branch, ARM

and

Regronat Licens'ng Sections

LICENSE FEE TRANSMITTAL

-

A, REGION

Y. OAPPLICATION ATTACHED
Appitcant/Licensee:

m

(FOR LFNS USE)
INFORMATION FROM (TS

e se e

Program Code: 02500
Status Code: 0

Fee Category: 3C 28
Sxp. Date: 19960131
fee Corments:

Decam Fin Agsur Reqd: &

SYNCOR CORPORAT {ON

Recerved Dats: 95121%
Docket wo: 3013296
Control wo.: 2548¢
License WO, : 517769 -0 'ap
Action Type: Amenciment
2. FEE ATTACHED
Amount : $00.00
Chech No.: 5632
A
3. CommEnTS s .
. | 4 .
S1gneq e b
Date 12,18/9% e
8. LICEWSE FEE MANAGEMENT BRANCH TCheck when mrtestone 5% ¢ erteced /T
o
1. Fee Category and Amount: . —_
2. drect fee Pard. Aprlicat on may be Drocessea ftor-
Amendment
Renewat e
LTCence P
3 CTHER —
Srgnea B e -
Date
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NRC FORM 374A : U.é. NUCLEAR REGULATORY COMMISSION PAGE 2 OF 8 PAGES
*(7-04) S S———_-
License Number
. : 45-17769-01MD
MATERIALS LICENSE Docket or Refe ence Number
SUPPLEMENTARY SHEET 030-13296
Amendment No. 27

under this license
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(Items 6, 7, and 8 continued) :
6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensee :
special nuclear matcrial form may posscss at any one time !
)
ii C. Any byproduct material C. Any sealed source listed in C. 75 millicurics !
) authorizcd under 10 CFR, 10 CFR 35.14(d)(4)
e Part 35.14(d)(4) [superseded] or 10 CFR,
) [superseded] or 10 CFR, Part 35.57(a) [¢ffective April
e Part 35.57(a) [effective April 1, 1987] that has been
* 1, 1987) . ‘manufactured, labefed,
e <« «» *  packaged, and distributed in
e N accordance with a specific
e R license issued pursuan’ ‘o
Y S 10 CFR 32.74 or a spc.ufic
* o license issued to the

@ manufacturer by an

@ . L Agreement State pursuant

. o "»%to equivaleht Statg” - °

P, - regulations .

°

; D. Xenon 133 D. - Unit dose containers of gas D. 1.0 curic
o ‘ - or gas in solution that is the

o subject of an active (i.c., not

s . withdrawn or tecminated)

s *New Dinig Application®

° . (NDA) approved by uw

e FDA or an active (i, ot

8 withdrawn or terminated, or

5‘ on “clinical hold”) "Noticc of

. Claimed Investigational

. Excmption for 2 New Drug”

o (IND) that has becn

3‘ accepted by the FDA

;' E. lodine 131 58 Any form listed in Groups | o x) millicuries
5: through V of Schedule A,

. 1) CFR 35100 [superseded)

. or 10 CFR, Party 35100,

; 35200, and 35 3x) [cHfective

. Apnil 1, 1987)

.

:‘ F. Technetium 99m F. Any form hsted in Groups | k. 4 curies
. and 11 of Schedule A,

. 10 CFR 35 100 [superscded]

a or 10 CFR, Parts 35.100 and

. 35 200 [cffective April 1,

: 1987]

bg

.

