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MATERIALS LICENSE Amendment No. 1 X

-

Pursuant to the Atomic Energy Act of 1954, 45 amended, the Energy Reorgamzation Act of 1974 (Public Law 93-438). and Title 10, Code of 4:
!

Federal Regulations, Chapter L Parts 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations heretofore made
by the licensee. o hicense is hereby issued authorizing the licensee to receive. ad quire. possess, and transter byproduct. source, and special nuclear

matenal designated below to use such material tor the purpose(s) and at the place(s) designated below: to deliver or transfer such material t >

!
persons authorized to receive it an accordance with the regulations of the applicable Part(s). This license shall be deemed to contain the conditions 5
specitied i Section 183 of the Atomic Energy Act of 1954, as amended. and 1s subject to all applicable rules. regulations. and orders of the =Y
Nuclear Regulatory Commission now or hereafter in effect and o any conditions specified below L

f

l

Licensee \
) In accordance with letter dated February 24, 1997 }

l

i Princeton Diagnostics Isotopes, Inc. 47-25322-01MD

3. Lacense Number

| 1s amended in its entirety to read as follows: ] $
1
5 34 New Hope Road ' e ekt e
- # p i s =~
Princeton, West Virginia 24740 | 4 Expiration Date  March 31, 2005 (extended) I~
L o " i
5. Docket or 030-33758 |
|  Reference No e "‘
I ) Il
6 Ijl,\ pmdug(. Source, and/of 7. Chemical and/or Physical 8. Maximum Amount that Licensee :
Special Nuclear Material Form May Possess at Any One Time :

Under This License

| A, Molybdenum 99 A Any molybdenum 99/ A. 50 curies (1.85 TBq) =

technetium 99m generator

|
manufactured, labeled, [ {
packaged, and distributed in l
accordance with a specific &
license issued pursuant to |
10 CFR 32.72 or a specific ‘
license issued to the
manufacturer by an '*.
Agreement State pursuant to ,

equivalent State regulations

")
B. Any byproduct naterial B. Any sealed source listed in B. 50 millicuries total (1.85 GBq) ~
authorized under 10 CFR, 10 CFR 35.57(a) that has ~
35.57(a). been manufuctured, labeled, "
packaged, and distributed in :

accordance with a specific b

license issued pursuant to 10 s

CFR 3274 or a specific =

license issued to the '

i manufacturer by an
1 J 0 $) 9 1 Agreement State pursuant to b

equivalent State regulations

/
9706190297 97051 Mv ‘
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NRC FORM 374A .S.
oy U.S. NUCLEAR REGULATORY COMMISSION  eace 2 ' ¥ S
- License Number 47.25322-01MD
MATERIALS LICENSE 'Docket or Reference Nqy#raz 168 N
SUPPLEMENTARY SHEET —n
Amendment No. 1
6. Byproduct, source, or special 2. Chemical and/or physical 8. Maximum amount that licensee
nuclear material form may possess at any one time under
this license
53 Xenon 133 . Unit dose centainers of gas C 0.3 curies (11.1 GBq)
or gas in solution that is the
subjeet of an active (i.cy not
withdrawn or terminated)
"New Drug Application
(NDA) approved by the FDA
or an active (ie, not
withdrawn or terminated, or
on “clinical hold") "Notice of
Claimed Investigational Ex-
emption for a New Drug"
(IND) that has been accept-
ed by the FDA
D. lodine 131 '+ B Capsule form listed in D. 900 millicuries (33.3 GBq)
10 CFR, Parts 35.100, 35.200,
and 35.300.
B Technetium 99m | Any form listed in E 50 curies (1.85 TBq)
Parts 35.100 and 35.200
E. Any byproduct material, F. Any form listed in . 100 millicuries (3.7 GBq) total
except technetium 99m or 10 CFR 35.100.
iodine 131, listed in 10 CFR
35.100.
4. Any byproduct material, G. Any form listed in G. S00 millicuries (18.5 GBq) total
except technetium 99m  or 10 CFR 35.200.
iodine 131, listed in 10 CFR
35.200.
H Any Dbyproduct material, H. Any form listed in 10 CFR, H. 100 millicuries (3.7 GBq) total

except iodine 131, listed in
10 CFR Part 35.300

35.300




&

S AUA A A AT A TR TR IS AT I I TAT IAT I 1T IAT 16T 18T 14T T T4 16T 18T 1A IBLIRT TR LIAT 18T 10 18T 18T 1T 18T 18T TAT T 16T 1A 16T T 14T 14

