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Mr. Thomas K. Thompson. Senior Health Physicist 0”7
U.S. Nuclear Regulatory Commission. Region | ‘ S / (ﬂ
Division of Nuclear Materials Safety lﬂ -

Commercial and R&D Branch
475 Allendale Road
King of Prussia, Pennsylvania 19406-1415

NRC License No. 19-30771-01
Docket No. 03036120
Control No. 141772

RE: Mail Control No. 141772, Request for additional information concerning financial
assurance documents.

This letter is to provide additional information regarding the Nuclear Regulatory
Commission (NRC) Type B Broad Scope License 19-30771-01 financial assurance
documents on file in your office. Therefore, the Center for Food Safety and Applied
Nutrition (CFSAN) is expecting that the current license activities will continue during
your review of the updated financial assurance documents.

CFSAN has reviewed our NRC License Amendment No. 5 in its entirety. During this
review, an error was identified in Condition 10 of the amendment. Condition 10 indicates
that the Harvey W. Wiley Building is a facility located in Laurel, Maryland. This facility
is located in College Park, Maryland. CFSAN is requesting that Condition 10 be amended
to rcad: “Licensed material may be used or stored only at the licensee’s facilities located at
Harvey W. Wiley Building. 5100 Paint Branch Parkway. College Park, Maryland 20740;
Muirkirk Road Complex Facilities, Laurel, Maryland 20708 and any Temporary Job Sites
anywhere in the United States where the U.S. NRC maintains jurisdiction for regulating the
use of licensed material, including arcas of exclusive Federal jurisdiction within Agreement
States.”

CFSAN has reviewed and evaluated Condition 12 and the proposed license amendment
options. Our decision is to maintain the current possession limits and prepare a
decommissioning funding plan (DI'P). After reviewing the DIP requirements set forth in
NUREG 1757. Volume 3, Appendix A, we anticipate submitting the DFP to your ollice in
December 2008.

A Certificate Statement is attached to ensure compliance with the deficiency noted during
the linancial assurance document audit. This Certificate Statement will be updated and
resubmitted with the DFP as required in NUREG 1757, Vol 3, Appendix A.
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Pursuant to 10 CFR 30 the FDA Decomimnissioning Financial Assurance Statement of
Intent and FDA Stafl Manual Guide 1410.21, General Redelegations of Authority from
the Commissioner to other Officers of the Food and Drug Administration, effective
May 17, 2007, will be provided under separate correspondence.

Questions regarding this response or if additional information is needed during CIFSAN’s
tinancial assurance document review, please contact the undersigned at 301-436-2429 or
Ms. Constance Sims Rosser, Radiation Safety Officer at 301-436-2105.

Sincerely,
e

/ ) oy .
.-"f% AL L /,{:r ~.-—7 (( é&;L =
A R 2

/" Janice F. Oliver
Deputy Director
tfor Operations
Center for Food Safety
and Applied Nutrition

Lnclosures
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Prepared By

/B crosser/HFS-657/5/12/2008
E/B: crosser/HFS-657/7/1/2008
1:/B: crosser/IFS-657/7/9/2008
L/B: crosser/IHFS-657/8/6/2008
I/B: crosser/HIFS-657/8/18/2008
E/B:crosscr/HFS-657/8/20/2008
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
College Park, MD 20740-38

CERTIFICATION OF FINANCIAL ASSURANCE

Principal: Department of Health and Human Services, Food and Drug Administration
Center for Food Safety and Applied Nutrition
Harvey W. Wiley Building, HFS-001
5100 Paint Branch Parkway
College Park, Maryland 20740

NRC License No. 19-30771-01, Docket No. 03036120, Control No. 141772
Facility Addresses: Harvey W. Wiley Building. 5100 Paint Branch Parkway, College Park,

Maryland 20740: Muirkirk Road Complex Facilities. Laurel, Maryland 20708 and any
Temporary Job Sites anywhere in the Uaited States where the U.S. NRC maintains

jurisdiction for regulating the use of licensed material, including areas of exclusive Federal
jurisdiction within Agreement States.

[ssued to: U.S. Nuclear Regulatory Cornmission

following types of sealed sources or plaled foils and unscaled byproduct material with a
half-lile greatcr than 120 days licensed under 10 CFR Part 30 in the following amounts:

Type of Material
Any chemical or physical form, as specified in Section 33.100, Schedule A, of
10 CFR 33 quantities by isotope.

Amount of Material

If only one radionuclide is possessed the possession limit is the quantity specified for
that radionuclide in 10 CFR 33..00, Schedule A, Column 1. If two or more
radionuclides are possessed, the possession limit is determined as follows: For each
radionuclide. determine the ratic of the quantity possessed to the applicable quantity
specitied in 10 CFR 33.100, Scledule A, Column [, for that radionuclide. The sum
of the ratios for all radionuclides possessed under the licensed shall not exceed unity.
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I also certify that financial assurance in the amount of $1,125,000 has been obtained for the
purpose of decommissioning as prescrited by 10 CFR Part 30.

