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MATERIALS LICENSE Amendment No. 1 gj
Q.- :-
2 Pursuant to the Atomic Energy Act of 1954. as amended, the Energy Reorganization Act of 1974 (Public l.aw 93 438) and Tule 10. Code of 2

h

jl Federal Regulations. Chapter 1. Parts 30,31,32,33,34. 35. 36. 39. 40, and 70 and in rehance on statements and representations heretofore made 2
:

y by the licensee, a hcense is hereby iwued authorizing the licensee to receis e. acquire, powess, and transfer bypioduct. source, and special nuclear j

p"| material designated below; to use such material f or the purpose (s) and at the place (s) designated below; to deliser or transfer such material to7
persons authorized to receise it in accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions 3

*j specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all apphcable rules, regulations, and orders of the "
;

Nuclear Regulatoiy Commiwion now or hereafter in effect and to any conditions specified below. "
i

3
Q $

g
3

} .censee
in accordance with letter dated February 24,1997 3 i.

. 1

A Princeton Diagnostics Isotopes, Inc. 4 25322 M D ,{i, 3.1.icense Number
$ $is amended in its entirety to read as follows:

$ 2' 34 New Ilope Road k
$ Princeton, West Virginia 24740 4. Expiration Date March 31,2005 (extended) g
$ it

g! 5. Docket or 030-33758 5 i
J Reference No. Ib

I !!-g 6. Byproduct, Source, and/or 7. Chemical and/or Physical 8. Maximum Amount that Licensee
|g-d Special Nuclear Material Form May Possess at Any One Time 2;

!.! Under This License .r
G= .i
9 2::I.
hA. Molybdenum 99 A. Any molybdenum 99/ A. 50 curies (1.85 TBq) i

.

technetium 99m generator Is|
'

2 manufactured, labeled, Gj
'^l packaged, and distributed in $j

| accordance with a specific ij
license issued pursuant to 21
10 CFR 32.72 or a specific ij

i license issued to the Qj
l manufacturer by an Q1
1 Agreement State pursuant to Ij l

,

I equivalent State regulations Q
I

| |::6

IB. Any byproduct material B. Any scaled source listed in B. 50 millicuries total (1.85 GBq) ( ;

d authorized under 10 CFR, 10 CFR 35.57(a) that has ;| |
Q 35.57(a). been manuft.ctured, labeled, y |

.Cl packaged, and distributed in :i; mci accordance w. h a specific pit
?| license issued pursuant to 10 $ !

$ CFR 32.74 or a specific fj '

$ license issued to the @j

(" djmanufacturer by an

g M. 001 ^grec= cat state pursuant to ':1
'

:

q equivalent State regulations pa
n ,

la. I.:V4d I:0
$ i,: |

$$f{\f|]'{
;

~ s L'
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*-

p ucense Number*

47-25322-01MD N .

N g |

| t MATERIALS LICENSE pocket or aererence NO.W33758 $
W SUPPLEMENTARY SHEET -

g

! Amendment No. 1 E
'

E
B s
t -

,

C E
8

E

! E
8

E
5

E 1

3 6. Byproduct, source, or special 7. Chemical and/or physical 8. Maximum amount that licensee g l

! nuclear material form may possess at any one time under g
g this license g
8 E! li C. Xenon 133 C. Unit dose centainers of gas C. 03 curies (11.1 GBq) g i

3 or gas in solution that is the gj subject bf an activ' (i.e.,'not, g| |c
^

| withdrawn or terminated) g|'
$ 'New Drug Application" g|

'

W (NDA) approved by the FDA g
|| l% or an active (i.e., not g

$ withdrawn or terminated, or g|
'-

y on " clinical hold") * Notice of g|
g Claimed Investigational Ex- - ',

g|
<

s

g emption for a New Drug". p gj
y (IND) that has been accept- t>

^
g|

3 ed by the FDA L: r^ l

: r; v E|*
Ej D. lodine 131 D. Capsule form listed in

, ..
D. 900' millicuries (333 GBq)

3 10 CFR, Parts 35.100,35.200, i

N|[ and 35300.
C E|
'

E. Technetium 99m E. Any form listed in E. 50 curies (1.85 TBq) $
Parts 35.100 and 35.200 $

$ E'

F. Any byproduct material, F. Any form listed in F. 100 millicuries (3.7 GBq) total E

E

E|
except technetium 99m or 10 CFR 35.100.
iodine 131, listed in 10 CFR

E|
c

E 35.100.
E|s t

! G. Any byproduct material, G. Any form listed in G. 500 millicuries (18.5 GBq) total E

E except technetium 99m or 10 CFR 35.200. RI,

[ iodine 131, listed in 10 CFR E|
E|[- 35.200. j

Ej E|
ElS .