L4

.
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NRC FORM 374A U S. NUCLEAR REGULATORY COMMISSION PAGE 3 OF 8 PAGES 1‘!
e License Number Q
45-17769-0IMD .
MATERIALS LICENSE Docket o Reference Nu =
SUPPLEMENTARY SHEET "830-1329 5
Amcndment No. 27 !
®
(Items 6, 7, and 8 continucd) Bk
»
6. Byproduct, source, and/ r 7. Chemical and/or physical 8. Maximum amount that licensce [
special nuclear material form may possess at any one time .
under this license Y
.
G. Any byproduct material, G. Any form hsted in Group | G. 50 millicurices total e
except technetium 99m or of Schedule A, 10 CFR, P
iodine 131, listed in Group | Part 35.100 [superscded) or g
of Schedule A, 10 CFR, 10 CFR 35.100 [cffective
Part 35.100 [superseded) or *, April 1, 1987]
10 CFR 35.100 [effective .
Apf“ 1, 1987] , ‘\»‘
H. Any byproduct material, -  H. Any form listed in Group 1l H._ 300 millicuries total
except technetium 99mvt of Schedule A, 10 CFR, '
iodine 131, listed in Group ©®  Part 35.100 [supcrseded) or
II of Schedule A, 10 CFR, W CFR 3520 [cftective
Part 35.100 [superseded] or CrsApl LB o s
10 CFR 35.200 [cffoctive T
April 1, 1987]
V- .
L Any byproduct material, L Any form listed in Gronp L 100 millicuries total
except iodine 131, listed in IV of Schedule A, 10 CFR,
Group IV of Schedule A, . Part 35,100 [s1perseded] or
10 CFR 35.100 [supcrseded) © 2! 10CPR 35 {cffecuve
or 10 CFR Part 35300 - April 1, 1 :
[effective April 1, 1987] -
J. Any byproduct material RS A Any scaled source that has J. 500 millicurics
listed in Group VI of been manufactured, labeled,
Schedule A, packaged, and distributed in
10 CFR 35.100 {supersedcd] accordance with a specific
or 10 CFR, Parts 35.4)) and license issued pursuant to
35.500 [effective April 1, 10 CFR 3274 or a specific
19¥7] license issued to the
manufacturer by an
Agreement State pursuant
to equivalent State
regulat-ons
K. Uranium (depicted in the K. Mctal encased in stainless K. 101 kilograms
isotope uranium 235) steel
L Gadolinium 153 L. Scaled sources L. 4.5 curics. No single source to
(Gulf Nuclear GD-1, or exceed 1.5 curics,

Amersham GDC.CY-I, or
E. 1. du Pont (NEN)
Modcl No. 430 or 431)
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NRC FORM 374A U.S. NUCLEAR REGULATORY COMMISSION PAGE 4 OF g  yAGES f
o License Number A
45-17 10v-vamMp i
MATERIALS LICENSE Docket or Reference Number ;
SUPPLEMENTARY SHEET 030-13296 B
Amendment No. 27 !
il
(Items 6, 7, and 8 continued) .
X g
6. Byproduct, source, and/or 7. Chemical and/or physical 8. Maximum amount that licensce ?
special nuclear material form may possess al any onc time ®
under this license *B
>
M. lodine 125 M. Scaled soirces M 1.0 curic. Not to excced 800 »
(AECL Model No. C-324 or millicuries per .ource. .
C-325 or Amersham Model B
IMC-P2) Co il e

9, Authorized Use: o

A

G. through 1. Dispensing and/or distribution of prepared radiopharmaccuticals to authorized red ients,

K.

1.

K O N )

+and M Redistribution of scaled sources as reccived from the manufacturer in the manufacturer’s

For production of technctium 99m pertechnetuie. Redistribution o ﬁhuscd generators to authorized
recipicnts in accordance with statements, rcprcscn(auons and proccdurcs in application dated
Doccmbct 2‘5 1987.

~ R ’,‘ . .;ﬁ"‘ ’ ' "%4 o .
Rcdnsmbdion to gencral and specific licensces in acmrdanec with statemeats, representations and
proccdures in application dated December 23, 1987

9 .v \¥1,9.39..9

Inscrument calibration. Rcdmmbutmg of sources to spccnﬁmny authorized rccxpu.n(s Pursuant to

10 CFR, Part 32.74, the licensce is authorized to redistribute sources to persons licensed in accordance
with 10 CFR, Parts 35.14 and 35.100 gsqn'éuedcd] or 10 CFR 35.57 [cffccuvc April 1, 1987] or
cquivalent Agreement State licernises. .