,.‘

. m‘c) FORM 374A : ~ U.S.NUCLEAR REGULATORY COMMISSION pAGE 3 oF 7 PAGES |
b ' ‘ Y= e ®
.4: License Number 47.25322-01MD :
e "
I MATERIALS LICENSE [Docket or Reference Nugtar 129< . .
:; SUPPLEMENTARY SHEEY . ®
o Amendment No, 1 :
e o o ;
o -~
,i 6. Byproduct source , or special 7. Chemical and /or physical 8. Maximum amount that licensee may b
o nuclear material form possess at any one time under this K
3 license =
-

4 .
:
= L Any byproduct material listed L Any scaled source that has L. 500 millicuries (18.5 GBq) total b
= in 10 CFR, Parts 35400 and been manufactured, labeled, under 10 CFR 35.400, "
oi) 35.500 packaged, and distributed in b
o accordance with a specific 4.5 curies (166.5 GBq) total, no "
license issued pursuant to single source to exceed 1.5 curies g

10 CFR 32.74 or a specific (174.8 GBq) under 10 CFR 35.500. g

license issued to the manu-
facturer by an Agreement
State pursuant to equivalent
State regulations

R AU

SOLIWL S

Any byproduct  material : Prepackaged in vitro diag- . 50 millicuries (1.85 GBq) total
identified in 10 CFR, nostic test kits
Part 31.11(a)

Uranium (depleted in the K. Metal enclosed in stainless ; 220 kilograms
isotope uranium 235) steel

Authorized Use:

A, For production of technetium 99m pertechnetate. Redistribution of unused generators to authorized
recipients in accordance with statements, representations and procedures in application dated December
27, 1994,

Instrument calibration. Redistribution of sources to specifically authorized recipients. Pursuant to 10 CFR,
Part 32.74, the licensce is authorized to redistribute sources to persons licensed in accordance with
10 CFR 35.57, or equivalent Agreement State licenses,

Distribution to authorized recipients

Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients in capsule form
only..

Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. Use of
technetium 99m pertechnetate for processing with reagent kits in preparing radiopharmaceuticals

LIQLS l)~;1 JEL
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|

procedures in application dated December 27, 1994,

b.| NRC FORM 374A 5 8. i

B -y U.S. NUCLEAR REGULATORY coumssnou[ _ PagE © oF paces b
o !l icense Number 47-25322-01MD b
] *
:} MATERIALS LICENSE Docket o Reference M@ 33758 |
- SUPPLEMENTARY SHEET »
‘E f Amendment No. 1 ~
- e a3 Pl ey L =
b T P A L o e oo »
:? (continued) .
o =
L:j F. through H.  Dispensing and/or distribution of prepared radiopharmaceuticals to authorized recipients. .
: >
o L Redistribution of sealed sources as received from the manufacturer in the manufacturer’s original .
. packaging and shiclding and accompanied by the manufacturer’s approved instructions to authorized .
: recipients for use and storage. ..
: .
» J Pedistribution to general and specific licensees in accordance with statements, representations and .|
, .

Shielding for molybdenum 99/technetium 99m geaerators.

Pursuant to 10 CFR, Parts 32.72 and 32.74 of 10 CFR Part 32, the licensee s authorized to distribute the byproduct
material described in Jtems 6 and 7 A. through K. of this license to persons licensed in accordance with Sections
35.100, 35.200, 35.30G, 35.400, and 35.500 of 10 CFR Part 35, or under cquivalent Agreement State licenses.