5| H. Any byproduct material, H. Any form listed in 10 CFR, 11. 100 millicuries (3.7 GBq) total d
h except iodine 131, listed in 35300. E:

% 10 CFR Part 35300. E-

hj E

M E

s E:

N. E-

M li

g,
E

E-

R I!
M E

5mer.cr1 m m m m m m m m m mc. m m m m m m m m m m m , m m m , ;j m m,R
-
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'

E
i

g MATERIALS LICENSE
Docket or Reference Nu0%)C33758 $g SUPPLEMENTARY SHEET

g
! ! Amendment No. 1 ||

8
E

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

f license g
? E

! W
5

E! I. Any byproduct materiallisted I. Any sealed source that has I. 500 millicuries (18.5 GBq) total E
N in 10 CFR, Parts 35.400 and been manufactured, labeled, under 10 CFR 35.400. N
N 35.500 packaged, and distributed in g;j accordance with a specific 4.5 curies (166.5 GBq) total, no g|
) license issued pursuant to single source to exceed 1.5 curies g|
| 110 CFR 32.74 or a specific (174.8 GBq) under 10 CFR 35.500. g|

~

license issued to the manuf / , glj'
\j facturer by an Agreement ' {l, g|

'

j State pursuant to equivalent / g|
3 State regulations ! g|
3 E|
3

E |I! ;
~

E
4 El

ElJ. Any byproduct material J. Prepackaged in vitro diag. - J. 50 millicuries (1.85 GBq) total g|
r

,

y identified in 10 CFRg . nostic test kits
g

y Part 31.11(a) g,

M E!g K. Uranium (depleted in the - K. Metal enclosed in stainless K. 220 kilograms g
g isotope uranium 235) steel!

3, f
3 E|
N E!
W

g|I
Ej 9. Authorized Use:

A. For production of technetium 99m pertechnetate. Redistribution of unused generators to authorized N
4

| recipients in accordance with statements, representations and procedures in application dated December
: 27,1994. i

s Ele i

I B. Instrument calibration. Redistribution of sources to specifically authorized recipients. Pursuant Io 10 CFR, El i

[ Part 32.74, the licensee is authorized to redistribute sources to persons licensed in accordance with N|i

E 10 CFR 35.57, or equivalent Agreement State licenses. E|
31 1

N
'

j C. Distribution to authorized recipients. |
NJ i

i

f{ D. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients in capsule form Ej
;

% only.. El
'

M
E| !j

h E. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. Use of I!|' *

N
technetium 99m pertechnetate for processing with reagent kits in preparing radiopharmaceuticals. &|

GI
Q
? E'l
h E|

|
'

l

> E|:
! y si '

'l

??? # ??????????- Y ??????? ?? k ???-
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q 47-25322-01MD E
Ucense Numb

E
E

N MATERIALS LICENSE codet or Reference N43*33758 g
W SUPPLEMENTARY SHEET g
& Amendment No. 1 |

l I N
d s
s (continued) j

i i g
s. F. through II. Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. g

N
| N 1. Redistribution of sealed sources as received from the manufacturer in the manufacturer's original g

W packaging and shielding and accompanied by the manufacturer's approved instructions to authorized'

g ,

{ recipients for use and storage. yI

* ||
) J. Pedistribution to general and specific licensees in accordance with statements, representations and g|
g procedures in application dated December 27,1994. g

Iall

K. Shielding for molybdenum 99/ technetium 99m generat[ ors.. fk
y - m

E i-

Pursuant to 10 CFR, Parts 32.72 and 32.74 of 10 CFR Part 32, the licensee is authorized to distribute the byproduct
material described in items 6 and 7 A. through K. of this license to persons licensed in accordance with Sections k

,

'

j 35.100,35.200,35.300,35.400, and 35.500 of 10 CFR Part 35, or under equivalent ' Agreement State licenses.

4 E|
$

~

$1
E|

@
'

a i,

CONDITIONS k'

i E|
a E!,

| 10. Licensed material shall be used'only at the licensee's facilities located at 34 New Hope Road, Princeton, WV.

W i

11. A. Licensed material shall be used by, or under the supervision of: gj
y a
j (1) a pharmacist working or designated as an authorized nuclear pharmacist in accordance with k

ml 32.72(b)(2) and 32.72(b)(3) of 10 CFR Part 32, or I

h E

(2) authorized nuclear pharmacists David McLeland, R.Ph., Sydney Bauer, R.Ph., Cory Clifton, R.Ph., E

||Byron Alfrey, R.Ph., Dan Adams, R.Ph., Gregory E. Green, R.Ph., or Jeff' rey A. Clanton, R.Ph. E,.