T8 28¢ 7R

-l § if,
Distribution to authorized reapients. o

© 7

Dispensing and/or distribution of preparcd radiopharma ceuticals to authorized recipicnts. Only iodide ~
may be used in the prcpamlwn of iodine 131 lhcrapy capsulcs. w B
& i ;
Dispensing and/or distribution of prepare& radmpharmaccuncals to authorized re.lpients, Use of N
technetium 9®m pertechnetate for processing with reagent kits in preparing radiopharmaccuticals. Ny

&
[

Shiclding for molybdenum #/technetivum 99m gencerators.

original packaging and shiclding and accompaniced by the manufacturer’s approved mslrucuons
to authorized recipicnts for use anJ storage.
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374A U.S. NUCLEAR REGULATORY COMMISSION [ PAGE & OF g  PAGES
(ren f.l(rnsc Number
45-17769-01MD
MATERIALS LICENSE Dochet or Reterence Number
SUPPLEMENTARY SHEET B 030-13296
Amendment No. 27
9. Authorized Use (continued)

Pursuant to 10 CFR, Parts 32.72, 32.73, and 32.74, and not withstanding 10 CFR 32.72 (a)/"), the liccnsee is
authorized to distribute the byproduct matcrial described in Items 6 and 7 and preparcd in accordance with
license conditions 16, 17, 18 of this license to persons licensed in accordance with Sections 35.14 and 35.100 of
10 CFR Part 35 [supcrseded] or Scctions 35.100, 35.200, 35.300, 35.400, and 35.500 of 10 CFR Part 35 |effective
April 1, 1987], or undcr cquivalent Agreement State licenses, for the Groups or Scctions indicated below:

A Unused molybdeaum 99/technctium 99m gencrators may be redistributed to persons licensed pursuant
to Group III or 10 CFR, Part 3§.200. ‘

D. Gas or gas in salinc may be distributed to persons licensed pursuant 10 10 CFR 35.200 [cffcctive April
1, 1987) :

10.

11.

E through 1.  Any forw listed in cach group, Groups 1, 11, 1V, and V of Scbedule A, 10 CFR 35.100
[s' po cd] or authorized by 10 CFR, Parts 35.100, 35.200, and 35.300 [effective April 1,
1987}; may be distributed to persons licensed pursuant to the Group or Part. e
J. Scaled sources may be redistributed to persons licensed pursuant (o Group VI or 10 CFR, Parts 35.400
and 35.500.
- CONDITIONS

Licensed materials shalf (u!ybc uscd at the licensec’s facilitics at 2085 Dabncey Road, Richmond, Virginia.

A Liccnsed matenials shall oc used by, o under the supervision of, individuals who are specifically named
s users o Condition 12.A of Liccage Number 34-16654-01MD. The licensee shall verify that each
individual sclected a« a user is speeifically named 'in Condition 12.A of License Number 34-16654-
01MD and, for this purpose, shall maintain for inspection by the Commission copics of License
Number M 16654-01MD

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

¢ The Radiation Safety Officer for this license is Paul Bowman, R Ph.

A N The saled source(s) or detector cell(s) specified in ltems 7 C, 74, 7L, and 7M. shall be
tested for lcabage and/or contamination at intervals not 1o exceed six (0) months. Any source
teveived from another person which is not accompanicd by a certificate indicating that 4 test
was performed within 6 months before the transfer shail not be put info use until tested.

) Notwithstanding the periodic Ie & test required by this condition, any liccnsed scaled source is
cxempt {rom such leak tests vhen the sousce contains 100 mucrocurics or less of beta and/or
gamm cmitting material or 10°mi rocuries or less ¢f alpha cmitting matenal,

K I8

[ 270K I8 I A A 2

C78X J8C 78 T8 U T 18T ;9.

{ 78Y JUX JO% A

O3




\R{ \R{ 187 Y

T IR TR TR

0

87 YRL YT ST A Y W L

\®

B T T

[ RN

NS Y

Y NAC FORM 3744 : U.S. NUCLEAR REGULATORY COMMISSION PAGE g OF g PAGES
(784 .
License Number
45-17769-01IMD
MATERIALS LICENSE Docket or Reference Number
SUPPLEMENTARY SHEET . 030-13296
Amendment No. 27

(continucd) CONDITIONS

12, B. Any source in storage and not being used nced not be tested. When the source is removed from
storage for usc or transfer to another person, it shall be tested before use or transfer.