LWL 0L 9L LWL L 0L 9L 9. . 9.

CONDITIONS

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

A. Licensed material shall be used by, or under the supervision of:

_,'—_r WAL

(1) a pharmacist working or designated as an authorized nuclear pharmacist in accordance with
32.72(b)(2) and 32,72(b)(3) of 10 CFR Part 32, or

LWL WL

{2) authorized nuclear pharmacists David McLeland, R .Ph., Sydney Bauer, R.Ph., Cory Clifton, R.Ph.,
Byron Alfrey, R.Ph., Dan Adams, R.Ph, Gregory E. Green, R.Ph., or Jeffrey A. Clanton, R.Ph.

The Radiation Safety Officer for this License is Jeffrey A. Clanton, R.Ph,
Scaled sources and detector cells shall be tested for leakage and/or contamination at intervals not to

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

L0919 WL 8L 9. 9.

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

In the absence of a certificate from a transferor indicating that a leak test has been made within six months
prior to the transfer, a sealed source or detector cell received from another person shall not be put into
use until tested.
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:i (’:H"C) FORM 374A : 4 ~ U.S. NUCLEAR REGULATORY COMMISSION ‘ PAGE 5 OF 7 o RAGES ’.
J License Number 47.25322.01MD s
| MATERIALS LICENSE o o W Ve —~ .
o SUPPLEMENTARY SHEET fos o >
. Amendment No. 1 :
Y — - - A O S T A et PR |
‘; X >
. -
,] .
< -
a CONDITIONS o
® (continucd) ®
'. »
:. »
12 D. Scaled sources need not be leak tested if: ::
(1) they contain only hydrogen-3; or ”
(ii) they contain only a radioactive gas; or .
(i) the half-life of the isotope is 30 days or less; or -
(iv) they contain not more than 100 microcuries of heta and /or gamma emitting material or not more &
than 10 microcuries of alpha emitting material; or .
v (v) they are in starage, and are not being used. However, when they are removed from storage for o
: use or transferred to another person, and have not been tested within the required leak test >
¢ interval, they shall ¢ tested before use or transfer. No sealed source or detector cell shall be o
’ stored for a period of more than 10 years without being tested for leakage and/or contamination. .
' -
! 2 The leak test shall be capable of detecting the presence of 0.005 microcurie of radioactive materia’ on the o
: test sample. Records of leak test results shall be kept in units of microcuries and shall be riaintained for .
! inspection by the Commission. If the test reveals the presence of 0.005 microcurie or mor:: of removable -
. contamination, a report shall be filed with the U S. Nuclear Regulatory Commission and ti e source shall o
o be removed immediately from service and decontaminated, repaired, or disposed of in accordance with .
:I Commission regulations. The report shall be filed within § days of the date the leak test resait is known 3
with the U S. Nuclear Regulatory Commission, Region il, ATTN: Chief, Licensing/Inspection Branch, 61 >
“ Forsyth Street, S.W., Suite 23T85, Atlanta, Georgia 30303-3415. The report shall specify the source I~
: involved, the test results, and corrective action taken. Records of leak test results shall be ket in units ~
" of microcuries and shall be maintained for inspection by the Commission. Records may be disposed of {
f' following Commission inspection. =
.

Tests for leakage and/or contamination shall be performed by the licensee or by other persons specifically
licensed by the Commission or an Agreement State to perform such services.

Scaled sources or detector cells containing licensed material shall not be opened or sources removed from source
holders or detector cells by the licensee,

L A9 S S

The licensee shall conduct a physical inventory every six months to account for all sources and/or devices received
and possessed under this license. Records of inventories shall be maintained for S years from the date of each
inventory.

