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MEMORANDUM FOR: Regional Administrators

Branch Chiefs
Division of Fuel Cycle and
Material Safety

FROM: Richard E. Cunningham, Director
Division of Fuel Cycle and
Material Safety

SUBJECT: POLICY AND GUIDANCE DIRESTIVE FC 83-20;
STANDARD LICENSE CONDITIONS

Attached for your use is a revised, up-to-date list of Material Licersing
Standard Conditions (Enclosure 1). An explanation of the revisions

is included as Enclosure 2. The previous list dated December, 1981,

is superseded and should Le discarded.

In crder to maintain consistency throughout NRC, standard conditions
should be used to the maximum extent possible. Any future revisions
will be transmitted by memoranda as part of the FC Directive System.
Therefore, proposed revisions to standard conditions or proposed

special conditions should be coordinated through Headgquarters prior

to use.
/ -
/%5;4"'1552:;? ;v‘:<L
Richard E. Cunningham, Director
Division of Fuel Cycle and
Material Safety
Enclosure:

1. Material Licensing Standard Conditions
2. Explanation of Revisions
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MATERIAL LICENSING BRANCH

STANDARD QONDITIONS

October, 1983

1.B. Licensed material shall be used only at

1.C. The licensee shall nct &y

>f each operation conducted under this license at a
location other than that specified in Item 2 above when such operaticn
continues for more than 60 days. The licensee also shall notify the
aforementioned Regional Office upon cessation of such operation.

Licensed material may be used at and at
tamporary job sites of the licensee anywhere in the United States.

Licensed material may be used at and at
temporary job sites of the licensee anywhere in the United States where the
U. S. Nuclear Regulatory Cammission maintains jurisdiction for regulating the
use of licensed material.

Licensed material shall be used only at temporary job sites of the licensee
anywhere in the United States where the Nuclear Regulatory Cammission
maintains jurisdiction for regulating the use of licensed material.

Licensed material may be used anywhere in

The licensee shall camply 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 material shall be used by

Licensed material listed in Item 6 above is authorized for use by the
following individual(s) for the materials and uses indicated:

(NAME) (USES)

‘dcensed material shall be used by, or under the supervision of,

Iicensed material listed in Item 6 above is authorized for use by,
or under the supervision of, the following individual(s) for the materials
and uses indicated:




7.6,

9.8.

gic.

9.D.
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(The following is used in cocniunction with Standard Condition 7.A.:)

At least one individual named in Condition 12.A. shall be
physically present at the authorized place of use whenever
licensed material is being used.

Licensed material shall be used by, or under the supervision and in the physical
presence of, ’

. Licensed materZal shall be used by, or under the supervision of, individuals

designated by

The use of licensed material in or on humans shall be by a physician
as defined in 10 CFR 35.3(b).

Physicians designated to use licensed material in or on humans shall meet
the training and experience criteria established in Appendix A of
Regulatory Guide 10.8 (Revision 1), dated October 1980.

The Radiation Protection Officer for the activities authorized by this license

Oct 1983
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CONDITIONS 10

The following condition is the leak test condition for BROAD LICENSES and for licenses
to persons who fabricate sources.

10. A. (1) Each sealed source acquired fram another perscn 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 prior 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
fran another person shall not be put into use until tested.

(2) Notwithstanding the periodic leak test required by this condition,
any licensed sealed source is exerpt fram such leak tests when the
source contains 100 microcuries or less of beta and/or ganma emitting
material or 10 microcuries or less of alpha emitting material.

(3) Except for alpha sources, the periodic leak test required by this
condition does not apply to sealed sources that are stored and
not being used. The sources excepted fram this test shall be
tested for leakage prior to any use or transfer to another person
unless they have been leak tested within six months prior to the date
of use or transfer.

B. [Each sealed source fabricated by the licensee shall be inspected and
tested %or construction defects, leakage, and contamination prior to use or
transfer as a sealed source. If the inspection or test reveals any
construction defects or 0.005 microcurie or greater of contamination,
the socurce shall not be used or transferred as a sealed source until it
has been repaired, decontaminated and retested.

C. 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 except that each source designed for the purpose
of emitting alpha particles shall be tested at intervals not to exceed
three rmonths.

D. 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
fran the sealed source cr fram the surfaces of the device in which the
sealed source is permanently or semipermanently mounted or stored on
which one might expect contamination to accumnulate. Records of leak test
results shall be kept in units of microcuries and maintained for inspection
by the Cammission.

E. If the test required by Subsection A. or C. of this condition reveals the
presence of 0.005 microcurie or more of ramovable 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 Cammission regulations. A report shall be filed within
five (5) days of the test with the U. S. Nuclear Regulatory Cammission,

ion '

i . describing the equipgment involved, the test results, and the corrective

action taken.

Oct 1983
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AT T T A e
AL L L

than gas

! to exceed six

purpocse of emitting [

£O exceed three months. In the absence of a certificate
transferor, indicating that a test has been made within
Prior to the transfer, a sealed source received

shall nNOt De put 1nto

Notwil thst 1lng the pericdic leak test required
licensed sealed ce i X ey fran such leak
contains 100 microcuries o of beta and/or
or 10 microcuries or less c lpha emitting material
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The exception in 12.A. (3) may be applied wher in the judgment
health and safety will not be campramised.
) Except for alpha sources, the periodic leak test required

condition does not apply to sealed sources that are stored
belng used. The sources excepted fram this test shall be tested
leakage prior to any use or transfer to another person unless they
have been leak tested within six months prior to the date of use or
transfer.