M El|
'

h B. The Radiation Safety Officer for this License is Jeffrey A. Clanton, R.Ph. E

$*
E|j

12. A. Scaled sources and detector cells shall be tested for leakage and/or contamination at intervals not to E|,

| $ exceed six (6) months or at such other intervals as specified by the certificate of registration referred to E|
[ f in 10 CFR 32.210, not to exceed 3 years. E

E|j$
'

I

3 B. Notwithstanding Paragraph A of this Condition, sealed sources designed to emit alpha particles shall be E
3 tested for leakage and/or contamination at intervals not to exceed 3 months. Rj
N E'J,

l s C. In the absence of a certificate from a transferor indicating that a leak test has been made within six months Elj

$j prior to the transfer, a sealed source or detector cell received from another person shall not be put into E|
$ use until tested. El
$ E!
M El
W El

l: W
E|| E E

! N E|
l N E|

k= =E = =EE mMw5 m m m m;m m m m m>m m m m m m mJr m m m m mAer m m mum m m m m m
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| MATERIALS LICENSE
Docket or Rererence N@r33758

| R SUPPLEMENTARY SHEET '

E~

| Amendment No. 1 E ;

| E
- '

n
'n

I $ j
a

h
7 CONDITIONS g
9 (continued) g
.: E |

| 8
g

s 12. D. Scaled sources need not be leak tested if: g
8

E|

| s (i) they contain only hydrogen-3; or g i

! (ii) they contain only a radioactive gas; or g |jj (iii) the half-life of the isotope is 30 days or less; or g
$ (iv) they contain not more than 100 microcuries'of beta and/or gamma emitting material or not more g|

| j than 10 microcuries of alpha emitting material; orkj , g|
j (v) they are in storage, and are not being used. However, when they are removed from storage for

@||| ) use or transferred to another person, and have not been tested within the required leak test g
| ) interval, they shall be tested before use or transfer. No sealed" source or detector cell shall be p '

3 stored for a period of more than 10 years without being tested for leakage and/or contamination.
! 2

E r

| ( E. The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive materia' on the g|
31 test sample.j Records of leak test results shall be kept in units of microcuries and shall be raaintained for i

g
k inspection by the Commission. If the test reveals the presence of 0.005 micrdcurie or more of removable !_ g
y contamination, a report shall be filed with the U.S. Nuclear' Regulatory Commission and ti e source shall !g
g be removed immediately from service and decontaminated, repaired, or disposed of in acordance with
a Commission regulations. The report shall be filed within 5 days of the date the leak test result is known ij with the U.S. Nuclear Regulatory Commission, Region II, ATTN: Chief, Licensing / Inspection Branch,61 f|

g Forsyth Street, S.W., Suite 23T85, Atlanta, Georgia 30303-3415. The report shall specify the source 9
involved, the test results, and corrective action taken. Records of leak test results shall be kcot in units N

f' of microcuries and shall be maintained for inspection by the Commission. Records may be d'isposed of $|
y following Commission inspection. b

| h E||
-

i

E
'

E9 12. F. Tests for leakage and/or contamination shall be performed by the licensee or by other persons specifically
E|! licensed by the Commission or an Agreement State to perform such services.
E|k l

$|
E13. Scaled sources or detector cells containing licensed material shall not be opened or sources removed from source

| f holders or detector cells by the licensee.
a m|

| 3 14. The licensee shall conduct a physicalinventory every six months to account for all sources and/or devices received E|
'

3 and possessed under this license. Records of inventories shall be maintained for 5 years from the date of each E|
i E inventory. k
| k E|'

% 15. The licensee is authorized to transport licensed material only in accordance with the provisions of 10 CFR 71, E

, " Packaging and Transportation of Radioactive Material." E|
\ E|

E16. Radioactive waste may be picked up from the licensee's customers and disposed of in accordance with the
E;

% procedures, statements, and representations in December 27,1994.
4 E'j
M E,ij E|
h E

| 4 E|
,

E|! n '

k h
'

$rarmymovovcm m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m
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MATERI ALS LICENSE Docket or Reference N@38 33758 g5.
SUPPLEMENTARY SHEETj g

8 Amendment No. 1 $ l

?
E |

9 s
-

a
0 E
5 CONDITIONS g ,

5 (continued) g |
*

E i

E |
$ 1e

iy 17. The licensee is authorized to hold radioactive material with a physical half-life of less than 65 days for decay-in- g ;
W storage before disposal in ordinary trash provided: g |
N !

M i

( A. Radioactive waste to be disposed of in this manner shall be held for decay a minimum of 10 half-lives. |
W '

, ,, . g ,-

y B. Before disposal as ordinary trash, byproduct material shall be surveyed at the container surface with the '

g
y appropriate meter set on itsinost sensitive scale and witlino interposed shielding to determine that its g
3 radioactivity cannot be ' distinguished from background. All radiation labels shall be removed or g
3 obliterated.
: kl i

El'-

j C. Generator columns shall be segregated so that they may' be monitored separately i

g
3 to ensure decay to background levels prior to disposal. '

|

; )
Ei 18. Any proposed changes in packaging, labeling, shielding, or instruction's for use and storage shall be submitted for
|i