C. The test shall be capable of detecting the presence of 0.005 microcurie of radioactive material on the
test sample. If the test reveals the presence of 0.005 microcuric or more of removable contamination,
the source shall be removed from service and decontaminated, repaired, or disposed of in accordance
with Commission regulations. A report shall be filed within S days of the date the leak test result is
known with the U. S. Nuclcar Regulatory Commission, Region II, Division of Radiation Safety and
Safcguards, Nuclear Malcrial Safety Section, 101 Marictta Street, N.W., Suite 2900, Atlanta,

Georgia 30323. The rgpgrt\haﬂ'épccify the sourcé involved, the test results, and corrective action
taken. Records of leak testresults shall be kept in units of micrqcuries and shall be maintained for
inspection by the gbt?tiﬁssion. Records may be disposed of félld?;qg Commission inspection.

o % 3

D. Tests for lukaé;'zhélor contamination shall be performed by the E;?cc or by other persons
specifically licpased by the. gommission or an Agrcement State to perform such services.

.
. .

i not be removed from source holdds'phdc(;ctor celle by the liceises.

ot y I

14, The licensee shall conduct a physical inventory every six (6) aonths 1o account for éll sources and/or devices
received and posskéed under the license. “Records of allsinveatories shall be maintained for two (2) years from
the date of cach igventory. " IR

15. The licensee may transport liccns.gg‘@atcdals in acootdancc with the provisions of 10 CFR 71, “Packaging and
Transportation of Radicactive Mftcral® RSO : i

16. A. Radiopharmad:uﬁcgls dispcnscd and/or dists;. uted for human use shall be cither:

? .
() chackagc{ frf)'m prepared radiopharmaccuticals that are the subject of an FDA-approved
"New Drug Application® (NDA) or for which FDA has accepted a *Notice of Claimed
Investigational Exemption for a New Rrug” (IND), or

(i1) Prepared f-om generators and reagent kits that arc the subject of an FDA-approved NDA or
for which FDA has accepted an IND.

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

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

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

C. The licensce shall inform, in writing, cach physician who participates in an IND evaluation that the
e physician is responsible to the sponsor of the IND for use of the drug in accordance with protocols
: established by the sponsor and for reporting to the sponsor the clinical information obtained through
use of the drug.
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13. Scaled sources or defector cells crntaining licensed materials shall not be opcncgb] the licensce. Sources shall
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MAC FORM 374A " U.S NUCLEAR REGULATORY COMMSSION | e 7 OF g  paGES |
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i Lacense Number =

45-17769-01MD :

MATERIALS LICENSE Docket or Reference Namber o e

SUPPLEMENTARY SHEET £30-132%0 N

.

Amecndment No. 27

(coatinued) CONDITIONS

17. The licensce shall clute gencrators and peocess radioactive material with reae--t kits in accordance with
instructioas furnished by the manufactuser oa the label attached to or in the _uflct or brochure that
accompanics the gencrator or rcagent kit; or not withstanding 10 CFR 35.72(a)(2), the liceasce may prepare
radiopharmaccuticals in accordance with the specific departures authorized in License Coadition 17 of Licease
Number 34-16654-01MD, provided that the licensee has all current specific acparture directions and cquipment
required by License Condition 17 of Li-sasc Number 34-16654-01MD and they 2 vailable for inspection by
the Nuclear Regulatory Commission.

18.  Notwithstanding 10 CFR 32.72(a)(2)}tbé tensee may make depaturcs 1o prepared iodine 131 (as sodium

iodidc) therapy dose rads provided that the dcpartuecs arc made in accordance with License
Coadition 24 of License €7 34-16654-01MD and that the licensee bas all current specific departure :
directions and required ex and they arc available for inspection by the Nuclcar Regulatory Commission.

