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(3.9 U.5. NUCLEAR REGULATORY COMMISSION

MATERIALS LICENSE

2 Pursuant to the Atomic Energy Act of 1954, as amended, the Energy Reorganization Act of 1974 (Public Law 93 -438), and Title 10,
| Cods of Federal Regulations, Chapter 1, Parts 30, 31, 32, 33, 34, 35, 40 and 70, and in reliance on statements and representations
| herstofore made by the licensee, a license is hereby issued authorizing the licensee to receive, acquire, possess, and transfer byproduct,
| source, and special nuclear material dssignated below; to use such material for the purpose(s) and 1t the place(s) designated below; to

§ deliver or transfer such material to persons authorized to receive it in accordance with the regulations of the applicable Part(s); and to
import such byproduct and source material. 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 applicable rules, regulations and orders of the Nuclear Regulatory

. Commission now or hereafter in effect and to any conditions specified below.
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Amendment No. 42

Licensee

In accordance with letter dated
April 27, 1983
LMallinckrodt, Inc. 3. License number

N i}_s entirety to read as follows:

|
~ |
i
24-04206-01 is amended in \
- \
2.2703 Wagner Place - l'\:‘i TR
Maryland Heights, Missouri 63043 A 4. Expintiondate pacamber 31, 1985
} a o 5. Docket or ™ A
. % Reference No. ;
i, 6. Byproduct, source, and/or _.‘:_‘, 7. Chemical and/or physical _ 8 Maximum amount that licensee |
special nuclear material - J0 form . *  may possess at any one time
1 O O % " s under this license |
i &y % N\ T .
il A. Any byproduct material A. Awy\ g ' A. Not to exceed 100 curies
o with Atamic Nos. ' Sy PR of each radionuclide
1 through 83, except ' { T ey
- as listed below !, ) LN st 3 3 a
I3 B. Strontium 90 P B MY o 'B. 25 curies
5 C. Molybdemom 99 W/ _C. . Any ; \ C. 10,000 curies
# D. Technetium 99m = Do My " 4:15.00m D. 10,000 curies
B E. Iodine 131 (- Be My . il ii. ~ E. 500 curies
£ F.  Selenium 75 P hg=" v F. 200 curies
:G. Xenon 133 -~ G. Any G. - 200 curies
L .
4, 9. Authorized use Lr
£ A. through G. For use in the development and production of radiopharmaceuticals,
1 radiochemicals and sources; and for distribution to persons authorized

to possess the licensed material pursuant to the temms and conditions of

Agreement State.

:

CONDITIONS

» 10. Licensed material shall be used only at 2703 Wagaer Place, Maryland Heights, Missouri

11. The licensee shall comply with the provisions of Title 10, Chapter 1, Code of
; Federal Regulations, Part 19, "Netices, Instructions and Reports to Workers: |

a specific license issued by the Nuclear Regulatory Caommission or an ‘%

Inspections" and Part 20, “Standards for Protection Against Radiation.”

designated by the Radiation Safety Committee, Don Soldan, Chairman.

8511070116 851017
PDR FOIA
KLINGBS5-682 PDR

1

¥ 12. Licensed material shall be used by, or under the supervision of, individuals \
\




License number

MATERIALS LICENSE 24-04206~01

- -
SUPPLEMENTARY SHEET Docket or Reference number

Arendment No. 42

C.

D.

OCONDITIONS

(1) Each sealed source acquired fram another person and containing licensed
material, other than Hydrogen 3, with a half-life greater than thirty
days and in any form other than gas shall be tested for contamination
and/or leakage prio- to use. In the absence of a certificate fram a
transferor indicating that a test has been made within six months
prior to the transfer, a sealed source received fram another person

shall not be put into ‘ﬁﬂuq’i’, E{%ﬂu

(2) Notwithstandi periodic leak test reégi;?ed by this condition,
any licensed 5 source is exampt fram suth*leak tests when the
source contaihd 100 microcuries or less of beta_»"a;xd/or gamma emitting

material microcuries or less of alpha emitt] material.