3

The test shall be capable of detecting the presence of 0.005 microcurie
1 .

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 permanently mounted or stored on which cne might expect
contamination to accumulate. Records of leak test results shall be kept in
units of microcuries and maintained for inspection by the Cammission.

If the test reveals the presence of 0.005 microcurie or more of r novable
contamination, the licensee shall ‘mmediately withdraw the sealed source
fran use and shall cause it to be decontaminated and : L0 be
disposed of in accordance with Cammission requlations. ! shall be
filed within 5 days of the test with the U. S.

Region

, describing the equipment involved, the Lest results, and
the corrective action taken.

Tests for leakage and/or contamination shall be performed by

or by other persons specifically authorized by the Cammission or an
Agreement State to perform such services.

2

Note: Blank in paragraph D may be filled in with "the licensee" he 4 e manufacturer,
the source manufacturer, etc., or amitted. Normal ly paragraph D or E it not both,
should be used.

The licensee is authorized to « € leak te samples in accordance with
the procedures described in ti

for analysis by Alternatively, leak test samy
be collected and/c alyzed by other perso 1fically authorized

iy AW L 0L Lo

Cammission or




CONDITIQV 13.

This condition provides for leak test intervals of three years for certain specified

eqguipment.
13. A.

(1) Each sealed scurce shall be tested for leakage and/or contamination
at intervals nct to exceed three vears. In the absence of a
certificate fram a transferor indicating that a test has been
made within six months pricr to the transfer, a sealed scurce received
fran ancther person shall not be put into use until tested.

(2) Notwitlistanding the periodic luak test regquired by this condition,
any licensed sealed source is exempt fram such leak tests when
the scurce contains 100 microcuries or less of beta and/or camma
emitting material or 10 microcuries or less of alpha emizting
material.

The exception in 13.A. (3) may be applied where, in the judgment of the technical reviewer,
health and safety will not campramised.

(3) The periodic leak test required by this condition does not apply to
sealed sources that are stored and not being used. The sources
excepted fram this test shall be tested for leakage prior to any use
or transfer to anocther perscn 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 cf
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 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 ‘Camission.

If the test reveals the presence c¢f 0.005 microcurie cr 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 Cammission regulations. A report shall be filed within
5 days of the test with U. S. Nuclear Regulatory Cammission, Region >

' , describing the eguipment

involved, the test results, and the corrective action taken.

Tasts for leakage and/or contamination shall be performed by
or by cother persons specifically authorized by the Cammission or an
Agreemert State to perform such services.

Note: Blank in paragraph D may be filled in with "the licensee"”, the device manufacturer,
the source manufacturer, etc., or amitted. Normally paragragh D or E, but not both,

should be

Eo

used.

The licensee is authorized to collect leak test samples in accordance with the
procedures described in the licensee's
for analysis Ly . Alternacively, leak test samrles
may be collected and/or analyzed by other persons specifically authorized by
the Cammission or an Agreement State to perform such services.

Oct. 1983
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22. In lieu of using the conventional radiation caution colers (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 o label
detector cells and cell baths, containing licensed material and used in Fas
chramatography devices, with conspicuously etched or stamped radiation caution
symbols without a color requirement.

A. Each chramatograph detector containing Nickel 63 shall be tested for
leakage and/or contamination at intervals not to exceed six months.
In the absence of a certificate fram a transferor indicating that a
test has been made within six months prior to the transfer, a detector
received fram another person shall not be put into use until tested.

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 surfaces of the device in which the foil is mounted or
stored on which one might expect contamination to accumlate. Records
of leak test results shall be kept in units of microcuries and maintained
for inspection by the Cammission.

If the test reveals the presence of 0.005 microcurie or more of removable
contamination, the licensee shall immediately withdraw the foil fram use
and shall cause it to be decontaminated and repaired ar to be disposed
of in accordance with Cammission regulations. A report shall be filed
within 5 ¢='rs of the test with the U. S. Nuclear Regulatory Cammission,
Mlm v
describing the equipment involved, the test results, and the corrective
action taken.

Note: Blank in paragraph D may be filled in with "the licensee", the device manufacturer,

the source manufacturer, etc., or anitted. Normally paragraph D or E, but not both,
should be used.

D. Tests for leakage and/or contamination shall be performed by
or by other persons specifically authorized by the Commission or an Agreement
State to perform such services.

The licensee is authorized to collect leak test samples in accordance
with the procedures described in the licensee's
for analysis by . Alternatively, leak test samples may be
collected and/or analyzed by other persons specifically authorized by the
Conmission or an Agreement State to perform such services.

The licensee shall report by telephone within 24 hours to the nearest

U. S. Nuclear Regulatory Cammission Regional Office, loss or potential
abandorment down-hole of any sealed source containing licensed material.

In addition, a written report shall be submitted within 30 days for the

lost or abandoned source which shall include information regarding

isotope, amount, location, depth, method of immobilization, sealing, placarding,
and notations to be placed in public records.

The licensee shall not use licensed material in or on human beings or

in field applications where activity is released except as provided otherwise
by specific condition of this license.

Experimental animals administered licensed materials or their products
shall not be used for human consumption.