8T8 8 8 A ATET'e B R TE IR B e B B 86 S SRS e

19. The liccasee is authotized to hold sadioactive matcerial with a physical half-life of less than 65 days for decay-in-

storage before disposa: in orditary trosh provided:
A.  Radioadtive waste to be dispgx‘d of n thin'manncy shall be held fos decay a minimim of 11 palf-lives.
4 S ,v': - N A - . e

B. Before daspOsal as normal waste, radioactive wastc shall be surveyed to determine that its radioactivity

i

- L
cannot be distinguished frdln‘b‘ﬁyound. All mﬁlhon labels shall be removed or obliterated.

C. Generator columas shall be scgregated 50 that they may be monitored separately to cnsure decay to
background lcvels prior 1Q disposal. . | - '

2. Any proposed changes in packagmg. shlcldmg, ort&ﬂﬁng sballbc submitted for review to the U. S. Nuclear
Regulatory Commission, Region 11, Division of Radigtion Safety and Safeguards, Nuclear Material Safety
Section, 101 Marictta Slt'cct".N.W.. Suite 2900, Adanta, Georgia 30323.

%
T

;

21. Reagent kits may be redistributed to persons licensed pursuant to 10 CFR, Parts 35.14 wnd 35.100 {superseded])

for Group I or pursuant to 1¢ CFR, Part 35.200 [cffective April 1, 1987] or under cquivalent Agreement State
licenscs. ‘ o

2 Radioactive waste may be picked up from the licensee's custumers and disposed of in accord.nce witk the
statements, representations, and procedures in the application Jated December 23, 1987,

23, The hicensee may use the Calicheck® device for performing lincarity tests of its dose calibrator provided i
follows the procedures in the Caleorp, Inc., manual dated March 2, 1982

24. In addition to the possession limits in ltem 8, the licensce shall further restrict the possession of licensed
matcrial to quantitics below the minimum limit specified in 10 CFR 30.35(d) ‘or establishing decommissioning
financial assurance.

K JOX 70K JOX 78U U T TRU ZAN VAN YRU PR JON TR NN 2N A TR T R R A I A I A Y 5200 281 2B A FRU BT 7N TN PRI

25, The liceasec shall maintain records of information important to safe and cffective decommissioning at the
licensee's facilitics located at 2085 Dabncy Road, Richmond, Virginia in accordance with the provisions of 10
CFR, Part 30.35(g) until this licensc is terminated by the Commission.
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: 45-17769-01MD *
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A

Amecndment No. 27

{ T3

(coatinued) CONDITICNS

.
®
26. Except as specifically provided otherwise in this license, the licensee shal! conduct its program in accordance §
with the statements, representations, and procedurcs contained in tae documents, including any cnclosures, -
listed below. The Nuclear Regulatory Commissioa's regulations snall govern unless the statements, s
represcatations, and procedurcs in the licensee’s application and correspondence are more restrictive than the s
regulations. *
®
i Application dated December 23, 1987 s
B. Letter dated Janu wry 27, 1988 =¥
C. Letter dated May 21, 1990 .
D. Letter dated January 18, 1991
E. Letters dated July,30, 1991 and August 13, 1991 i
F. Letter dated August 26, 1991 '
G. Letter dated 9, 1993 (extension of expiration datc)
H. Letters dated Februasy 25, 1994 and March 24, 1994 (new unit dosc shicld, extended cxpiration datc)
L Letter dated November 11,1994 (revised product labels, revised unit dose shicld activity limits,
' modificd iodination hood air sampling system, revised dosimetry
procedures)
J. Letters daied December 12, 1995 & Janaary 17, 1996 (Extead cxpication date, delete 1-131 for -iis.

monocional antibodies, modify waste
handliag procedurcs, correct Condition
11.B)
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FOR THE US NUCLEAR RLGULATORY COMMISSION

,.,«?{.}'7:\1 PELCHAT
S

Datc m‘ 3 1 }m‘ By //%///—

A, ’/'{ L —"Region Ii. Dunasion of Nuclear Materials Safety
Aot ’ 101 Marictta Street, NW. Suite 2000

v Lk Atlanta, Georgia 30323
N-MUICENSEVS-17700A27 /
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