(3) Except 90( alr\‘_ es, the periodic eabﬁt ra';uired by this
conditifnddoes not. apply to sealed ces that are,stored and not
being . The sburdes)excepted this test shall be tested for
1 ior to any“ufe/or transfer, fo another persdh unless they
have been leak tested yithig'six' ‘pdior to the date of use or

transfee Aa L’*% ’F_.a{.:.g\ P

5" T Y S v/
S TR 0
Each sealed source “fabricated by the l}cﬁsee ¢hal) be inspected and tested
for constructf®n defects, leaage) ‘and, contamination pricf to use or transfer
as a sealed source. "-If’t%ef'if..sgzeéti'on-br_?;t__est reveals an‘y construction
defects or 0.005 microcurie or greater of contamination;” the source shall
not be used or ¥ransferred is a sealed >source!until it-has been repaired,
dacontaminated arfd('}'etested. AA T o 7 O

-\
Each sealed source containing licensed raterial, ‘other than Hydrogen 3,
with a half-life greater than thirty days and in any form other than gas
shall be tested for leakage and/or contamination at intervals not to exceed
six months except that each source designed for the purpose of emitting
alpha particles shall be tested at intervals not to exceed three ronths.

The test shall be capable of detecting the presence of 0.005 microcurie of
radicactive material on the test sample. The test sample shall be taken
fram the sealed source or fram the surfaces of the device in which the
sealed source is 1y or semipermanently mounted or stored on which
one might expect con tion to accumulate. Records of leak test results
shall be kept in units of microcuries and maintained for inspection by the
Cammission.
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' 24-04206-01

Docket or Reference r.umber

5 NRC Form 374A U.S. NUCLEAR REGULATORY COMMISSION |

S (882 -
4 - . License nu

MATERIALS LICENSE
SUPPLEMENTARY SHEET

Arvendment No. 42

13. continued

%

!
E. If the test required by Subsection A. or C. of this condition reveals the .
presence of 0.005 microcurie or more of removable contamination, the licensee :
shall immediately withdraw the sealed source fram use and shall cause it to
be decontaminated and repaired or to be disposed of in accordance with
Commission regulations. A report shall be filed within 5 days of the test
with the U. S. NMuclear Regqulatory Cammission, Region I1I, Office of Inspection
and Enforcement, 799 Roosevelt Road, Glen Ellyn, Illinois 60137, describing
the equipment involved, the test re%ults. and the corrective action taken.
' \ ’:‘ e : »
' 14. A. Individuals involved in dPegetions ‘Whi Aze, at any one time, more
' than 100 millimriesé‘?dl}ﬁmgm 3ina qtatned form, other than
metallic foil, shaﬁm‘ ve bioassays performed withiinone week following
a single cperatieft at weekly intervals for con{xsmg operations.
A
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B. (1) Tritium ghall be used in such a manner sause any
individ 11/to rageive a radiation exposwr€ such t.ha‘.urinazy
excretiSnsrates éxcesd\28 microcuries ©f fritium pebliter when

average'd-over a calendar\ quaft{»-} F; %
e &3 AR O

(2) Urinalysis shall be petformed.at ‘weelly-igtervals on‘all individuals
who work®in the restricte) areas of.facilities in which tritium is
used. ¢If the average congentration of tritium in urine for any
single ‘individual 'during d calendar;quartér is lessithan 10 microcuries
per liter$, urinalysis may’bei performed on that indivfdual at monthly
intervals for the followifig. calendar muartér and may continue at
monthly infervals so'long as the averagesconcentration in the
calendar quarter remains below. 10 microcuries per liter. The urine
specimen shél)(..‘):e oollected on 'the same day of ‘the week insofar as

/? NG

possible. ‘;‘g

)
; (3) A report of an average-concentration in-excess of the limit specified
' in B(1) above for any individual shall be filed, in writing, within

thirty (30) days of the end of the calendar quarter with the Office

of Inspection and Enforcement, U. S. Nuclear Regulatory Cammission,
: vashington, D. C. 20555, with a copy to the Regional Office of
.’ Inspection and Enforcement. The report shall contain the results of ®
all urinalyses for the individual during the calendar quarter, the B
cause of the excessive concentrations, and the corrective steps taken
or planned to assure against a recurrence.