The licensee is authorized to transport licensed material only in accordance with the provisions of 10 CFR 71,
"Packaging and Transportation of Radioactive Material”

Radioactive waste may be picked up from the licensee’s customers and disposed of in accordance with the
procedures, statements, and representations in December 27, 1994,
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| NRC FORM

:; (7-99; ORM 374A . . “U.8. NUCLEAR REGULATORY COMMISSION e PAGE 6 OF 7 o PAGES

‘; License Number 47-25322-01MD

j MATERIALS LICENSE Daocket o Reference Nu@B@:33758

. SUPPLEMENTARY SHEET

o Amendment No. 1

a - S .

-

o

al CONDITIONS

- {continued)

»

o

1 1 The licensee is authorized to hold radioactive material with a physical half-life of less than 65 days for decay-in-

. storage before dinposal in ordinary trash provided:

g A. Radioactive waste to be disposed 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

appropriate meter sel on its most sensitive scale and with no interposed shiclding to determine that its
radioactivity cannot be distinguished from background. All radiation labels shall be removed or
obliterated

5 Generator  columns  shall  be segregated so that they may be monitored separately
to ensure decay to background levels prior to disposal.

18. Any proposed changes in packaging, labeling, shielding, or instructions for use and storage shall be submitted for
review to the Chief, Licensing/Inspection Branch, U.S. Nuclear Regulatory Commission, Region I, 61 Forsyth
Street, S.W., Suite 23Ta5, Atlanta, Georgia 30303-3415. Approvalof the changes shall be received by the licensee
prior to implementiag the changes.

19, In addition to the possession limits in condition 8, the licensee shall further restrict the possession of licensed
material to quantitics below the winimum limit specified in 10 CFR 30.35(d) for establishing decommissioning
financial assurance.

- 20. The licensee shzll maintain records of information related to decommissioning at the licensee’s facilities located
at 34 New Hope Road, Princeton, West Virginia as specified in 10 CFR 30.35(g) until this license is terminated
by the Commission.

LWL LIS WLV WL RO LWL WL 0L L 0L 9L 9. 9L 0L 0L 0L 0L 9. 9L 9L 9. 92 9. 9. 9. 9.0 9. 9.9
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—

The licensee may not possess and use materials authorized in items 6., 7., and 8. until: 1) the licensee has
constructed the facilities and obtained the equipment described in the application and supporting documentation,
and 2) the U S. Nuclear Reguiatory Commission, Region I, ATTN: Chief, Licensing/Inspection Branch, 61 Forsyth
Street, S.W., Suite 23T85, Atlanta, Georgia 30303-3415, been notified that activities authorized by the license will

WL WL WL

. be initiated.

: 22 Within 30 days of the date of a decision not to complete the facility, acquire equipment, or possess and use F
- authorized materials, the licensee must notify the NRC, in writing, of that decision. F
- X
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1 License Number
. 47-25322-01MD
|
:{ MATERIALS LICENSE [Docket or Reference Nlﬂﬂ}{_’{{, i R
o SUPPLEMENTARY SHEET ‘L AT
.{ Amendment No. 1
i; BN =S USROS S L i e N N R (RS e S
e
"
. CONDITIONS
(continued)
7o 8 Except as specifically provided otherwise in this license, the licensee shall coaduct its program in accordance with

A.

; B,

Application dated December 27, 1994

Letters dated:

- January 2, 1995

[1-131 capsules only}

the statements, representations, and procedures contained in the documents, including any enclosures, listed below.
The Nuclear 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.

[new licensce|

- March 1, 1995 [facsimile forwarding copy of West Virginia Pharmacy Licensc)
- March 21, 1995 [receipt of radioactive material]

- April 20, 1995 [add authorized user]

- March §, 1996 [authorized user verification}

- April 2, 1996 [add authorized user]

- February 24, 1997 [change RSO, delete use Syncor sharps container)

Date MAY i 3 ‘99’