Licensed material shall not be used in or on human beings or in products
distributed to the public.
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28. A. Individuals involved in cperations which utilize, at any one time, more
than 100 millicuries of Hydrogen 3 in a non-contained form, other than
metallic foil, shall have bicassays performed within one week following
a singie cperation and at weekly intervals for continuing operations.

Tritium Bicassays - Processors, Dial Painters, Etc.

B. (1) Tritium shall not be used in such a manner as to cause any
individual to receive a radiation exposure such that urinary
excretion rates exceed 28 microcuries of tritium per liter when
averaged over a calendar quarter.

(2) Urinalysis shall be performed at weekly intervals on all individuals
who work in the restricted areas of facilities in which sritiim is
used. If the average concentration of tritium in urine for any
single individual during a calendar quarter is less than 10 microcuries
per liter, urinalysis may be performed on that individual at monthly
intervals for the following calendar quarter and may continue at
monthly intervals so long as the average concentration in the
calendar quarter ramains below 10 microcuries per liter. The urine
specimen shall be collected on the same day of the week insofar as
possible.

(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. Muclear Requlatory Cammission,
Washington, D. C. 20555, with a copy to the appropriate Regional Office.
The report shall contain the results of all urinalyses for the individual
during the calendar quarter, the 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 Requlatory Camnission,
Washington, D. C. 20555, with a copy to the U. S. Nuclear Regulatory
Cammission, Region '

Civil Defense

29. Each sealed source containing licensed material to be used outside of a
shielded exposure device shall have a durable, legible, and visible tag
permanently attached by a durable ring. The tag shall be at least one (1) inch
square, shall bear a convenuional radiation symbol prescribed in Section 20.203(a)
of Part 20, and a minimum of the following instructions: DANGER - RADIDACTIVE
MATERIAL - DO NOT HANDLE - NOTIFY CIVIL AUTHORITIES IF FOUND.

Replacement of tags and rings shall be carried cut by the licensee in
accordance with instructions contained in MANUAL OF PROCEDURES FOR THE
USE AND CONTROL OF THE OCD (D V-778 RADIATION TRAINING SOURCE SET, dated
August 197S.

Oct 1983
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37.

38.

42.

A 2ursuant to Secticn 34.25, 10 SR 4, the licensee i3 authorized =

perf:r-l <ests 21_: leakace cr contamination of the sealed scur-es authorized
Oy this license in acocordance wish rocecdures oontained in

3. Nouwithstanding the periodic leak -est requirsd by Secticn 34.25(h),
10 TR 34, such requirement dces nce apply ©o radiography scurces that are
stored and not being used. The scurces exceptad Zom thiis test shall
De tested Sor leakace rricr %o any use or transfer =o ancther nerscn unless
they have been leak tested wizthin six monsh Ericr o the date of use or

-
transfer.
~ < 1 - % -— — ‘- - - = - - —— - - - ~ - o~
G Sealed scurces auticrized Sor a2 s sther <lim SRLLIgTAChY shall Ce stastad
— S . - —~—— . - 2 14,98 £ 15 ~n 32
as TRCIogTREnyY sCurces Ln accordance with Secmion 34.25 oF 1) == 34

The licensee is authorized o receive, cossess, and use sealed scurces of
Iridium 192 cor Cobalt 60 where the 2dicactivicy exceeds the macimam amount of
radicactivity specified in I4am 8 of shis license srovided:
.
A. Such sossessicn does "ot exceed +<he Quanticy per scurce specified in Item 3
Cy mcre than 20% for Iridium 192 or 10% for Cobals 50:

3. feccrds of the licensee show that no mors than =he maximm it ©
radicactivity per scurce specified in Item 8 of the license was ardersd
&om the surplier or transfercr of she Syrroduct materzal: and

c. ™e levels of radiation for radiograghic exposure devices and storace
containers do not exceed those specified in Secmicn 34.21, 10 TR 4.

This license does not authorize . the comerczial dist-ibution of exempt qQuantities
of licensed material pursuant %o Secticn 30.18, 10 CFR 30, and Secticn 32.18,
10 CR 32.

Pursuant < Title 10, Chapter 1, Code of Federal Reculaticns, Part 40, "Domestic
Licensing cf Scurce Material " the licensee is authcrized =o oossess, use,
wansfer, and rport @ w0 999 kiloorams of uranium contained as shielding
material in the radiograpny exposure devices and source changers authorized

by this license.

Pxrsuant @ Title 10, Ciapter 1, Coce of Tederal Regulations, Part 40, "Domestic
Licensing of Scurce Material," the licensee is authcrized = cossess, .se,
wransfer, and import the uranium contained as shielding material in the
teletherapy units auvthorized by this license.

Each sowrce holder and logging tool containing radicac @aterial shall
Dear 2 legitle and visidble marking. The marking shall bear the conventicnal
radiation symtel and the Sollowing werding: CANGER - RADICACTIVE - DO XNCT
HANDLE - NOTIFY CIVIL AUTSCRITIES.

Oct 1983
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43. The licensee shall not transfer possession and/cor control of materials or
products containing licensed material as a contaminant except:

A. By transfer of waste %o an authorized recipient:
8. By transfer to a specifically licensed recipient; or

C. As provided ctherwise by specific condition of this license pursuant
to the requirements of Section 32.11, 10 CFR 32.

44. Installaticn, relocation, ramoval fram service, maintenance, repair, and initial
radiation survey of devices containing licensed material and installation,
replacement, and disposal of sealed sources containing licensed material used
in devices shall be performed only by . or by other persons specifically
authcrized by the Camission or an Agreement State o perform such services.