/Janice F. Oliver
Deputy Director
for Operations
Center for Food Safety
and Applied Nutrition

[Enclosures
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Prepared By

D/B: crosser/HFS-657/5/12/2008
E/3: crosser/HFS-657/7/1/2008
E/B: crosser/HFS-657/7/9/2008
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Section 10CFR33.100

[Code of Federal Regulations]
[Title 10, Volume 1]
[Revised as of January 1, 2003]
From the U.S. Government Printing Office via GPO Access
[CITE: 10CFR33.100}
[Page 546-547]
TITLE 10--ENERGY
CHAPTER I--NUCLEAR REGULATORY COMMISSION

PART 33--SPECIFIC DOMESTIC LICENSES OF 3ROAD SCOPE FOR BYPRODUCT MATERIAL--
Table of Contents

Sec. 33.100 S8chedule A.

Col. X Col. II
Byproduct material curies curies

ANt ImOnY 122, . e e e e 1 0.01
ANEAIMONY =124 . . o it et e e e ' 1 .01
ANEAMONY =225 . o\ttt e e e .. 1 .01
AYSENIC-T73 . i i i it e e e e e e 10 .1
BTSN LC T4 . o e e e e e 1 .01
B S ONAC = T8 o o i i e e e e e e e e e e 1 .01
AT SENLC - T 7 o i i e e e e e e e e e e 10 .1
Baritm-L3 L . e e e e e e e e 10 L1
Barium=140 . . ottt e e e e e e e e e e e e e e 1 .01
Bilamuth=-2l0. . e e e e e e e e .1 .001
Bromine-82 . . . i e e e e e e e e e e 10 L1
Cadmium-109 . . . v e e e 1 .01
Cadmaium=-T LB, o ot i st s e e e e e e e e e e e e 1 .01
Cadmium=- LS. i it e e e e e e e e e e e 10 1
Calciume=4G . e e e e e e e 1 .01
CalCaUum=d T . ot e e e e e e 10 .1
Carbon-14 . . o e e e e e 100 1.
CeYdIum-14 L . . e e e e e e e e e e 10 .1
CeriUmM= L4 . e it e e e e e e e e e 10 .1
CerauUM-144 . . ottt e e e e e .1 .001
Cesium=-13 1 . . . . e e e e e e e e 100 1.
CesiUm=134M. . . . ot e e e e e e e e e e e e 100 1.
Cesium- L34 . . . e e e e e e e e .1 .001
CesSaIUumM-13 S . i . e e e e e e e 1 .01
CeSIUM-d36 . it e e e e e e e e 10 .1
CesSIUM=- L3 7 . i e e e e e e e e e .1 ,001
Chlorime-36 . e e e e e e e e e 1 .01
Chlorine-38 . . i e e e e e e e 100 1.
ChRTOMATMM-51. .\ ottt o e e e e e e e 100 1.
Cobalt -G8, . .t i e e e e e e 100 1.
(00} o= I8 ' N 1 .01
Cobalt=60. .. i i e e e e e e e e .1 .00l
(600 o) T e 2 1@ .1
DY SPYOSIUM-165 . . i e 100 1.
DY SPECSIUM-166 . « . ittt e e e e 10 .1
Brbium-160 . . e e e e e 10 .1
Brbium- L7 Ll . . e e e e e e e e 10 .1
Europium-152 9.2 h. ... ... ... i e 10 .1

hitp://edocket.access.gpo.gov/ctr 2003/10¢tr33.100.htm
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Europium-152 13 y...........
Europium-154........... ...,
Europium-155................
Pluorine-18... ... ... ..
Gadolinium-153..............
Gadolinium-159..............
Gallium-72. ...« .. i iiine.
Germanium-71l. .. .. ...t
Gold-19B. ... . . e
Gold-199. .. ... . . e
Hafnium-1831.................
Holmium-166.........c........
Hydrogen-3. ... ...... ...
Indium-2113m. ... . ... ...
Indium-11l4m.. ... ... ..o
Indium-215m. .. ..o
Indium-115. ... ... i
Jodine-125. .. ... . .. . oo,
Iodine-126...... ...
Todine-129. .. ... i e
Jodine-131..... .. ...
Jodine-132. ... ..
Todine-133 ... .. iiin ..
Todine-134. ... ... .. ...
Iodine-135.. ... i
Tridium-192. . . i
Tridium-194. . ... ... . ...

Krypton-85..................
Krypton-87....... ... .
Lanthanum-3140...............
Lutetium-177.. ...
Manganese-52................
Manganese-54.......... ...
Manganese-56......... ...
Mercury-197m. ... . ... oo
Mercury-197..... ..., ..
Mercury-203.................
Molybdenum-399...............
Neodymium-147...............

