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5/29/2014

To: Licensing Assistance Team
Division of Nuclear Materials Safety
U.S. Nuclear Regulatory Commission, Region I
2100 Renaissance Blvd, Suite 100
King of Prussia, PA 19406-2713

From: Rich Sucese, Pharm.D., RPh, RSO
PharmaLogic, Ltd
1191 S Brownell Rd, Ste 40
Williston, VT 05495

Re: Request to renew materials license

License Number 44-30124-01MD /9 4y - 7 j‘)/;)/7

Dear Sir or Madam:

Pharmalogic, Ltd is requesting the renewal of our radioactive materials license, 44-30124-

01MD.

Form 313 and a copy of our current license are attached. Please note a recently submitted license
amendment, Docket No. 03033449, Control No. 579544, contains all information pertaining to

items 5 — 11 on form 313.

Thank you in advance for your consideration of this request.

Sincerely,

Rich Sucese, Pharm.D, RPh, RSO
Pharmacy Manager
PharmaLogic, Ltd

ATT: NRC Form 313

Pharmal.ogic, Ltd license 44-30124-01MD

Pharmalogic Ltd

1191 S Brownell Rd, Ste 40 ¢ Williston, VT 05495

802-862-9944 ¢+ Fax: 802-863-1633
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NRC FORM 313
(03-2014)

10 CFR 30, 32, 33, 34
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APPROVED BY OMB: NO. 3150-0120

Estimated burden per response to comply with this mandatory collection request 4.3 hours. Submittal of the
application is necessary (o determine that the applicant is qualified and that adequate procedures exist lo
protedt the public health and safety. Send comments regarding burden estimate to the FOIA, Privacy, and
Information Colfections Branch (T-5 F53), U.5. Nudear Regulatory Commission, Washington, DC 20555-0001,
of by intemet e-mail to infocollects.
Regulatory Affairs, NEOB-102012, (3158-0120), Office of Management and Budget, Washington, DC 20503. Iif a
means used lo impose an information collection does not display a currently valid OMB control number, the
NRC may not conduct or sponsar, and a person is not required to respond to, the information cotlection.

EXPIRES: 05/31/2015

c.gov, and to the Desk Officer, Office of information and

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION.
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. *"AMENDMENTS/RENEWALS
THAT INCREASE THE SCOPE OF THE EXISTING LICENSE TO A NEW OR HIGHER FEE CATEGORY WILL REQUIRE A FEE.

APPLICATION FOR DISTRIBUTION OF EXENPT PRODUCTS FRLE APPLICATIONS WITH:

OFFICE OF FEDERAL & STATE MATERIALS AND
ENVIRONMENTAL MANAGEMENT PROGRAMS

DIVISION OF MATERIAL S SAFETY AND STATE AGREEMENTS
U.S. NUCLEAR REGULATORY COMMISSION

WASHINGTON, DC 20555-0001

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS:
IF YOU ARE LOCATED IN:

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA,
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HANIPSHIRE, NEW JERSEY,
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA,

SEND APPLICATIONS TO:

LICENSING ASSISTANCE TEAM

DIVISION OF NUCLEAR MATERIALS SAFETY

U.S. NUCLEAR REGULATORY COMMISSION, REGION |
2100 RENAISSANCE BOULEVARD, SUITE 100

KING OF PRUSSIA, PA 19406-2713

iF YOU ARE LOCATED IN:

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN,
SEND APPLICATIONS TO:

MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION I8
2443 WARRENVILLE ROAD, SUNTE 210

LISLE, it 605324352

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAN, IDAHO, KANSAS,
LOWSIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS,
UTAH, WASHINGTON, OR WYOMING,

SEND APPLICATIONS TO:

NUCLEAR MATERIALS LICENSING BRANCH

U.S. NUCLEAR REGULATORY COMMISSION, REGION IV
1600 E. LAMAR BOULEVARD

ARILINGTON, TX 76011-4511

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS

TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY

WISH TO POSSESS AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS.

1. THIS IS AN APPLICATION FOR {Check appropriate item)

D A. NEW LICENSE

D B. AMENDMENT TO LICENSE NUMBER

C. RENEWAL OF LICENSE NUMBER

44-30124-01MD

2. NAME AND MARING ADDRESS OF APPLICANT (inchude ZIP code)
PharmaL.ogic, Ltd

1191 S. Brownell Road, Suite 40

Williston, VT 05495

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED
1191 S. Brownell Road, Suite 40

4. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION

Richard Sucese

Williston, VT 05495

BUSINESS TELEPHONE NUMBER
8028629944

BUSINESS CELLULAR TELEPHONE NUMBER
8023559071

BUSINESS EMAIL ADDRESS

rsucese@pharmalogic.info

SUBMIT ITEMS 5 THROUGH 11 ON 8-1/2 X 14 PAPER. THE TYPE AND SCOPE OF INFORMATION TO BE PROVIDED 15 DESCRIBED IN THE LICENSE APPLICATION GUIDE.