45. Installation, relocation, ramoval fram service, maintenance, repair, and initial
radiation survey of containing licensed material shall be performed
only by 1n accordance with » by the device manufacturer,
or by other persons specifically authorized by the Cammission or an Agreement
State to perform such services. 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 Cammission or an Agreement State to performm such services.

45. A. Installation, relocation, removal fram service, and initial radiation

survey of devices containing licensed material shall be performed only by
in accordance with » by the device manufacturer,
ar by other persons specifically authorized by the Cammission or an Agreement
State to perfomm 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 Cammission or an Agreement
State to perform such services.

46. Maintenance, repair and initial radiation survey of devices containing
licensed material and installation, replacement, and disposal of sealed sources
containing licensed material used in devices shall be performed only by
or by other persons specifically authorized by the Cammission or an Agreement State
to perform such services.

46.A.Maintenance or repair of portable devices involving removal of the sealed
sources fram the devices or removal or dismantling of shielding may be performed
by + the device manufacturer, or by other persons
specifically authorized by the Cammission or an Agreement State to perfomm

such services.

47. The licensee shall conduct a physical inventory every six (6) months to account
for all received and possessed under the license. The records of
the inventories shall be maintained for two (2) years fram the date of the inventory
for inspection by the Cammission, and shall include the quantities and kinds of
licensed material, location of and the date of the inventory.

47.A.The licensee shall conduct a physical inventory every six (6) months to
account for all received and possessed under the license.
The records of the inventcries shall be maintained for two (2) years
fran the date of the inventory for inspection by the Cammission, and shall
include the quantities and kinds of byproduct material, manufacturer's
name and model numbers, location of and the date of the inventory.

Note: Condition 47.A. may be used for fixed e licenses which do 1 o1 fu
model numbers. See also Condition Nos. 106 2?39107. ch do not specify

OCct 1983
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48. Detector cells i material sh oe 1 or the foil
SOUrces ramm ,'u’?i cell by the .

FOR PHARMACY LICENSES

49. A. The licensee shall perform a test to aCt i y the activity
>f molybdenum=99 contamination in each elution of technetiun-99m £rom a
molybdenun-99/technetium=-99m generator and in each extracti or
separation of technetium=-99m fram molybdenun=99 not contained 1n a

=

jyenerator

B. Licensee shall not di -echnetium=-99m
netiun=-99m contains more than one (1) micr
millicurie of technetium=-99m or if it contains
>f molybdenun-99 per dose of technetium-99m at
" time shown on the package label. The expiration
package label shall be such that the limits above are not exceeded for Ay
single patient dose. The limits for molybdenum-99 ¢
represent maximum values and molybdenum-99 contamination should be Kept
as low as reasonably achievable below these limits.

c. The licensee shall establish written procedures for perscnnel performing
tests to detect anc‘ ':’ ntify molybdenum-99 contamination. These
procedures shall include all necessary calculations and steps to be .taken
1f activities of mly‘ocenurr.hgg 1n excess of the limits specified in
Subitem B. above are detected.

D. m=-99

;j these tests

E. 1. The licensee shall maintain for inspection oy the Nuclear I Regulatory

- &Y

= | b -
erfomed to detect

3 mant i S a0 ~An+ " e Al srde AF +raims
and quantlly molybdenum=99 con 1 C . recoras L ralning

- —h QALK

Cammission records of the results of each test
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Neecles cr standard medical arplicatsr cells cont cainine Cobalt 60 as B
shall not De crened -y the licensee mless specifically authorized oy a corndition

wir

-

in this L:.cerse

Patients containing Cobalt 60, Cesium 137 or Iridium 192 implants shall remain
nospitalized mtil a scurce camt and swrveys made wisth an argropriate radiation
detection instrument ..x.cau that all irplants have been remcved. The resulss
cf these sirveys shall be reccried and maintained Sor inspecticn by the Commission
Zor five (5) years f:':'n the time the implants ares ramcved.

fatlients containing Iodine L31 Zor the treathment of TmyTsid marsincra

(or gatiemts containing therapeutic quantizies of Gold 198) shall remain

hospitalized wmntil the resicdual activity is 30 millicuries or less.

Pursuant o Secticn 20.1058(a) Title 10, Chapter 1, Code of "ede:a.l
Reculaticns, Part 20, "Standards for Protection Acainst Radiation,”-and

in reliance cf statements, ;::cca:iu:es and representaticns macde by the
licensee in his , The Sollowing maximum radiaticn levels are hersby

authcrized in the llowing unrestriczed areas:

Maxsmuom Radiation Lavel U ricmed Area

Radicactive cases as Tee ms or in sclution, %o be administered =c humans,
shall De procured &oom a2 supplier Wwhe distributes the srocuct indicated Sor
hunan use ir. aceordance with the Federal Food, Crug, and Cosmetic Ace.

Netwithstanding the labeling recuirements of Sectmion 20.203(£), 10 CFR Part 20,
(or carparacle Acreement State reculat ‘:rs) the licensee is auticrized o
receive, pcssess, and use licensed mater: received nder the American College
of Patirlcgists Muclear Medicine :\.a.’.;:y Contrel Program with labeling as
proreosed in letter dated

The specified possession limit includes all licensed material —cssessecd by the
licensee under this license whether in storace, implanted in patients or
ctherwise in use.