[ [Page 547]]

Neodymium-149...............
Nickel-59. ... ... ...
Nickel-63. ... .. . .
Nickel-65.... ... ... ...
Nicbhium-93m. . .. .. ... ... ...
Niobium-95... ... ... v
Niobium-97. ... . 0.
Csmium-185... . ... .. . cuueno..
Csmium=-191m. . ... ...
Osmium-191. ... ... ... ... ...,
Osmium-193. .. .. .. i
Palladium-103...............
Palladium-109...............
Phosphorus-32...............
Platinum-191................

FDA CFSAN
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........................ 100
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Platimum- L 03mM. ottt i e e e
Platimum-103 . . e e e e

Platainum=-107 . e e e e
POLoniuUM=-210. . o it ittt e
Potassium-42. . .. e
Praseodymium=-142. . . .. ... ..ttt e
Praseodymium-143 . .. . .. ... ... e
Promethium=-1a7 . .. e e e e
Promethium-149. ... . . . ... .. e
Rhenium-2186 . . .. e e e
Rhenium-188. .. . i

Rhodaum-d105 . . . i e e e e e e e
RUbIAIUmM=-86. . . i i e e e e
RUbLIAium-87 . ..

RUthenium-L106 . o ot i e e e e e e e e
SaAMATIUM= 15 L . o i e e
B aAMAT IUM- 153 . . it e n e e e e
SCandiUmM-46 . . . it e e e e e
Scandium-47 . . . . . e e e
Scandium-4 8. . . o e e e e e
Selenium- 7. . .. e e e e
S1lACon-3) . . e e e e

StrontIum- 8 . . e e e
Stronbium-90. .. ... . . e e
SErOntIumM=-Td . . i e e e e
Strontium=-92 . . . e e e e
SUlphur-35 . . e e e e
Tantalum- 182 @ . . .. e e e

Tellurdum-13 2. o o i e e
TerDIUM-L160 . ittt it e e e e

Thallium-201. ... .. e
Thallium-202. ... .. e
Thallium-204. ... i e e e e e e e e
Thulium-1T70. . . . e e e e
ThULAUm= 172 . e i e e e e e e e
Tan-dld e e e e
Tan- 2 . e e e

http://edocket.access.gpo.gov/cfr 2003/10¢fr33.100.htm
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TUNGSEEeN-18L . . .. e e 1
TUNgsten-185. ... . e e 1
TungsSten-187 . . .. e 10
Vanadium-48. . ... i e e e 1
D €= oL <R I 0 TR 1,000
enOm- L33 . o e e e e 100
MO = L3 . L e e e e e e 100
Yty baum- 175 . L e e e e 10
R o B U () R 1
YEErium-9L . . e 1
e IuUmM=-92 . . e e e e e 10
Y EErum- 93 . . e e e 1
ZaNC~ 65 . e e 1
ZinC~B0M. . . e e e e e e 10
b7 o Lo R 100
Zirconium-93. . . ... 1
ZirCOmIum- 95 . e e 1
Zircomium-9T . L 1
Any byproduct material other than alpha emitting 1
byproduct material not listed above................

(Sec. 201, Pub. L. 93-438; 88 Stat. 1242 (42 U.S.C. 5841))

{33 FR 14579, Sept. 28, 1958]

http://edocket.access.gpo.gov/cfr 2003/10¢fr33.100.htm
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APPENDIX A

Checklist 1 Master Checklist for Decommissioning Financial Assurance

Name ofLicensee/Applicam DHHS / FPDA/ CESAR
Mailing Address 100 Runt Banec b Par kwiay Collec

vk MDD 20740

- L ,,i WW ,'L;n} Froo Ldones, ("ﬂ\lfi‘_ e Pl D T
Fac1hl‘y Address vl K/»utd Cerriple g, ledivel M')[) ‘*T"{x‘ﬂirzi‘:\“a.:v'i-x; .;if,"-’fk) Sibed
v B
License Number(s) (G- 3077101
Fo o
. - N . i __,4\ . Wi
Date of Submission D€L J:M) A Ho0Y
¥ 7

Applicable Parts of 10 CIFR (check all that apply): ,IZ!!\ Part 300 Part 40
o Part 70D Part 72

Type of Submission: )34 Certification of Financial Assurance ~» attach Checklist 2
O Decommissioning Funding Plan — attach Checklist 3
@] Decommissioning Plan - attach Checklist 18