/[ { 1

| o

n:\milicense\47-25322.403

FOR THE US. NUCLEAR REGULATORY COMMISSION

2911

C. NRC letter dated March 1, 1996 (extends expiration date in accordance with 10 CFR 30.36)

HECTOR BERMUDEZ
{

/ P

//‘//

Region IT, Division of Nughe:
61 Forsyth Street, SSW., Sui

Atlanta, Georgia 30303-3415

aterials Safety

#4185

L AWLAWL W2 SWL WL \WL 1W. 1L (LWL .
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o

SOLIOL LWL L0998 9. WL 9. 8.9, 9. .9 9.
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& 6, NUCLEAR REGULATORY COMMISSION
2R o W o REGION Il
- H ATLANTA FEDERAL CENTER
o £ 61 FORSYTH STREET, SW, SUITE 23185
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INFORMATION FOR NRC MATERIAL LICENSEES

e T T B

Please find enclosed: Aour NRC material license
7 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

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.

Please be advised that your license expires at the end of the day in the menth 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:
Inspe~tions,” 10 CFR Part 20, "Standards for Protection Against Radiation,” and other apolicable
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

b. you have notified the U. S. Nuclear Regulatory Commission, Region Il, ATTN: Materials
Licensing\inspection Branch, in writing, that activities authorized by the license will be initiated.
e you tave submitted and certified implementation of a Quality Management Program
(10 CFR 35.32) for radiotherapy, or for administering > 30 uCi of 1-125 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 @ 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 30.3i(h) and/or license condition, notify NRC, promptly, in writing, and
request termination of the licen:

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

b. if you decide not to complete the facility, acquire equipment, or possess and i1se authorized
material.

(Rev. 4/97)



2

. Request and obtain a license amendment before you:

a. receive or use byproduct material for a clinical procedure permitted under Part 35 but not
permitted by your license issued pursuant to this part.

b. 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.

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

d. order byproduct material in excess of the amount, or a different radionuclide or form, other
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

change ownership of your organization.

6. 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 materiai 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.

'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 apnlication 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, und representations made in your license application and supplemantal
correspondence with NRC will result in enforcement action against you. This could include issuaice 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,"
NUREG-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 those who
do not achieve the necessary atterition to detail and standard of compliance expected of licensees.

Thank you foi your cooperation,

Enciosures:
A NRC License
3 Category Marked Below for:

[] 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,

{]) New radiography licenses: Parts 34; 150.

1] New medical and teletherapy licenses: Part 35

[] Amendments and renewals: NRC Form 313,

g:\drss\nmils\itr.cov

(Rev. 3/96) 1



. TIME DATE
CONVERSATION RECORD 2:34 p 5/18 [97
TYPE ) ROUTING
G - D . . E NP NAME/SYMBOL | 1N}
O mcomme | 1%
Location of Vist/Conterence: m'm i
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Licensing Telephone Conversation Record
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BETWEEN:

License Fee Management Branch, ARM

and
Regional Licensing Sections

LICENSE FEE TRANSKITTAL

A. Recion T

1. APPLICATION ATTACHED

Applicant/Licensee: PRINCETON DIAGNOSTIC ISOTOPES,

Received Date: 970225
Docket No: 3033758
Control No.: 257403
License No.: 47-25322-01M0
Action Type: Amendment

2. FEE ATTACHED
Amount : _520.00__
Check No.: _1303

3. COMMENTS

8. LICENSE FEE MANAGEMENT Wﬂt&k

Signed
Date

1. Fee Category and Amount: @Q

2. Correct Fee Paid. Application may be processed for:
Amencdment

Renewal
License

3. OTHER

258

(FOR LFMS USE)
INFORMATION FROM LTS

Program Code: 02500
Status Code: 0 3] po
Fee Category: 3C 28 v
Exp. Date: 20050331

Fee Comments:

e B SE Re EA wa o we aw 43 en

Decom Fin Assur Reqd: N

......................................

INC.

__DIANE HEIM
2/26/97

when milestone 03 is entered /__I/)

£sn0

Signed

Date

-1 -
u‘fi )@5‘3 len

Log 4%
Remitier _ _
Check No. fiC -

Date Check Rec'd.
Date Completed

By: u,g“\/

Amount “fy_?;:;c .....
Fea Catngwy /___:’th, FRE .
Type of Fee . _____

3/51/7?