The licensee shall rnot receive or transfer in any single transacticn cne (1)
gram cr mere cf plutonium 238 contained in muclear-gowered pacerakers witicut
ifving the Division of Safeguards, U. S. Nuclear Regulatory Coammissicn,

Washirngeon, D. C. 20835, and, in addition, copleting ard distributing

Ferm NRC-741 as recquired by Section 70.54 ¢f£ 10 &R 70.

The licensee shall rercort %o the Material Licensing Branch, U. S. Nuclear

Regulatory Canmission, Division of Fuel Cycle and Material Safety,

washington, D. C. 20555, within twenty-four (24) hours of ccourrernce,

the death of any nuclear cacemaker patient, and any acdverse reacticn and/cor
1&mection .:'vt.:.vi:x; a cacemaker system, including the leads. A writien

'e:nr' giving details cf the adverse reacticn anc/ or malfmcsion snall e

submitsed within chirey (30) cays.
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D. If the test reveals the presence of 0.05 microcurie or nore of removable
contamination, the licensee shall pramptly take acticn to prevent spread of
contamination and shall file a report within five (5) days of the test
with the Material Licensing Branch, Division of Fuel Cycle and Material
Safety, U. S. Nuclear Regulatory Cammission, Washington, D. C. 20555,
describing the test results and the corrective action taken. A cocpy of
such report shall also be sent to the U. S. Nuclear Regulatory Cammissicn,
Region '

Pricr to initiation of a «reatment program, each teletherapy unit shall be
equipped with electrical cor mechanical stops lLimiting use of the primary beam
of radiation so as <o ensure corpllance with Section 20.108(2), Tisle 10,
Part 20, Code of Federal Regulations, Chapter 1, "Standards for Prctection
Against Radlation," as evidenced by a radiation survey. Necessary use
restrictions shall be fully described in radiation survey reports submitted
in accordance with Condition No. 18.

A set of written emergency instructions shall be posted at the :elether%py
machine control. These instructions shall inform the machine operator of the
procedure to be followed should he be unable to turn the machine's primary beam
of radiation "off" with the controls cutside the treatment roam.

A. Access to the teletherapy roam shall be contreolled by a door at each
entrance. Such doors shall be normally closed.

8. Each entrance %o the teletherapy roam shall be equipped with an elec-
trical interlock system that will turn the teletherapy machine's primary
beam of radiation "off" immediately upcn cpening of any entrance door.
The interlock system shall be comnected in such a manner that the
teletherapy machine's primary beam of radiation canmnot be turned "on"
until all treatment roam entrance doors are closed and the beam "on-off"
control is reset at the control panel.

C. Electrical interlocks on entrance doors to the teletherapy room shall
‘be tested for proper cperation at least once every six months. Records
of test results shall be maintained for inspection by the Cammission.

D. In the event of malfunction of any door interlock, the teletherapy machine
control shall be locked in the "off" corlition and not used, except
as may be necessary for repair cr replacement of the interlock system,
until the interlock system is shown to0 be functioning properly.

Oct. 1983
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70. Pricr to initiation of a treatment program, and subsequent to each installation
of a teletherapy source, radiation surveys and tests shall be performed in
accordance with the following:

A. A radiation survey shall be made of:

(i) The teletherapy source housing, with the teletherapy source in the
"off" position. The maximum and average radiation levels at cne
meter fram the teletherapy source in the "off" position shall not
exceed 10 millircentgens per hour and 2 millircentgens per hour,

respectively.
(ii) All areas adjacent t0 the treatment room with the teletherapy source

in the "on" position. The survey, except Item (¢), shall be
performed with a phantam in the primary beam of radiation and shall
clearly estaplish:

(a) Tr.- radiation levels in restricted areas are not likely %o cause
px . sonnel exposure in excess of the limits spgcified in
wtion 20.101, Titcle 10, Part 20, Code of Federal Regulaticns,
Tapter 1, "Standards for Protection Against Radiation"
(lu “FR 20).

(b) That qua..-‘tie. of radiation in unrestricted areas do not
exceed the 'imit: specified in Section 20.105(b), 10 CFR 20.

(¢) The intensity of t'e primary beam of radiation at a specified
distance fram he t. letherapy source.

B. Tests shall be made to dete. nime proper cperation of:

(1) Electrical interlock. or. entrance docrs to the teletherapy
treatment roam.

(i%) The teletherapy source ' n=c.'£" indicators, both at the source
housing and on the teleth ' machine control panel.

(iii) Electrical or mechanical sus ‘.owl.ed for the purpose of
Limiting use of the prima.y beam -~f radiation (restriction of
source housing angulation or eleva ion, carriage or stand travel
and cperation of the beam "on-off" i ~chanisn).

(iv) The teletherapy treatment timing device.

2. M veport of the results of the above surveys and tests shall be sent to
the Material Licensing Branch, U. S. Nuclear Regulatory Caommission,
Division of Fuel Cycle and Material Safety, Washington, D. C. 20555, not
later than thirty (30) days following each installation of a teletherapy
scurce. A copy of such report shall be sent %o the U. S. NMuclear
megulatory Camnission, Region

Oct 1983
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79.