,

Ei review to the Chief, Lijensing/ Inspection Branch,-U.S. Nuclear Regulatory Commission, Region II,61 Forsyth
N|

,

5 Street, S.W., Suite 23T63, Atlanta, Georgia : 30303-3415. Approval,of the changes shall be received by the licensee

f,j prior to implementiag the changes.

a
j' 19. In addition to the possession limits in rondition 8, the licensee shall further restrict the possession of licensed E!!
[ material to quantities below the r.'inimum limit specified in 10 CFR 30.35(d) for establishing decommissioning R|
: financial assurance. E|

'

(J
s i

a
20. The licensee shall maintain records of information related to decommissioning at the licensee's facilities located k|

[ at 34 New Hope Road, Princeton, West Virginia as specified in 10 CFR 30.35(g) until this license is terminated E|
g by the Commission. E|
A

E|
'

5 E21. The licensee may not possess and use materials authorized in items 6., 7., and 8. until: 1) the licensee has
E|2 constructed the facilities and obtained the equipment described in the application and supporting documentation;
E|E and 2) the U.S. Nuclear Regulatory Commission, Region II, ATTN: Chief, Licensing / Inspection Branch,61 Forsyth
Ej|* Street, S.W., Su:te 23T85, Atlanta, Georgia 30303-3415, been notified that activitics authorized by the license vdll

S Im initiated. El
5 d
! 22. Within 30 days of the date of a decision not to complete the facility, acquire equipment, or possess and use (
St authorized materials, the licensee must notify the NRC, in writing, of that decision. $

b
,a

~<
\

! $, $
N $
W $
4 6
a $-

N. $
M $'

| 5 6
i M $

5 $
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47 25322-01MD E||8
E

| | MATERIALS LICENSE
oocket or nererence NW'33758 E

R SUPPLEMENTARY SHEET gj
N Amendment No. 1 E ,
N

E
'

N
'

s
B E
5 CONDITIONS k !

N (continued) E
$

E
$ E
N

'

E
s

E |

N 23. Except as specifically provided otherwise in this license, the licensee shall conduct its program in accordance with E|
s the statements, representations, and procedures contained in the documents, including any enclosures, listed below. E ij The Nuclear Regulatory Commission's regulations shall govern unless the statements, representations and ( ||j procedures in the licensee's application and correspondence are more restrictive than the regulations. (
3

. EI
$ A. Application dated December 27,1994 [new license] (|
M EI

'

y B. Letters dated: g|
N Ey - January 2,1995 [1-131 capsules only] - g|
f - March 1,1995 [ facsimile forwarding copy of West Virginia Pharmacy License] g

||j' March 21,1995 [ receipt of radioactive material] g
g April 20,1995 [ add authorized user] g|
g March 5,1996 [ authorized user verliication) gj
g April 2,1996 [ add authorized user] gj
y February 24,1997 [ change RSO, delete use Syncor sharps container] g|
M EIg C. NRC letter dated March 1,1996 (extends expiration date in accordance with 10 CFR 30.36)

g|O

E E
I

'

W E|
3 EI
W E|f
!!| FOR THE U.S. NUCLEAR REGULATORY COMMISSION N|

Ei
N llECTOR BERMUDEZ N|
5

t E|
9 E'
a e si
0 MAY 131997, /Mu E!Date By

h
5

.j' / I(egion IT Division of N - h aterials Safety E|
J

'

|]| q[ 61 Forsyth Street, S.W., Sui T85 N

E|h
i Atlanta, Georgia 30303-3415

Y||M n:\mlicense\47-25322.A01
2 E

| N E|i

| "
E|; y

E

E'|
M E!
W E!*

E|N E,,

| 0) E!-

m E

$rm m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m m-m m m m m m m m m .>irm$|-
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UNITED STATES

NUCLEAR REGULATORY COMMISSIONo

[ REGION iln

.g r ATLANTA FEDERAL CENTER
e 61 FORSYTH STREET, SW. SUITE 23T85

(,/ mt"'iT1ggr
INFORMATION FOR NRC MATERIAL LICENSEES

Please find enclosed: . our NRC material license
// Amendment to your NRC material license
'

Amendment renewing your NRC material license
Amendment terminating your NRC material license
Notice for Radiographer Quality Assurance Approval Program 1

|
| .

Please review the enclosed document carefully and be sure that you understand all conditions. If there are
any errors or questions, please notify this office (ATTN: Ms. Diane Heim at (404) 562-4723) so that we can
provide appropriate corrections and answers.

i Please be advised that your license expires at the end of the day in the month and year stated in the license.
Unless your license has been terminated, you must conduct your program involving byproduct 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 19, " Notice, instructions and Reports to Workers; |
Inspections," 10 CFR Part 20, " Standards for Protection Against Radiation," and other applicable
regulations.