(4) Any single urinalysis which discloses a concentration of greater than
50 microcuries per liter shall be reported, in writing, within seven
(7) days of the licensee's receipt of the results, to the Office of
Inspection and Enforcement, U. S. Nuclear Regulatory Commission, P
washington, D. C. 20555, with a copy to the U. S. Nuclear Regulatory L
Cammission, Region IIT, Office of Inspection and Enforcement, i

799 Roosevelt Road, Glen Ellyn, Illinois 60137.
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License number
MATERIALS LICENSE = 24;?4206-01
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Amendment no. 42

-----

Pursuant to Section 32.71, 10 CFR Part 32, the licensee is authorized to
distribute iodine 125 or iodine 131 for in vitro clinical laboratory studies or
laboratory testing under the general license of Section 31.11, 10 CFR Part 31.
Vials containing iodine 125 or iodine 131, distributed pursuant to Section 32.71
of 10 CFR Part 32 shall be labeled in accordance with Section 32.71(c), except
that the caution symbols on vial labels ?_s gﬁt fran the color requirements oL

20.203(a)(i). ep\r\ U
The licensee may trans \c’ensed material or dehve? lipensed material
to a carrier for tr £} in accordance with the provisfons of Title 10,

The licensee shall maintain, and h
Contingency Plan submitted tg thé,Commission on Decerber 2, 1981 and revised on
March 2, 1982, June 24, 1982, and April 27,:1983.° The licensee.shall also maintain
irplementing procedures for, his Radiotegicak-Contingency Plan as:necessary to
implement the Plapn., The ligensee stall make nd change in'his Rediological
Contingency Plan that would, Cecrease the response” effectiveness of the Plan without
prior Camission approval as evidenced by license amendment. .The licensee may make
chances to his Radiological Contingency Plan without prior Comission approval if
the changes do not dedrease the response éffectiveness of the Plan. The licensee
shall maintain recordssof changes tha
for a period of two years fram the date of change and shall furnish the Chief,
Material Licensing Branch; Division of Fuel Cycle and Material Safety, NVSS, U. S.
Nuclear Regulatory Cammission, Washington, D. C. 20555, and the appropriate NRC

a description of each change within six months after the change is made.

Exceot as specifically provided otherwise by this license, the licensee shall
possess and use licensed material described in Items 6, 7, and 8 of this

license in accordance with statements, representations, and procedures contained in
application dated September 29, 1977: letter with attachments dated October 11, 1978; |s
letters dated May 16, 1978, Janwary 18, 1979, October 8, 1980, December 2, 1981, .
March 2, 1982, Tune 24, 1982, October 28, 1982, March 14, 1983, and April 27, 1983.
The Nuclear Reg .latory Commission's regulations shall govern the licensee's
statements in applications or letters, unless the statements are more restrictive
than the regulations.

g
Regicral Office specified in Appendix D of 10 CFR Part 20, a report containing g
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, Part 71, "Packaging of Radxoaall.‘ve Material
tion of Radioactive Material Under Certain
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execute-the & measureg“of his Radiological
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t are made to the Plan without prior approval

e s

—

F

AL
ola

d/i,gﬁ FOR THE U. S. NUCLEAR REGULATORY COMMISSION
ocr 31 1983 [ |

L.]s’B By Material Licensing Branch
3l Division of Fuel Cycle and Material

1 hlg:rqtm. D. C.
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