The last sentence of this condition may be cmitted or modified to apply to

Page 21

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 Regulaticns, Part 71, "Packaging of Radicactive Material

for Transport and Transportation of Radicactive Material Under Certain
Conditions."

INCINERATICN

situatiocis where the licensee packages his waste residues and “ransfers them +o
authorized recipients for disposal.

80.

8l.
82.

Pursuant to Sections 20.106(b) and 20.302, 10 CFR 20, the licensee is

authorized to dispose of licensed material by incineration provided the
gasecus effluent fram incineration does not exceed the limits specified for

air in Appendix B, Table II, 10 CFR 20.

Ash residues may be disposed of as

crdinary waste provided appropriate surveys pursuant to Section 20.201 are
made to determine that concentrations of licensed material appearing in the
ash residues do not exceed the concentrations (in terms of microcuries per
gram) specified for water in Appendix B, Table II, 10 CFR 20.

GENERAL LICENSE DISTRIBUTION - CERTAIN SEALED SOURCES AND DEVICES

DELETED

No generally licensed device shall be installed by the licensee in such a
manner or in such a location that any person could receive more than 0.5 rem
in a calendar year under ordinary circumstances of use.

The licensee shall furnish to each general licensee to wham he transfers a .

device pursuant to this license, a copy of Section 31.5, 10 CFR 31;

Sections 30.34 and 30.51 through 30.63, 10 CFR 30; Sections 20.402 and
20.403, 10 CFR 20, and Appendix D, 10 CFR 20.

Tests of sealed sources for leakage or contamination shall be in accordance
with the following:

A.

c.

D.

E.

The conditions of pertinent U. S. Nuclear Regulatory Cammission and
Agreement State licenses authorizing the custamer's use and possession

of the licensed material;

and dated

The procedures described in the application filed by

'

The sealed source shall not be ramved fran the device. Tests shall be

made with the sealed source in the shielded or off condition;

Prior to collection of test samples, the tester shall survey the area

which he will occupy during the sample collection; and

A report of the results of each test shall be provided the custamer

in units of microcuries.

Oct. 1983
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After installation by the licensee of each device distributed o persons
generally licensed pursuant to Section 31.5 of 10 CFR, Part 31, the licensee
shall conduct a radiation survey and shall assure that the levels of radiation
do not exceed those specified in the license authorizing the manufacture or
distribution of the installed gauge. The licensee shall furnish the general
licensee a copy of the radiation survey report.

The handling of radicactive material under this license in the manufacture,
installation, dismantling, relocation, and testing of devices shall be performed
w L

The licensee shall test each device distributed under this license for
leakage or contamination of radicactive material and proper cperation of the
“on-off" mechanism and indicator, if any, at the time of installation of the
device.

A. Each device distributed under this license shall bear a durable, clearly
visible and legible label or labels containing the following or
substantially similar statements:

1. "Receipt, possession, use and transfer of this device are subject
to a general license or equivalent and regulations of the
U. S. Nuclear Regulatory Cammission or an Agreement State."

2. "Abandorment or disposal prohibited unless transferred to persons
specifically licensed by the U. S. Nuclear Regulatory Cammission
or an Agreement State."

3. "Operation prohibited if there is indication of failure of or damage
to shielding, source contaimment or on-off mechanism."

4. "Installation, dismantling, relocation, maintenance, repair and
testing involving the radicactive material, its shielding or
contaimment shall be performed by persons specifically licensed by
the U. S. Nuclear Regulatory Cammission or an Agreement State."

5. "The device shall be tested for radicactive leakage and proper functioning
of on-off mechanism and indicator, if any, at installation, at
source replacement, and thereafter at no longer than intervals."

6. '"Loss, theft, or transfer of this device and failure of or damage
to the shielding, the source contairment or the on-off mechanism
must be reported to the U. S. Muclear Requlatory Cammission or an
Agreement State."

7. "This label shall be maintained on the device in a legible condition."

B. Each device distributed under this license shall bear a durable, clearly
visible and legible label or labels containing the device model and
serial number, the radiation symbol in colors magenta or purple on a
yellow background, the words "CAUTION, RADICACTIVE MATERIAL" or "DANGER,
RADICACTIVE MATERIAL," the quantity, identity and date of measurement of
the radiocactive material, and the name of the distributor of the device.

C. Each label required by this condition shall bear the statement, "Removal
of this label is prohibited."

Oct 1983
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A.

A.

B.

Page 23

The licensee shall report to the Material Licensing Branch,

Division of Fuel Cycle and Material Safety, U. S. Nuclear Regulatory
Cammission, all transfers of devices distributed under this license to
persons generally licensed under Section 31.5, 10 CFR 31. Such report
shall identify each general licensee by name and address, the type of
device transferred, the quantity and type of licensed material contained
in the device, and the specific location where each device is installed.
The report shall be submitted within thirty (30) days after the end of
each calendar quarter in which any such device is transferred to

a generally licensed person.

The licensee shall report tc the Material Licensing Branch, Division

of Fuel Cycle and Material Safety, U. S. Nuclear Regulatory Camission,
all transfers of devices distributed under this license to persons
generally licensed under Section 31.5, 10 CFR 31. Such report shall
identify each general licensee by name and address, the type of device
transferred, and the quantity and type of licansed material contained in
the device. The report shall be submitted within thirty (30) days after
the end of each calendar quarter in which any such device is transferred
to a generally licensed person.

