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byterian Hospital Unit

15 South Ninth Street

Newark, New Jersey 07107

Any byproduct material Any radiopharmaceutical
listed in Groups I and

listed in Groups and
Il of Schedule A, Section II of Schedule A, Section
CFR 35 35.100 of 10 CFR 35

35.100 of 10
Any byproduct material Any form listed in Group
Group 111 of [I] of

listed in
Schedule A, Sectior 35.100
35.100 of 10 CFR 35
Any byproduct material
listed in Group IV of
Schedule A, Section
35.100 of 10 CFR 35
Any byproduct material
listed in Group V of
Schedule A, Section
35.100 of 10 CFR 35 35.100 of 10
Any byproduct material
listed in Group of
Schedule A,
35.100 of 10
Xenon 133 . ds Or gas in so
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of 10 CFR 35
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Section
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(NDA) approved by FDA
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on “"clinical hold")
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vestigational Exemption
for a New Drug" ’ﬂ“ﬂ}
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read as follows:

{ licensee

fime

As necessary for uses
authorized in

9.A.
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SUPPLEMENTARY

(continued)

6. Byproduct, socurce, /or
:

special nuclear material
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Preparation ar
Group III
Any therapeutic procedure listed

10, Code of Federal Regulations

Any therapeutic procedure listed

10, Code of rederal Regulations

Any procedure listed in Grot p v

Federal FyQJ]AY ons.

Blood flow and pulmonary function studies.
ror treatment of superficial eye disease.
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Strontium 90 for treatment of
superficial eye conditions

Depleted uranium for shielding

Lsrour
arOul

AR

p 2" S

e TR
L\ 97 A

”

a

%,
5

1
<

— e
004 \BA 8L 19 AOLA8 B ASCAS,

'




U

& b s /s Ve U8 e eV 7a T IeTe\ Ta e PTE T e TR Ta e g

WS AT (BT IAT A T Tg Ty TaY RN T4 TR TR TAC W TG e o Y TR TV T
US N AR REGULATORY COMMISSION ,

License number

MATERIALS LICENSE
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Wade N. Miller, M.D. Groups
xenon
Iodine

Brown, M.D. Strontium
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Xenon 1
Iodine

Licensed material shall be used in dance with the provisions
35.14(b)(c)(e) and (f) of Title ( 2ral Regulations.

For a period not to exceed sixty (60) days in any calendar year, a vi
1S authorized to use lTicensed material for human use under the terms
provided the visiting 'physician:

as the prior written permission of the
sotocpes Committee, and

Is specifically named as a user on a Nuclear. Reg
authorizing human use, and

Performs only those procedures for which he is

Nuclear Regulatory Commission license.
The licensee shall maintain for the inspection by the Commission,
written permission specified in subitem (a) above and of the license
subitems (b) and (c) above.. These records sh:11 be maintained for
the time the licensee grants its permission under subitem (a)

Sealed sources containing licensed material shall not be opened.

Patients containing lodine 131 for the treatment of thyroid carcinoma or
containing therapeutic quantities of Gold 198 shall remain hospitalized
residual activity is 30 mallicuries or 1
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The licensee is authorized to hold radioactive material with a physical
] I b |

iess than 65 days for decay-in-storage before disposal in ordinary trast

Lid

A. Radioactive waste to be disposed of in this manner shall be held for dec
minimum of ten (10) half-liv

es.

°rior 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. A1l radiation labels will be
removed or obliterated.

Generator columns shall be segregjated so that they may be monitored separately
to ensure decay to background levels prior to disposal.
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Amendment No. 43

(continued) CORDITIONS

18. A. Each sealed 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. 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

person shall not be put into use until tested.
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B. The test shall be capable of detecting the presence of 0.005 microcurie of
radioactive material on the test sample. The test sample shall be taken from
the 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. '
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C. 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 decontam

inated and repaired or to be disposed of in

LN )

accordance with Comnission regulations.
of the test with the U. S. Nuclear Regula

-

A report shall be filed within 5 days
tory Commission, Region I, 631 Park

Avenue, King of Prussia, Pennsylvania 19406, describing the equipment involved,
the test results, and the corrective action taken.
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D. Tests for leékgge and/or contamination ﬁﬁ&ll\be performed by the licensee or by
other persons specifically authorized by the Commission or an Agreement State to
perform such services. it Al i A -
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19. 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 application dated
April 19, 1984; letters dated June 24, 1980, July 14, 1984, October 19, 1984 and
March 13, 1985; and ALARA Program dated Apri: 9, 1980. 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.
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For the U.S. Nuclear Regulatory Commission

Original Signed py:
John E, Glenn

JUN 11 1385
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Date By
Nuclear Materials and Safeguards Branch
Region |
King of Prussia, Pennsylvania 19406
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