5. RADIOACTIVE MATERIAL

5. PURPOSE(S) FOR WHICH LICENSED MATERIAL WitL BE USED.

a. Element and mass number; b. chemical and/or physical form; and c. maidmum amount
which will be possessed at any one time.

7. INDIVIDUAL(S) RESPONSIBLE FOR RADIATION SAFETY PROGRAM AND THEIR
TRAINING EXPERIENCE.

8. TRAINING FOR INDMDUALS WORKING IN OR FREQUENTING RESTRICTED AREAS.

9. FACILITIES AND EQUIPMENT.

10. RADIATION SAFETY PROGRAM.

11. WASTE MANAGEMENT.

12. LICENSE FEES (Fees required only for new appli

{See 10 CFR 170 and Section 170.31)

s, with few Exceptions*)

AMOUNT
ENCLOSED $

13,
UPON THE APPLICANT.

TO THE BEST OF THEIR KNOWLEDGE AND BELIEF.

CERTIFICATION. {Must be comploted by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENTATIONS MADE IN THIS APPLICATION ARE BINDING

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED INITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 37, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND CORRECT

WARNING: 18 U.S.C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT. 749 MAKES (T A C RIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN TS JURISDICTION.

GERTIFYING OFFICER — TYPED/PRINTED NAME AND TITLE
Richard Sucese, PharmD, RPh, RSO

SIGNATURE

L.

DATE

=iy

FOR NRC USE ONLY

TYPE OF FEE FEE LOG FEE CATEGORY |AMOUNT RECEIVED

H

CHEGK NUMBER

COMMENTS

APPROVED BY DATE
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U.S. NUCLEAR REGULATORY COMMISSION Amendment No. 27

MATERIALS LICENSE

Pursuant 10 the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93-438), and Title 10, Code of |
Federal Regulations, Chapter |, Pans 30, 31, 32, 33, 34, 35, 36, 39, 40, and 70, and in reliance on statements and representations |
| herstofore made by the liconseg, a license is hergby issued authorizing the licensee to receive, acquire, possess, and trangfer byproduct, |
| source, and special nucigar material designated bolow; to use such matgrial for the purpose(s) and at the place(s) designated below: to |
| doliver or transfer such material 1o persons authorized to receive it in accordance with the regulations of the appiicable Partis). This license }
shall be deemed to contain the conditions specified in Section 183 of the Atomic Energy Act of 1954, as amended, and is subject to all
apphicabie rules, reguiations, and orders of the Nuctear Regulatory Commission now of hereatter in effect and 1o any conditions specified
below. ‘

In accordance with the letter dated

Janvary 24, 2014,

1. Pharmalogic Lid. 3. License number 44-30124-01MD is amended in
its entirety to read as follows:

2. 1191 S. Brownell Road, Svite 40 4. Expiration date September 30, 2014
Williston, Vermont (05495 5. Docket No. 030-33449
Reference No.

8. Byproduct, source, and/or special 7.  Chemical and/or physical form . Maximum amount that Rcensee may
nuclear material ) ' ' ‘ possess al any one time under this
license .

. Any byproduct material with A‘Any . 200 millicuries per radionuclide
atomic numbers 3 through 83, : and 2 curies total
except as listed below i

Flyorine 18

. Gallium-67
Strontium 89
Yitrium 90
Molybdenum 99
. Technetium 99m
indium 111
lodine 123
lodine 131
Xenon 133
Samarnum 153

. Thallium 201 Any

Any byproduct material Prepackaged units for in vitro
permitted by 10 CFR 31.11 diagnostic tests

4

1 curie

500 millicuries
40 millicuries
500 millicuries
100 curies
100 curies
300 millicuries
50 miillicyries
2.5 curies

1.5 curie

750 millicuries
1 curie

50 millicuries

“Any
- Any
Any
Any
Any
Any
Any
Any
Any
Any
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'MAY-16-2014 11:45 NRC 610 337 5269 P.004

44-30124-01MD

MATERIALS LICENSE Docket or Roference Number
SUPPLEMENTARY SHEET 030-33449

Amendment No. 27

O. Any byproduct material O. Sealed Sources .- 0. 100 millicuries
permitted by 10 CFR 35.65(a) (E.l. DuPont Model NES-356;
International Isotopes Model
BMO03-57L and BM0O3-57A,
intermational {sotopes idaho,
Inc., Model, BM06-37, BMO6-
90, BM08-37, BM08-371,
BMOGE series, and BMO6S
series; North American
Scientific Model MED3550,
MED3400, MED3402,
MED3550, and MED3503; and -
Isotope Products Laboratories
. Model GF-152-R2, GF-152-R3,
~ RV-XXX series, and EG-133-
MX6-5U)
. Any byproduct material . Sealed-Sources (Bard ~P. 500 millicuries
pemitted by 10 CFR 35.400 - .. Brachytherapy Model STM
™ 1251, IsoAid, LLC Model 1Al
-125A,; Teragenics Theraseed
“Mode! 200; North American
* Scientific. Mode! MED3631 and
MED 3633) - -
Q. Any byproduct malerial with . Analytical samples Q. As needed (see item 8.Q.)
atomic numbers 2 through 83