LEAK TESTS FOR PLUTONIUM SOURCES

Each encapsulated plutonium source designed for the purpose of emitting
neutron or gamma radiation shall be tested for leakage at intervals not

to exceed six (6) months. In the absence of a certificate fram a transferor
indicating that a test has been made within six (6) months prior to the
transfer, a sealed source received fram another person shall not be put
into use until tested.

The test shall be capable of detecting the presence of 0.005 microcurie

of alpha contamination on the test sample. The test sample shall be taken
fram the scurce or fram appropriate accessible surfaces of the device ir.
which the sealed source is permanently or semipermanently mounted or
stored. Records of leak test results shall be kept in units of microcuries
and maintained for inspection by the Cammission.

If the test reveals the presence of 0.005 microcurie or more of ramovable
alpha contamination, the licensee shall immediately withdraw the sealed
source fram use and shall cause it to be decontaminated and repaired by

a person appropriately licensed to make such repairs or to be disposed

of in accordance with the Cammission regulations. Within five (5) days
after determining that any source has leaked, the licensee shall file a
report with the Material Licensing Branch, Division of Fuel Cycle

and Material Safety, U. S. Nuclear Regulatory Cammission, Washington, D. C.
20555, describing the source, the test results, the extent of contamination,
the apparent or suspected cause of source failurs, and the corrective
action taken. A copy of the report shall be sent to the U. S. NMuclear
Requlatory Camission, Region )
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922.

centimied

O

The pericdic leak test required by this conditicn does nct apply =
sealed sources that are stored arnd not Deing used. The sources excepted
£om this test Ll De tested for leakage tricr %0 any use or wransfer
o ancther perscn unless they have been leak 2asted wizhin six (8) months
gricr to the date of use or transfer.

. DNotwithstanding the cther srovisicns of this leak test condition, leak
tests are not required on pacemakers implanted in experimental animals
provided that a leak =est shall De performed mmediately Sollowing remval
of the macenakers S&om the animal.

A. Sach plutonium alpha sowrce shall De tested Sor lsakage at intervals not oo
exceed three (3) months. In the absence of a cer=ificate Zmm a sransferor
indicating that a test has been made within three (3) months gricr o the
transfer, a sealed scurce "ecuvad £on ancther person shall not be put ints

use untilytested.

8. The test shall be capable of cdetecting the cresence of 0.005 microcurie of
alpha contamination on the test sample. The test sample shall De zaken
£om the source or £om appropriate accessible surfaces of the device
in which the sealed scurce is permanently cr semipermanently mounted or
stored. Records of leak test results shall be kept in wnits of
micocuries and maintained for inspecticn by the Commdission.

s If the test reveals the rresence of 0.005 microcurie cr more of ramovable
alpha contamination, the licensee shall immediately withdraw the sealed
sourse £oom use and shall cause it to be decontaminated and repaired by
a person appropriately licensed o make such repails Cor <0 be disposed
of i accordance with the Commission regulations. Within five (5) days

after determining that any scurce has leaked, the licensee shall f£ile a
repors with the Material Licensing 3ranch, Division of Fuel Cycle and
Marerial Safety, U. S. Muclear Reculatcory Commissicn, Washinceon, D. C.
20555, descriding the source, the test results, the extent of contamination,
the arparent or suspected cause of scurce failure, and the correczive
acticn %aken. A cory of the report shall be sent =w© the U. S. [uclear
Regulatory Commission, Regicn ’

D. The periodic leak test required by this condition does not arply o sealed
sources that are stored and not being used. The scurces excerted Zrom this
test shall be tested %or leakace gricr %0 any use cr wansfer “o ancther
person unless they have been leak tested within three (I) months zXicr w©©
the date of use or transfer.

Zxcept for plutcnium contained in a medical device designed Sor individual huran
aml-caf..cn. no plutonium, regardless of form, shall De delivered to a carTier
for shipment Dy alr transport or transportad in an aircraft by the licensee
except in cnckages the design of which the NRC has specifically approved Tor
transport of plutonium Dy alr.
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95.

97.

98.
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The licensee shall file periodic reports as specified in Section 32.

10 CFR 32.

A. Each teletherapy roam shall be equipped with a radiation menitoring
device which continucusly monitors the teletherapy beam condition and
is equipped with a back-up battery power supply for amergency cperation.
This device shall energize a visible signal to make the cperator continuously
aware of teletherapy beam condition in corder that appropriate anergency
procedures may bDe instituted to prevent unnecessary radiation exposure.
Operat'ng procedures shall require daily cperaticnal testing of the
installed radiation monitor.

8. Whenever the continucus radiation monitoring device is not operational,
any person entering the teletherapy roaom following an irradiation shall
enter with an cperable, calibrated radiation survey metar and shall
determine the beam condition.

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

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

B. Prior to disposal as normal waste, radicactive waste shall be monitored
to determine that its radicactivity cannot be distinguished fram
background with typical low-level laboratory survey instruments. All
radiation labels will be removed or cbliterated.

C.  Generator colums shall be segregcated so that they may be monitored
separately to ensure decay to background levels pricr to disposal.

Notwithstanding other authorizations and requirement of this license,
the licensee shall have the cobalt 60 source described in Subiter 7.

of this license ramoved fram the teletherapy head and returnea +o the
supplier if the radiation levels pemitted by Condition are exceeced.