2. Not possess and use materials authorized in items 6,7, and 8, on the license until:

!- a. you have constructed the facilities and obtained the equipment described in the license
application and supporting documentation; and i

b. you have notified the U. S. Nuclear Regulatory Commission, Region 11, ATTN: Materials
Licensing \ inspection Branch, in writing, that activities authorized by the license will be initiated.

j

i
c. you have submitted and certified implementation of a Quality Management Prograrn

(10 CFR 35.32) for radiotherapy, or for administering > 30 uCI of I-125 or 1-131. !

3. Notify NRC, in writing, within 30 days:

a. when an authorized user, Radiation Safety Officer, or Teletherapy Physicist permanently '

discontinues performance of duties under the license or has a name change; or

b. when the licensee's mailing address changes (no fee is required if the location of byproduct
material remains the same).

4. In accordance with 10 CFR 30.33(b) and/or license condition, notify NRC, promptly, in writing, and
request termination of the licenu

a. when you decide to terminate all activities involving materials authorized under the license: or

i b. if you decide not to complete the facility, acquire equipment, or possess and use authorized

(. material.

(Rev. 4/97) -

f -

n

y --w - . ., ., , . - . . . . , .,m -
_
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<

3,

5. Request and obtain a license amendment before you:
1

receive or use byproduct material for a clinical procedure permitted under Part 35 but nota.
permitted by your license issued pursuant to this part. '

,

1b. permit anyone, not authorized under 10 CFR 35, Subpart J, to work as an authorized user
|under a license for medical use of byproduct material.
;

!

permit anyone, not authorized under 10 CFR 35, Subpart J, to work as a Radiation Safety |c.
Officer, Teletherapy Physicist, or Nuclear Pharmacist, under a license for medical use of !
byproduct material. j

l

d. order byproduct material in excess of the amount, or a different radionuclide or form, other j
than authorized on the license;

)

e. add or change the areas of use or address (or addresses) of use identified in the license
application or on the license; or

i

f. change ownership of your organization. |

G. Submit a complete renewal application with proper fee or termination request at least 30 days before
the expiration date of your license. You will receive a reminder notice approximately 90 days before
the expiration date. Possession of byproduct material after your license expires is a violation of NRC
regulations. Transfer of licensed materials must be consistent with 10 CFR 30.41,40.51 or 70.42,
as applicable. A license will not normally be renewed, except on a case-by-case basis, in instances
where licensed material has never been possessed or used.

i !n addition, please note that NRC Form 313 requires the applicant, by his/her signature, to verify that the
applicant understands that all statements contained in the application are true and correct to the best of the
applicant's knowledge. The signatory for the applicatior6 should be the licensee or certifying official rather |

than a consultant.

You will be periodically inspected by NRC. Failure to conduct your program in accordance with NRC
regulations, license conditions,.9nd representations made in your license application and supplemental j

!correspondence with NRC will result in enforcement action against you. This could include issuance of a
Notice of Violation, or imposition of a Civil Penalty, or an order suspending, modifying or revoking your
license as specified in the " General Statement of Policy and Procedures for NRC Enforcement Actions,"
IVUREG-1600, (7/95). Since serious consequences to employees and the public can result from failure to
comply with NRC requirements, prompt and vigorous enforcement action will be taken against thos.e who
do not achieve the necessary attention to detail and standard of compliance expected of licensees.

!
| Thank you for your cooperation.

Enclosures:

| 1. NRC License ;

i 2. Category Marked Below for:
I] New licenses: NUREG-1600 (7/95); 19; 20; 30; 40 or 70, as appropriate; 71; 170;

NRC Form 3: Agreement State list; and NRC Form 313,,

i Ij New radiography licenses: Parts 34; 150.
|1 New medical and teletherapy licenses: Part 35.-

[] Amendments and renewals: NRC Form 313.

'
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: (FOR LFMS USE)
: INFORMATION FROM LTS

BETWEEN: : --------------------

:
License Fee Management Branch, ARM : Program Code: 02500

f22/ [''] N [f ff; jlo
and : Status Code: 0

Regional Licensing Sections : Fee Category: 3C 2B
'

: Exp. Date: 20050331 e

: Fee Conenents:
: Decom Fin Assur Reqd: N
::::::::::::::::::::::::::::::::::::::

LICENSE FEE TRANSMITTAL

A. REGION

1. APPLICATION ATTACHED
Applicant / Licensee: PRINCETON DIAGNOSTIC ISOTOPES, INC.
Received Date: 970225
Docket No: 3033758
Control No.: 257403
License No.: 47-25322-01MD
Action Type: Amendment

2. FEE ATTACHED
Amount: 520.00
Check No.: _1303

3. Co mENTS

Signed ___ DIANE HEIM
Date 2/26/97

5. LICENSE FEE MANAGEMENT BRAN / Check when milestone 03 is entered /
.

,

1. Fee Category and Amount: ~' ~ ~~~ ~~~~ ~ ~~

Rem.tter _ _i _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ .

2. Correct Fee Paid. 'lication may be processed for: Check No._[dO3 _ _ - - _ _ _ - .

Amendment Amoun+
" " "*I
License Fee Category _. )_ _ _E ____ 7

Type of Fee _ _ _ _ _ _ _ _ _ _ .

3. OTHER

Date Check Rec'd._b_ Y__2_$__.f Date Co leted__
signed dl

__
By:_ . g _______________'

*
Date 6 /4l %f')

' r / //
7

'
.

. .

.

O

k

w ________m._._ __ ______-_..._.__.___..____.____.__._._m . _ _ _ _ _ _ . _ . _ _ . _ _ _ _ . _ _ . _ _ _ . . _ _ _ _ ._. __ _. _ _ _ _. __ _.___.___________m__w. ___---.._.-__ m _. _ .____.__.._
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kir~ibe80n Diagnostic |SOtopes, Inc.
.

USNRC

f REGION II
101 Marietta Street N.W.| Atlanta, GA 30323-0199

RE: License #47-25322-OlMD

| To Whom It May Concern,
allow this amendment application to reflect the following

Please
changes:

Clanton,

1. 75ange the Radiatic,. sa*ety Of ficer to Jef frey A.
Please reference the license application letter dated

1995 for verification of Mr. Clanton's's trainingRPh.
April 20,
and experience, -

We confirm that the new Radiation Safety Officer will be1

avni.lable to oversee the Radiation Safety Program however,
when the RSO is not on site, the Radiopharmacist on duty will

Any and all emergencies will bemonicor the program.
| immediately referred to the RSO by the Rudiopharmacist

on

duty.

2.
Please change the section of our current package return(A). We request to discontinue
procedure labeled as Item 10.9the use of the Syncor sharps container insert for retrieving

may be defined as medical waste.radioactive waste which in the type or amount of shieldingThere will be no change
used in the retrieval system.

Empty lead syringe shields will be monitored prior to reuse to
assure that no contamination is present.

No other changes to our license are requested at this time.

o
.. Thank you for your attention to this matter.

,.

,. .Sincerely,
0 )'q .,

Oly) hh:ltn, f/lukCllAf
~

2-2447

34 New'Hapa Road 4 2 hincetet WV 24740 .
1-800-460-7828 . FAX 1-800-450-4737

, , . .

I - .
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f4RC FOR,M 313 " U. S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO.31604120 |
EKPIRES 8 30-96e

$0M ESTIMATED BURDFN PER RESPONSE TO CO64 PLY WITH THIS INFORM ATION,10 CFR 30,32,33 COLLECTION REQUEST: 9 HOURS. SUBMITTAL OF THE ANUCATION IS*

84,36,36,39 and 40 NECESSARY TO DETERMINE THAT THE APPLICANT IS QUAUFIED AND
THAT ADEQUATE PROCEDURES EXIST TO PROTECT THE PUBLIC HEALTH
AND SAFETY. FORWARD COMMENTS REGARDING BURDEN ESTIMATE 1O

APPLICATION FOR MATERIAL LICENSE THm=Mam ^No aFCaoS u^NA*McNT aaaaCH iuHas >>iai,
U.S. NUCLEAR REGULATORY COMM!SSION. WASHINGTON DC '0666
0001, AND TO THE PAPERWORK REDUCTION PROJECT 13150 0120),
OFFICE OF MANAGEMENT AND BUDGIT, WASHINGTON, DC 20603.,

I*

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPi tCATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLK \ TION, I

EEND TWO COPIES OF THE ENTIRE COMPLETED APPLIC., TION TO THE NRC OFFICE SPECIFIED BELOW, )
|

j APPUCATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE WITH: IF YOU ARE LOCATED IN: )
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY ILUNOIS, INDIAN A, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSON,

a OFFICE OF NUCLEAR MATERIALS BAFETY AND SAFEQUARDS SEND APPUCATIONS TO:
1 U.S. NUCLEAR REGULATORY COMMi$SION

WASHINGTON, DC 20666 001 NUCLEAR MATERIALS UCENSING SECTION

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: O I
801 WARRENVILLE ROADIF YOU ARE LOCATED IN: USLE, IL00632-4361

CONNECTICilT, DELAWARE, DISTRICT OF COLUMBIA, M AINE, M A. AND,*

M ASSACHUSETTS, NEW H AMPSHIRE, NEW JER$fY, NEW YOMK, PENNSYLVANIA, ARKANSAS, COLORADO, IDAHO, KANSAS, LOUISlANA, MONTAN A, NFBRASKA, NEW
RHODE ISLAND, OR VERMONT, SEND APPUCATIONS TO: MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTAH, OR WYOMING,

SEND APPUCATIONS TO:
. UCFNSING AS$1STANT SECTION
*

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR M ATERIALS UCENSING SECTION
U.S. NUCLE AR REGULATORY COMMISSION, REGION l U.S. NUCLEAR REGULATORY COMMISSION, REGION IV