R. Depleted Uranium . Solid R. 400 kilograms

9. Authorized use:

A. through M. Preparation and distribution of radioactive drugs and radiochemicals for medical use in
accordance with 10 CFR 32.72 and for non-medical use to authorized recipients.

F. and G. Redistribution of used and unused molybdenum 98echnetium 99m generators to authorized
recipients for medical use in accordance with 10 CFR 32.72 and for non-medical use t0
authorized recipients.

| N Redistribution to specific licensees or general licensees pursuant to 10 CFR 31.11 provided the packaging
and labeling remain unchanged.




© MAY-16-2014 11:45 NRC 610 337 5269 P.005

NRC FORM 374A

Licanse Number
44-30124-01MD

MATERIALS LICENSE Docket or Referonce Number
SUPPLEMENTARY SHEET 030-33449

Amendment No. 27

Calibration and checking of the licensee's instruments. Redistribution of sealed sources initially distributed
by a manufacturer licensed pursuant to 10 CFR 32.74 to authorized recipients and to authorized recipients |
for non-medical usa.

Redistribution for medical use of sealed sources initially distributed by a manufacturer licensed pursuant to
10 CFR 32.74. Redistribution for non-medical use of sealed sources that have been registered gither with |
the Nuclear Regulatory Commission under 10 CFR 32.210 or with an Agreement State and have been ,
distributed in accordance with a Commission or Agreement State specific license authorizing distribution to |
persons specifically authorized by a Commission or Agreement State license to receive, possess and use
the devices.

For possession incident to the performance of leak testing of customers’ sealed sources.

. Shielding for molybdenum-99/echnetium-9m generators.

* CONDITIONS

Licensed material may be used or stored only at the licensee’s facilities located at 1191 S. Brownell
Road, Suite 40, Williston, Vermaont: . _. : .o

Licensed material shall be useé“by:;dr under the superyision ,°__‘-‘*A

A. A pharmacist working or designated as an .éi}thorized nuclear pharmacist in accordance with
10 CFR 32.72(b)(2)(i) or (4). . -

Authorized nuclear pharmacists: James Cordonier II, R.Ph,, David Ellis, R.Ph., William Gillette,
R.Ph., Renae Hamilton, R.Ph., Kevin Hart, R.Ph., Matthew W. Hinton, R.Ph., Garth Kistner, R.Ph.,
Peteris Kruze, R.Ph., Joseph Lofaro, R Ph., Shawn Lomain, R.Ph., Glen Paimer, R.Ph., Laurie
Stallings, R.Ph., BCNP, Gerard Strugala, R.Ph., BCNP, Richard Sucese, R.Ph., Timothy Summers, |
R.Ph., Dana Suttle, R.Ph_, Teresa Tribe, R.Ph., Tamiko Ushio, R.Ph., Richard L. Van Sant, R.Ph,,
Ruth Mary Wetzel, R.Ph., or Zonker White, R.Ph.

The Radiation Safety Officer for this license is Richard Sucese, R.Ph.

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

This license does not authorize commercial distribution of icensed material to persons generally licensed
pursuant to 10 CFR Part 31 or to persons exempt from licansing pursuant to 10 CFR 30.14 through
30.21, inclusive, or equivalent regulations of any Agreement State.
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44-30124-Q1MD

MATERIALS LICENSE Docket or Reference Numpber
SUPPLEMENTARY SHEET 030-33449

Amendment No. 27

H.

Sealed sources shall be tested for leakage and/or contamination at intervals not to exceed six

months or at the intervals specified in the certificate of registration issued by the U.S. Nuclear

gteagulatory Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement
te.

Notwithstanding Paragraph A of this Condition, sealed sources designed 1o primarily emit alpha
particies 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 the
intervais specified in the certificate of registration issued by the U.S. Nuclear Regulatory
Commission under 10 CFR 32.210 or under equivalent regulations of an Agreement State, prior to
the transfer, a sealed source received from another parson shall not be putinto use until tested
and the test results received.