% " Princeton Diagnostic 1SOtOPes, Inc.

USNRC
REGION 11

101 Marietta Street N.W.
Atlanta, GA 30323-0199

RE: License #47-25322-01MD

To Whom It May Concern,

Please aliow this amendment application to reflect the following

changes:

,aety Officer to Jeffrey A. Clanton,
the license application letter dated
Clanton's's training

~hange the Radiatic
“«Ph. Please reference
April 20, 1998 for verification of Mr.
and experience

w Radiation Safety officer will be
avi ' . able to oversee the Radiation Safety P.ogram however,
wh he RSO is not on site, the Radiopharmacist on duty will
monicor the program. Any and all emelgencies will be
immediately referred to the RSO by the RuCiopharmacist on

duty.

We confirm that the ne

please change the section of our current package return
procedure labeled as Item 10.9 (A). we reguest to discontinue
the use of the Syncor sharps container insert for retrieving
radiocactive waste which may be defined as medical waste.
There will be no change in the type or amount of shielding

used in the retrieval systen.

Empty lead syringe shields will be monitored prior to reuse to
assure that no contamination 18 present.

No other changes tc our license are reguested at this time.

Thank you for your attention to this matter.

Sinceiely,

‘,/4r‘ Y antrn, | Lo (lind

{7
f
v

34 New Hope Foed ¢ . > Princete ), WV 24740
14ux}4a}7aee-smx14xx>4boq7a7
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NRC FORM 313 U. 8. NUCLEAR REGULATORY COMMISSION m“g;‘gtggig'm‘m
16-83) ESTIMATED BURDEN PER RESPONSE TO COMPLY WITH THIS INFORMATION
10 CFR 30, 32, 33 COLLECTION REQUEST: B HOURS. SUBMITTAL OF THE APGLICATION IS
34, 36, 36.'39 and 40 NECESSARY TO DETERMINE THAT THE APPLICANT IS QUALIFIED AND
THAT ADEQUATE PROCEDURES EXIST TO PROTECT THE PUBLIC HEALTH
AND SAFETY FORWARD COMMENTS REGARDING BURDEN ESTIMATE 10
APPLICATION FOR MATERIAL LICENSE THE INFORMATION AND RECORDS MANAGFMENT BRANCH IMNBE 77 14),
U.S. NUCLEAR REGULATORY COMMISSION, WASHINGTON, DC 40B866-
0001, AND TO THE PAPERWORK REDUCTION PROJECT (3150-0120),
OFFICE OF MANAGEMENT AND BUDGET, WASHINGTON, DC 20603,

INETRUCTIONS: SEE THE APPROPRIATE LICENSE APP' ICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLIC \TION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLIC, TION TO THE NRC OFFICE SPECIFIED BELOW.

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE WITH: IF YOU ARE LOCATED IN:
DIVISION OF INDUSTRIAL AND MEDICAL NUCLEAR SAFETY ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OMIO, OR WISCONSON,
OFFICE OF NUCLEAR MATERIALS SAFETY AND SAFEGUARDS SEND APPLICATIONS TO:

U.S NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20666-001 NUCLEAR MATERIALS LICENSING SECTION

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: :;%.33?.';“' REGULATORY COMMISSION
IF YOU ARE LOCATED IN: 801 WARRENVILLE ROAD

USLE, IL 806324961
CONNECTICUIT, DELAWARE, DISTRICT OF COLUMBIA, MAINE, Ma.  AND

MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, NEW YORK, PENNSYLVANIA, ARKANSAS, COLORADO, IDAHO, KANSAS, LOUISIANA, MONTANA, NEBRASKA, NEW
AMODE ISLAND, OR VERMONT, SEND APPLICATIONS T0: MEXICO, NORTH DAKOTA, OKLAHOMA, SOUTH DAKOTA, TEXAS, UTAH, DR WYOMING,
SEND APPLICATIONS TO:

LICENSING ASSISTANT SECTION

NUCLEAR MATERIALS SAFETY BRANCH NUCLEAR MATERIALS LICENSING SECTION

.5, NUCLEAR REGULATORY COMMISSION, REGION | U.S. NUCLEAR REGULATORY COMMISSION, REGION 1V

476 ALLENDALE ROAD 611 RYAN PLAZA DRIVE, SUITE 400

KING OF PRUSSIA PA 19406-1416 ARLINGTON, TX 7601 1-8084

ALABAMA, FLORIDA, GEORGIA, KENTUCKY, MISSISSIPF, NORTH CAROLINA, PUERTO

¥ i | i
RICO, SOUTH CAROLINA, TENNESSEE, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA ALAGKA, AniBONA. CALIFONIA, HAWAN, NEVADA, QREQON. WARHINGTON, AND U.6

SEND APPLICATIONS TO: ] TERRITORIES AND POSSESSIONS IN THE PACIFIC, SEND APPLICATIONS TO.
RADIOACTIVE MATERIALS SAFETY BRANCH
NUCLEAR MATERIALS LICENSING SECTION
U.6. NUCLEAR REGULATORY COMMISSION, REGION It U.S. NUCLEAR REGULATORY COMMISSION, REGION V
101 MARIETTA STREET, NW, SUITE 2000 1460 MARIA LANE
ATLANTA, GA 30323-0189 WALNUT CREEK, CA 846065368

PERSGNS LOCATED IN AGREEMENT STATES SENN APPLICATIONS TO THE U.S. NUCLEAR REGULATOY COMMISSION ONLY IF THEY WISH TO POSSESS AND USE LICENSED
MATERIAL IN STATES SUBJECT TO U.S. NUCLEA", REGULATORY COMMISSION JURISDICTIONS,

1. THIS I8 AN APPLICATION FOR (Check appropriate item) 2. NAME 2¥9 MAILING ADDRESS OF APPLICANT finclude 2IF code)
Princew.: Diagnostic Isotopes, Inc.

e B OO 1R 34 New Hop 2 Road

X 5 AMENDMut 0 License numeen_47-29322-01MD Princeton. WV 24740

. . RENEWAL 7. ICENSE NUMBER

-

3 ADDRESSIES) WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 4. NAME OF PERSON TO BE CONTACTED ABOUT THIS
Same APPLICATION

Sharon |.. Long
Nationa! Physics Consultants

TELEPHONE # 330-066-7648

6 RADIOACTIVE MATERIAL
o Element and mass number. b. chemicel end/or ghysicel form, and o. maximum [ PURPOSE(S) FOR WHICH LICENSED MATERIAL WILL BE USED
emount which will be possassed st any one time.

7. | INDIVIDUALS RESPONSIBLE FOR KADIATION SAFETY PROGRAM AND THEIR

TRAINING EXPERIENCE v TRAINING FOR INDIVIDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS
” FACILITIES AND EQ WPMENT. 10 | RADIATION SAFETY PROGRAM
12. | UCEASE FEES (See 10 UFR 170 and Secoun 1 70.31) AMOUNT

11, | WASTE M. \NAGEMENT ree cATAGORYIC encLosen $920.00

13. | CERTIFICATION. iMust be campinted by applicents THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND AEPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING UPON
THE APPLICAKR™

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAN £D IN ITEM 2 CERTIFY THAT THIS APPLICATION I8 PREPARED IN
CONFORMITY WITH TITLE 10, CODS ~f “"DERAL REGULATIONS, PARTS 30, 32, 33, 34, 36. 36, 39 AND 40, AND THAT ALL INFORMATION CONTAINED HEREIN 1S TRUE AND
CORRECT TO THE BEST OF THEIR KNOWLEDGE AND BEI JEF.