) 476 ALLENDALE ROAD 011 RYAN PLAZA DRIVE, SUITE 400
KING OF PRUSSIA, PA19406 1416 ARUN0 TON, TX 76011-8064

i
ALABAM A, FLORIDA, CEORot A. KENTUCKY, MfSSISSiPF1, NORTH CAROUNA PUERTO ALASKA, Anl20NA, CALIFONIf, HAWAll, NEVADA, OREGON, WASHINGTON, AND U.S'

CO, U C 01 TENNESSEE, VIMINIA, VIRGIN ISLANDS, OR WEST VIRGINIA' TERRITORIES AND POSSESSIONS IN THE PACIFIC, SEND APPUCATIONS TO:s

RADIOACTIVE MATERIALS SAFETY BFsANCH
< NUCLEAR MATERIALS UCENSING SECTION U.S. NUCLEAR REGULATORY COMMISSION, REGION V ii U.S. NUCLEAR REGULATORY COMMISSION, RE0lON 11

101 M ARIETTA STREET, NW, SUITE 2000 1460 M ARIA LANE
'

ATLANTA, GA 303234100 WALNUT CREEK, CA 94696-6368 j

|
1

PERSONS LOCATED IN AGREEMENT STATES SENO APPUCATIONS TO THE U.S. NUCLEAR REOULATOY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE UCENSED i

MATERIAL IN STATES SUBJECT TO U.S. NUCLEA'. REGULATORY COMMISSION JURISDICTIONS. !

1, THIS IS AN APPUC ATION FOR # Check amwopriste Jtemt 2, NAME m MAILING ADDRESS OF APPUCANT pcAnfo 3Pcode/

Princeau.. Diagnostic Isotopes, Inc,
_ A. Nrw Uca 34 New Hopa Road

; K_., B. AMENDWT TO UCENSE NUNIBER 47*25322-01MD Princeton. WV 24740 |
|C, RENEWAL !, ,,1 CENSE NUMBER_

i 3. ADDRESSIESI WHERE UCENSED M ATERI AL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ABOUT THis |
1 Same APeuCATiON

; Sharon L Long
i Nationa Physics Consultants ;

} TELEPHONE #330-086 7648

eirnu T tTrum m Tunminu 11 nw a im x tia rurn Tur Tyrr un _. [ r nr furrnui rinu Tn nr pnnvinrn it nrern'nrn rw Twr iirrw<r arpiir ATinN miftnF
6. ' RADIOACTIVE MATERIAL

3

1
a. Element and maen number, b. chemical end/or Physical form, and c. mammum 6. PURPOSEIS) FOR WHICH UCENSfD M ATERI AL WILL BE USED.

amount whech will be poseassed at any one time.

7, INDIVIDUALS RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
; TRAINING EXPERIENCE. S. TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

i

!
9. FACILtTIES AND EO'4PMENT. 10. RADIATION SAFETY PROGRAM.

12. UCE!aSE FEES iso so cm tm.mr s nem im ars AMOUNT
4
'

11. WASTE MANAGEMENT, FEE CATA00RY3C ENCtOSED 520.00
|

CERTIFICATION. erwree eewAeW6rw sene THE APPUCANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THl3 APPUCATION ARE BINDINO UPON1 13. a
#

THE APPUCANT.

THE APPUCANT AND ANY OFFICIAL EXECUTINO THIS CERTIFICATION ON BEHALF OF THE APPUCANT, NAh*lD IN ITEM 2 CERTIFY THAT THIS APPUCATION 18 PREPARED IN
CONFORMITY WITH TITLE 10, CODf ^7 UDERAL REGULATIONS, PARTS 30,32,33,34,36,36,39 AND 40, AND THAT ALL INFORMATION CONTAINED HEnt'IN IS TRUE AND
COPRECT TO THE BEST OF THEIR KNuWLEDGE AND BElJEF.

WARNING: 10 U.S.C. SECTION 1001 ACT OF JUNE 26,1948 62 STAT. 748 MN "$ IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE ST ATEMENT OR REPRESENT ATION
TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO AN" MATTEH WITHIN ITS JURISDICTION.

DATE

CEklFYING OFFICER.TVTfMPRINTED%ME AND TITLEdentSIGNbRE % rm z-zA47n Canno,
FOR NRC USE ONLY

TYPE OF FEE FEE LOG FEE CATEGORY AMO"NT RECEIVED CHECK NUMBER COMMENTS
S

9.f4gAPPRovEDeY DATE

y
>

J
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CLEAR REGULATORY COMMISSION.

g REGION 11

{ 101 MARIETTA STREET, N.W.. SulTE 2000 '
o
C ATLANTA, GEORGIA 30323-0190
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**
April 10, 1996 s

Princeton Diagnostic Isotopes, Inc. !
ATTH: David L. McLeland 1

34 New Hope Road |

Princeton, West Virginia 24740 ;

l

SUBJECT: ACKNOWLEDGEMENT OF NOTIFICATION OF SELECTION OF AUTHORIZED USERS'

UNDER 10 CFR 35.14'

Gentlemen:

We have received your subject notification dated April 2, 1996 but will not
amend your license at the present time. We will add (or delete) the
Authorized Users designated in, your letter during the next amendment or
renewal of your license. You should retain copies of your Radiation Safety
Committee records on this matter for review during our next inspection.

