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|  Amendment No. 39

6. Byproduct, source, 7. Chemical and/or 8. Maximum amount that
and/or special nuclear physical form licensee may possess
material at any one time

under this license

E. liydrogen-3 Plated/Foil source No single source
(which have been to exceed 200
evaluated and registered millicuries each
with the NRC or an
Agreement State)

8 8 88 A TE TR RS S e SR e A s

Authorized Use

For pharmaceutical research and development as defined in Section 30.4(q),

10 CFR Part 30, including animal studies and in-house instrument c:iibration.

To be used in manufacturing, processing and packaging of test kits n- in vitro or
laboratory testing and transfer or distribution to person authorized to possess the
licensed material putsuant to the terms and conditions of an appropriate license
issued by the Nuclear Regulatory Commission or an Agreement State.

and E. For use in gas chromatographs (which have been evaluated by the NRC or
an Agreement State) for sample analysis.

and D, For use in source holders (which have been evaluated and registered with
the NRC or an Agreement State) for industrial process measurements of flow,
level and/or density of materials.

CONDLTIONS

Licensed materials may be used or stored at facilities which have been evaluated and
approved by the licensee's radiation safety officer at 1127 Myrtle Street, Elkhart,
Indiana; 3400 Middlebury Street, Elkhart, Indiana; 130l North Nappanee Court,
Elkhart, Indiana; 430 South Beiger, Mishawaka, Indiana; 4315 South Lafayette, South
Bend, Indiana and 4718 Yender Avenue, lisle, Tllinois.

The licensee shall comply with the provisions of Title 10, Chapter 1, Code of Federal
Regulations, Part 19, "Notices, Instructions and Reports to Workers; Inspections" and
Part 20, "Standards for Protection Against Radiation."

Licensed materials may be used by or under the supervision of individuals designated
by the licensee's Radiation Safety Officer, Kenyon D. Yoder.

This license does not authorize commercial distribution to persons licensed pursuant
to Sections 35.14 and 35.100 of 10 CFR Part 35.

The licensee shall not use licensed mate'ial in or on human beings or in field
applications where activity is released except as provided otherwise by specific
condition of this license.
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15. Experimental animals administered licensed materials or their products shall not be
used for human consumption,

16. Sealed, plated, or foil sources containing licensed material shall not be opened.

17. In lieu of using the conventional radiation cauti.n ¢ lors (magenta or purple on
yellow background) as provided in Section 20,203(a)(l), Title 10, Code of Federal
Regulations, Part 20, the licensee is hereby authorized to label detector cells and
cell baths, containing licensed material and used in gas chromatography devices,
with conspicuously etched or stamped radiation caution symbols without a color
requirement.

- . - & s [ AR ) . . » 3 -

A. (1) Each sealed, plated or foil source 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 leakage and/or contamination at intervals not
to exceed six months; except those sealed sources as specified by the
manufacturer and specifically authorized by the Commission or an Agreement
State may be leak tested at intervals not to exceed three years. In the
absence of a certificate from a transferor indicating that a test has been
made within six months prior to the transfer, a sealed source received
from another persom shall not be put into use until tested.

The periodic leak test required by this condition does not apply to

sealed sources that are stored and not being used. The sources excepted
from this test shall be tested for leakage prior to amy use or transfer to
another person unless they have been leak tested within six months prior
to the date of use or transfer.

The test shall be capable of detecting the presence of 0.005 microcurie of
radioaciive material on the test sample. The test samnle shill be taken from thej}
sealed source or from the surfaces of the device in which the sealed source is '
permanently mounted or stored on which one might expect contamination to
accumulate. Records of leak test results shall be kept in units of microcuries
and maintained for inspection by the Commission.

If the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the sealed source from
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. Nuclear Regulatory Commission, Region III,
799 Roosevelt Road, Glen Ellyn, Illinois 60137, describing the equipment
involved, the test results, and the corrective action taken.

Tests for leakage and/or contamination shall be performed by the licensee or by
other persons specifically authorized by the Commission or an Agreement State
to perform such services,
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19. Installation, relocation, removal from service, and initial radiation survey of
devices containing licensed material shall be performed only by Kenyon D. Yoder in
accordance with the manufacturer's instruction manual and recommendations, by the
device manufacturer, or by other persons specifically authorized by the Commission
or an Agreement State to perform such services. Maintenance and repair of devices,
and installation, replacement, and disposal of sealed sources containing licensed
material used in devices shall be performed only by the device manufacturer or by
other persons specifically authorized by the Commission or an Agreement State to
perform such services.

" . [ 2 ) -

The licensee is authorized to hold radioactive material with a physical half-life of
less than 65 days for decay-in-storage before disposal in ordinary trash provided:

Radioactive waste to be disposed of in this manner shall be held for decay a
minimum of ten (10) half-lives.

8 e s & 8 . [ 2 8 '

Prior to disposal as normal waste, radioactive waste shall be monitored to
determine that its radioactivity cannot be distinguished from background with
typical low-level laboratory survey instruments, All radiation labels will be
removed or obliterated.

Individuals who work in or whose duties may require them to work in restricted areas
or in the vicinity of licensed materials, shall be instructed in the items specified
in 10 CFR 19,12 at the time of initial employment and at least annually thereafter.

The licensee shall establish "lock-out" proceiures to assure that prior to
maintenance or repair in or around equipment to which licensed gauges are mounted,
steps are taken to terminate the radiation beams, (e.g., "lock-out" shutters,
placement of "beam steppers," etc.) to prevent individuals from entering the
radiation beam,

The licensee may transport licensed material or deliver licensed material to a
carrier for transport in accordance with the provisions of Title 10, Code of Federal
Regulations, Part 71, "Packaging of Radloactive Material for Transport and
Transportation of Radioactive Material Under Certain Conditions."

Except 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 letter

dated June 11, 1985 (with attachments). The Nuclear Regulatory Commission's
regulations shall govern the licensee's statements in applications or letters,

unless the statements are more restrictive than the regulations.

For the U.S. Nuclear Regulatory Commission

: Original Signed
| Date July 23, 1985 By George M. McCann
Materials lLicensing Section, Region III

COPY