WARNING: 18 U.S.C SECTION 1001 ACT OF JUNE 26, 1048 62 STAT 748 M "S 1T A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION
TO ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTEN WITHIN ITS JURISDICTION

C FYING OFFICER - T4 “INPRINTED £ AND TITLE SIGN 13 DATE .
am (Clantn, p‘;‘tmdt{)f ;D;m (CdanTin 2-24-97
FOR NRC USE ONLY

TYPE OF FEE FEE LOG FEE CATEGORY AMO'NT RECEIVED CHECK NUMBER | COMMENTS
$

. L)

APPROVED BY DATE gl




1', UNITED STATES ‘l'
CLEAR REGULATORY COMMISSION
REGION 1!
101 MARIETTA STREET, N.W., SUITE 2800
ATLANTA, GEORGIA 30823-0199

.....

April 10, 1996

Princeton Diagnostic Isotocpes, Inc.
ATTH: David L. McLeland

34 New Hope Road

Princeton, West Virginia 24740

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 yvou have questions, please
call me at (404) 331-4673. Our fax numbers are (404) 331-7437/4449. A copy

of this letter and your letter will be placed in the Public Document Room in
accordance with 10 CFR 2.790.

Sincerely,

’f;EZL6¥{{<. /é??i ;§2z£¢3ﬁV(,f

Diane M. Heim
Licensing Assistant
Division of Nuclear Materials Safety
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Princeton Liagnostic Isotopes, Inc.

April 2, 1996

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

Sincerely,

It X Pchiben o

David L. MclLeland
Princeton Diagnostic Isotopes

e

34 New Hope Road *4 « Prinzeton v 24740
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__l?ﬂS Board of Pharmaceutical Spoclp_!tigs_____;

March 5§, 1996

Gregory E. Green, BCNP
¢/0 34 New Hope Road #4
Princeton, WV 24740

To Whom It May Concem:

This is to verify that Gregory E. Green (SSN 307 72 4264) 15 board certified in nuclear pharmacy by
the Board of Pharmaceutical Specialties (BPS), Certification was granted in 199! and is valid for seven
(7) vears.

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 Amerncan
Pharmaceutical Association (APhA) on Jansary 5, :976. 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 1ecognized by BPS: nutrition support pharmacy practice, pharmacotherapy,
and psychiatric pharmacy practice. Currently, 1,649 pharmacists are centified by the Board

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

G [ TR TN - .

Thomas A. Wilson
Certification Administrator

917039

American Pharmaceutical Assocation * 2215 Constitution Avenue N\W o Wasnington OC 20037 2985
(202) 427 7581 « FAX (202) 783.235)
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Princeton Diagnostic Isotopes, Inc.

April 20, 1995

United States Nuclear Regulatory Comm.igsion
Region 11

101 Marietta Street, N.W., Suite 2900
Atlanta, GA 30323-019%°

Attn: Jay Henson

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

Dear Jay:

This letcer is to notify you that I intend to allow Jeffrey A.
Clanton, RPh to utilize radiocactive materials mnder the above
license number. Jeff currently is a Radiopharmacist for Vanderbilt
University irn Nashville, TN and is a Board Certified Nuclear
Pharmacist. Current plans are for Jeff to provide weekend and
emergency coverage as needed.

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

Sincerely,

Mt £ Wikilannt

David L. MclLeland, RSO
Princeton Diagnostic JTsotopes

34 New Hope Road ¢ Princeton WV 24740



Certification in Nuclear Pharmacy

Board of Pharmaceutical Specialties
attests that

Jeffrey A. Clanton

having fulfilled all requirements for recertification, and having been recommended by
the Specialty Council on Nuclear Pharmacy, is reconfirmed as a

PS5

7 BOARD CERTIFIED NUCLEAR PHARMACIST

/\zM/

Céauma of BPS Secretary of B u‘

)(/Wc X/X/W

Chaarman of Specialty Council

Date: July 1, 1991 BCNP# 8212841 First Certified August 25, 1982
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