We appreciate your cooperation in this matter.. If you have questions, please ,

'

call me at (404) 331-4673. Our fax numbers are (404) 331-7437/4449. A copyi

of this letter and your letter will be placed in the Public Document Room in4

accordance with 10 CFR 2.790.
.

Sincerely,- |

RMG ke 1
J

| Diane M. Heim
Licensing Assistant
Division of Nuclear Materials Safety

,

t

e
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| Princeton Diagnostic Isotopes, Inc.
,

|

! April 2, 1996 i

United states Nuclear Regulatory Commission
Region II
101 Marietta Street, N.W., Suite 2900
Atlanta, GA 30323-0199
Attn: Jay Henson

Subject: Addition of an authorized User to License #47-25322-01MD

Dear Jay,

This letter is.to inform you that Gregory E. Green has begun to
,

work in a relief capacity as an authorized user. Enclosed is a
letter from the Board of Pharmaceutical Specialties documenting his -

Board Certified sta.+.us.
!

If you have any questions or need further assistance, please feel
free to contact me at (304) 487-5600

L

Sincerely,

WY k kY
.

David L. McLeland
Princeton Diagnostic Isotopes

!

,

!

|
i .

|

o,1Qh -

.a,

w,

i

34 New Hope Road *4 . Princeton, , 24740
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Board of Pharmaceutical Specialties
_

.

March 5,1996

Gregory E. Green, BCNP
clo 34 New Hope Road #4
Princeton, WV 24740

To Whom It May Cpncern:

"Ihis is to verify that Gregory E. Green (SSN 307 72 4264) is board certi0ed in nuclear pharmacy by
the Board of Pharmaceutical Specialties (BPS), Certification was granted in 1991 and is valid for seven
(7) y ars.

The Board of Pharmaceutical Specialties is that agency within pharmacy through which specialty
practice areas are formally recognized and specialists are certified. BPS was founded by American
Pharmaceutical Association (APHA) on Janaary 5, 4976. Nuclear Pharmacy was recognized as a
specialty in 1978 and the certification process was initiated in 1982. Three other areas of specialized
practice have been officially secognized by LPS: nutrition support pharmacy practice, pharmacotherapy,
and psychiatric pharmacy practice. Currently,1,649 pharmacists are certified by the Board.

If you have any questions, do not hesitate to contact the Board.

Sincerely,

>+ |f ~

Thomas A. Wilson
Certification Administrator

. myjo3D
: -

( .

i

American Pharmaceutical Association a 2215 Constitut;on Avenue NW e WasNngton. DC 20037-2985
(202) 420 7591 * FAX. (202) 783 2 351

1
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! Princeton Diagnostic isotopes, Inc.

April 20, 1995

i

United States Nuclear Regulatory Commission
,

Region II
101-Marietta Street, N.W., Suite 2900 !

Atlanta, GA 30323-0199
;

Attn: Jay Henson

Subject: Addition of an Authorized User to License #47-25322-01MD

!

Dear Jay: |

This letter is to notify you that I intend to allow Jeffrey A. |

Clanton, RPh to utilize radioactive materials under the above
license number. Jeff currently is a Radiopharmacist for Vanderbilt ;

University in Nashville, TN and is a Board Certified Nuclear |
Pharmacist. Current plans are for Jeff to provide weekend and j
emergency coverage as needed.

|

Enclosed is a copy of his Board Certification Certificate. If you
require any additional documentation or need further information,
please feel free to contact me at (304) 487-5600.

Sincerely,

hwh N d
David L. McLeland, RSO
Princeton Diagnostic Isotopes )

!

,

)

i

1

|

l

I
|

i

|
|

!34 New Hope Road . Princeton, WV 24740

i
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Certification in Nuclear Pharmacy
i

| Board of Pharmaceutical Specialties
attests thatg

i

| Jeffrey A. Clanton -1

ie m
having fulfilled all requirements for recertification, and having been recommended inj j

| the Specialty Council on Nuclear Pharmacy, is reconfirmed as a

! -
; BOARD ER11F1ED NlICLEAR PHARMACIST .

i
. .

. .

',
f Cdairman5f BPS Secretaryof BPY\

[^

~ Chafiman of Specialty Council

k ~

| Date: July 1,1991 BCNP# 8212841 First Certified? August 25,1982 (-

|

American Phannaceutical Association
|i

-

1 .

1
-

.

,

i *
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