Type of Mechanism:
0 Prepayment

O  Trust - attach Checklist 4--A

Escrow Account ~ attach Checklist 5-A

Government IFund -» attach Check'ist 6

Certificate of Deposit - attach Checklist 7-A

Deposit of Government Securities — attach Checklist 8

oooao

O Surety, Insurance, or Other Guarantee Method

Surety Bond — attach Checklist 9-A

Letter of Credit — attach Checklist 10—A

Line of Credit -» attach Checklist 11-A

Insurance — attach Checklist 12—-A

Parent Company Guarantee — attach Checklist 13—-A
O  Self-Guarantee — attach Checklist 14—-A

oooaoao

O External Sinking Fund — attach Checklist 15
2 Statement of Intent — attach Checklist 16—A

O Special Arrangement with a Government Entity - attach Checklist 18-B

NUREG-1757, Vol. 3 A-4
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APPENDIX A

financial assurance coverage. Licensees may wish to use a DFP if, for example, they wish to
obtain the optimal amount of financial assurance, or because use of prescribed amounts may
overstate a facility’s decommissioning costs. Guidance on preparing DFPs is presented in
Section A.3 of this appendix.

[.icensees may be eligible to use a particular prescribed amount depending on the type of license
and the types and quantities of materials authorized under the particular license, as summarized
below.® Note that the relevant quantities and types of materials are those quihorized under a
particular license, even if a licensee does not currently or usually possess or use these same
quantities and types of materials. The following discussion of applicable prescribed amounts is
organized into three parts corresponding to the three general license types:

e Part 30-Bvproduct Material
o Part 40-Source Material

¢ Part 70~Special Nuclcar Material

Only radionuclides with a half life of greate: than 120 days arc included in the determination of
financial assurance requirements.

Checklist 2 Certifications of Financial Assurance

License Number(s): _/ g-3077/1-C /

Applicable Parts of 10 CFR (check all that apply): K Part 30 O Part 40
O Part 70

& Determine the appropriate prescribed amount(s) (see Section A.2.1)

X Amount required under Part 30 for scaled sources: P /50 000

X Amount required under Part 30 for unsealed sources: _# 975 o
—  Amount required under Part 40:
—  Amount required under Part 70:
— Total of all prescribed amounts for all licenses: b1y 25 000

g Prepare certification statement (see Section A.2.2)
¥ Include the necessary documentation (see Section A.2.3):

& Certification statement (see Section A.2.4)
g Financial instrument and supportir.g documentation

3y

NUREG-1757, Vol. 3 A-18
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APPENDIX A

A.2.1.1 Part 30 Prescribed Amounts

Part 30 prescribes three levels of financial assurance. Check 10 CFR 30.35(d) to determine
current specification for prescribed amount. The following apply to the use of prescribed
amounts by Part 30 licensees.

o The lowest level prescribed amount of $75,000 applies to Part 30 licensees who are
authorized to possess or use sealed sources or plated foils with a half-life greater than
120 days

A in amounts greater than 10'° times the applicable quantities of Appendix B to
10 CFR Part 30 (reproduced as Attachment A.2 to this appendix) or

X for a combination of isotopes, if R divided by 10" is greater than 1 (when R is defined as

the sum of the ratios of the quantity ¢f each isotope to the applicable value in Appendix B

to 10 CFR Part 30).

o The middle level prescribed amount of $150,000 applies to Part 30 licensees who are
authorized to possess or use unsealed byproduct material with a half-life greater than 120 days

—— in amounts greater than 10° but less than or equal to 10* times the applicable quantities of
Appendix B to 10 CFR Part 30 or

— for a combination of isotopes, if R divided by 10° is greater than 1 but if R divided by 10*
is less than or equal to 1 (when R is defined as the sum of the ratios of the quantity of
cach isotope to the applicable value in Appendix B to 10 CFR Part 30).

o The highest level prescribed amount of $750,000 applies to Part 30 licensees who are
authorized to possess or use unsealed byproduct material with a half-life greater than 120 days
in amounts exceeding the limit applicable to the $150,000 prescribed amount, as stated above,
but

A in amounts greater than 10% but less “han or equal to 10° times the applicable quantities of

Appendix B to 10 CFR Part 30 or

X for a combination of isotopes, if R divided by 10* is greater than 1 but if R divided by 10°
is less than or equal to 1 (when R is defined as the sum of the ratios of the quantity of
each isotope to the applicable value in Appendix B to 10 CFR Part 30).

o A prescribed amount may not be used for a Part 30 license authorizing the possession or use
of byproduct material in amounts exceeding the limit applicable to the highest level prescribed
amount ($750,000), as stated above. These licensees must prepare DFPs, as discussed in
Section A.3.

s No financial assurance is required for a Part 30 licensec who is authorized to possess or use
(1) unsealed byproduct material with a half-life greater than 120 days in amounts less than or
equal to 10° times the applicable quantities of Appendix B to 10 CFR Part 30 (reproduced as
Attachment 2 to this appendix) or, for a combination of isotopes, if R divided by 10° is less

A-19 NUREG~1757. Val. 3
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