Notwithstanding the reguirements of 10 CFR 35.26(a), the licensee

is authorized to extend until the time Interval for
inspection and servicing of his teletherapy unit.
Notwithstanding the requirements of 10 CFR 35.24, may

perform the duties of the qualified expert for those full-calibration
and spot-check measurements specified in 10 CFR 35.21 and 35.22.

Licensed material shall be used by, or under the supervision of,
physicians (as defined in 10 CFR 35.3 (b)) who are certified by the
American Board of Radiclogy in Radiology or Therapeutic Radiology and
whe have been approved by :
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101.

102.

103.
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105.

Page 26

Radicactive waste may be picked up £ram the licensee's customers and
d_sposcd of in accordance with the procedures, statements and representations
in ‘

A. Radicpharmaceuticals dispensed and/or distributed for human use shall be

either:

(1) Repackaged fram prepared radicpharmaceuticals that are the subject
of an FDA-approved "New Drug Application" (NDA) or for which FDA has
accepted a "Notice of Claimed Investigaticnal Exemption for a New
Drug" (IND), or

(i1) Preparad £rom generators and reagent kits that ars the subject of
an FDA-approved NCA or for which FDA has accepted an IND.

B. §repared radicpharmaceuticals for which FDA has accepted an IND and
radiopharmaceuticals prepared fram generators or reagent kits for whicn
FDA has accepted an IND shall be dispensed and/or distributed:

(1) In accordance with the directions provided by the sponsor of the
IND, and

(ii) Only to physicians who have been accepted by the sponsor of the
IND to participate in clinical evaluation of the drug.

The licensee shall inform in writing each physician who participates in an
IND evaluation that the physician is responsible to the sponsor of the IND for
use of the drug in accordance with protocols established by the sponsor and
for reporting to the sponscr the clinical informaticn obtained throuch use

of the drug.

The licensee shall elute generators and process radicactive marterial with
reagent kits in accordance with instructions furnished by the manufacturer
on the label attached to or in the leaflet or brochure that accampanies the
generator or reagent kit.

hagcht kits may be redistributed to persons licensed pursuant to Section 35.14
and 35.100, 10 CFR 35, or under equivalent licenses of Agreement States, for
Group III.

The licensee may use the Calicheck device for doing linearity tests of his
dose calibrator provided he follows the procedures in the Calcorp, Inc., Manual
dated March 2, 1982.

The licensee may Lse the Lineator device for doing linearity tests of
his dose calibratct provided he follows the procedures in the Atamic
Products Corporation Lineator Instructions Manual dated June 20, 1983,
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107. (continued)

Note: Blank in paragraph D may be filled in with "the licensee", the device manufacturer,
the source manufacturer, etc., or amitted. Normally paragraph D or E, but not both,
should be used.

D. Tests for leakage and/or contaminaticn shall be performed by
or by other persons specifically authorized by the Cammission or an
Agreement State to perform such services.

E. The licensee is authorized to collect leak test samples in accordance with the
procedures described in the licensee's
Jor analysis by . Alternatively, leak test samples may
be collected and/or analyzed by other perscns specifically authorized by the
Cammission or an Agreement State to perform such services.

108. This license does not authorize cammercial distribution of licensed material.
109. This license does not authorize possession or use of licensed material.

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

Qct 1983



10,

1l.

12.

13.

ENCLOSURE 2
E/PLANATION OF REVISIONS TO STANDARD CONDITIONS

Condition Nos. 106 (use condition), 47A (inventory condition), and 107
(Teak test) are added for use in licenses authorizing Kay Ray,

Accu Ray, Ohmart, and LFE fixed gauges where model numbers are not
specified. These conditions have been used in licenses for over a
year, but have never been incorporated into the Standard Conditions.

Leak test condition Nos. 11, 12, 13, 23, 73, and 107, paragraphs D and
E, are modified to make it more clear who can collect and analyze leak
test samples. In most cases, D or E should be used, but not both.

Condition Nos. 29 and 30 are modified to reference the current 1975
FEMA safety manual.

Condition Nos. 44 and 45 are mod.’ ¢d to delete references to leak
testing, to avoid conflicts with leak test conditions.

Condition Nos. 44 and 45 are modified to add "removal from service,"
to make it clear whether a licensee can remove a device from service.

Condition No. 45A is added as a modification to condition No. 45 for
cases where a licensee is not authorized to perform maintenance and
repair.

Condition No. 46A is added to cover maintenance and repair of portable
gauges.

Condition No. 47 is modified to reference "licensed material," so it
can be used for Part 40 and Part 70 licenses.

Conditions Nos. 72 and 97, applicable to teletherapy, are modified
to make them consistent with new 10 CFR Section 35.26, published in
1983.

Condition Nos. 108 and 109 are added to prohibit commercial
distribution, possession, or use of licensed material. These
conditions are commonly used, but have never been incorporated
into the Standard Conditions.

Note: A standard condition addressing protection of fixed gauges
against environmentai conditions is still under development.

Condition 110 makes clear that a distributor may not distrif .te
to group medical licensees. (An "MD" license is required for this
purpose. )

Note: References to Regional Offices of Inspection and Enforcement
have been deleted from all license conditions. This is consistent
with the fact that Regional Offices are no longer part of IE.
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