Sealed sources need not be tested if they contain only hydrdgen-3; or they contain only a
radioactive gas; or the haif-life of the isotope.is 30 days or less; or they contain not more than
100 migrocuries of beta- and/or gamma-emitting material or not more than 10 microcuries of
alpha-emitting material. e "

Sealed sources need not be tested if they are in storage and are not being used; however, when
they are removed from storage for use or transterred o another person and have not been tested
within the required leak test interval, they shall be tested before use or transfer. No sealed source
shall be stored for a period of more than' 10.years withioit being tested for leakage and/or
contamination. : " oo

The leak test shail be capable of detecting the presence of 0.005 microcurie (185 becquereis) of
radicactive material on the test sample. if the test reveals the presence of 0.005 microcurie

(185 becquerels) or more of removable contamination, a report shall be filed with the U.S. Nuclear
Regulatory Commission in accordance with 10 CFR 30.50(c)(2), and the source shall be removed
immediately from service and decontaminated, repaired, or disposed of in accordance with
Commission regulations.

Tests for leakage and/or contamination, including leak test sample collection and analysis, shall be
performed by the licensee or by other persons specifically licansed by the U.S. Nuclear Regulatory
Commission or an Agreement State to perform such services.

Records of leak test results shall be kept in units of microcuries and shall be maintained for
5 years.

Sealed sources or detector cells containing licensed material shall not be opened or sources removed
from source holders by the licensee,
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44-30124-01MD

MATERIALS LICENSE Docket or Refarence Numbor
SUPPLEMENTARY SHEET 030-33449

Amendment No. 27

The licensee shall conduct a physical inventory every six months, or at other intervals approved by the
U.S. Nudlear Regulatory Commission, to account for all sources and/or devices received and possessed
under the license. Records of inventories shall be maintained for 5 years from the date of each
inventory and shall include the radionuclides, quantities, manufacturer's name and mode! numbers,
and the date of the inventory.

The licensee is authorized to hold byproduct material with a physical haif-life of less than or equal to
120 days for decay-in-storage before disposal without regard to its radioactivity if the licensee:

A.  Monitors byproduct material at the surface before disposal and determines that its radioactivity ‘
cannot be distinguished from the background radiation level with an appropriate radiation detection
survey meter set on its most sensitive scale and with no interposed shielding; and

Removes or obliterates ali radiation labels, except for radiation labeis on materials that are within
containers and that will be managed as biomedical waste after they have been released from the
licensee; and ' - -

Maintains records of the disposal of licensed materials for 3 years. The record must include the
date of disposal, the survey instrument used, the background radiation level, the radiation level
measured at the surface of.each waste container, and the name of the individual who performed

the disposal. R

The licensee is authorized to retrieve, receive and dispose of radioactive waste from its customers
limited o radiopharmacy supplied syringes and vigls, and their contents. ’

Radloactive waste may be picked up from the licensee’s customers and disposed of in accordance with
the statements, representations and procedures in the letter dated March 14, 1994,

The licensee is authorized to transport licensed material in accordance with the provisions of
10 CFR Part 71, "Packaging and Transportation of Radicactive Material *
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44-30124-01MD

MATERIALS LICENSE Dockat or Raforonce Number
SUPPLEMENTARY SHEET 030-33449

Amendment No. 27

Except as specifically provided otherwisa in this license, the licensee shall conduct its program in
accordance with the statements, representations, and procedures contained in the documents,
including any enclosures, listed below. The U.S. 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.

Letter dated March 14, 1994 (MLOS0890396)
i etter dated Apnil 29, 1994 (ML090890393)
Letter dated May 25, 1994 (MLD90290214)
Letter dated July 8, 1994 (ML090890361)
Letter dated September 6, 1994 (MLO090890245)
Application dated November16, 2012 (ML12342A318)
Letter dated January 18, 2013 (ML13024A274)

For the U.S. Nuclear Regulatery Commission

Aprii 15, 2014 | By [5/;71, T

Penny Lanzisera

Medical Branch

Division of Nuclear Materials Safety
Region |

King ot Prussia, Pennsyivania 19406

Tuesday, April 15, 2014 14:02:20

TOTAL P.008




This is to acknowledge the receipt of your@application dated

6&’75} f? /aﬂ/ﬁ‘/ , and to inform you that the initial processing which

includes an administrafive review has been performed.

AN -30 1 d-01miD

There were no administrative omissions.” Yo apphcatlonévéas assigned to a
technical reviewer. Please note that the technical review may identify additional
omissions or require additional information.

D Please provide to this office within 30 days of your receipt of this card

A copy of your action has been forwarded to our License Fee & Accounts Receivable
‘Branch, who will contact you separately if there is a fee issue involved.

Your action has been assigned Mail Control Number kb Lﬁﬁf}f .

When calling to inquire about this action, please refer to this control number.
You may call us on (610) 337-5398, or 337-5260.

NRC FORM 532 (R1) Sincerely,
(6-96) . Licensing Assnstance Team Leader.



