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POLICY MID GdIDANCE DIRECTIVE FC 84-22;
SU& LECT:

WHAT SOURCE NID DEVICE DESIGNS REQUIRE N1 EVALUATION
'

.

There have-been questions raised concerning the need for review of certain
,

'

source and/or device. designs by the Material Certification and Procedures (1) calibration and
Dranch (FCMC). The questions.specifically referred to: reference standards-(2) sources or devices used in research and development,-

(3) sources or devices used by broad licensees, and (4) custcm sources or
This directive provides guidance regarding evaluation fordevices.

these types of sources and dev. fees.

Calibration and reference' sources may be licensed without review byO 1. FCNC if the sourcerdo n6,E exceed the following:
.

For beta and/or ga.ma_ mitting material - 100 microcurles or
ten times the quant,fty,spectfled in Section 30.71. Schedule B,o

<

10 CFR 30, whichever, is greater. j'
'

For- alphe emitting caterial - 10 interecurf es.o

The above values were cho'sen because they represent minimal hazard to
public health and safety., To license these sources, identify the isotope in

'

Its 6 of the license, use the statment " calibration or reference sources"
in Its 7. and state the maximum quantit;y for cach source in Item 8.
Both possession and distribution may be authorized.

Sourco or devices containing sources that are Intended only for
research and development use need not bu sont to FCMC if the applicant2.

is qualified by training and experience to uso and handle the requested
quantity of material in unsealed fom (for sources) or in unshleided fem
(for registnred sources).. You may license the sourco or device without-
evaluation by FCMC.
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3. Source or devices containing sources to be used by a broad licensee'

need not be sent to the FCt!C if the licensing reviewer has made a(" detemination that the licensee is qualified by sufficient training
and experience and has sufficient facilities and equipment to safely
use and handle the requested quantity of radioactive material in unsealed
form (for sources) or unshielded fom (for registered sources). In most
cases the reviewer need only check if the requested source activity is
within the licensees possession limit.

'

4. Sources or devices containing sources built to the unique specifications
of a given user (custem) .need not be sent to the Material Certification and
Procedures Branch for evaluation if: (a) they contain less than 200
millicuries of radioactiv,e material or less than 20 curies of tritium,
and (b) the licensing reviewer has,made a detemination that the
applicant is qualified by training and experience and has adequate
facilities and equipment to safely use and handle the recuested quantity.
of radioactive material in unsealed fom. Thus, the applicant would

M not have to reyly on the intrinsic safety of the source or device to .

demonstrate ccmpliance with 10 CFR 30.33. Custem source and devices
uhich contain an activity greater than that listed above should be

.

submitted to FG!C for evaluation.
'

To licen'se these custan source and/or devices, identify the isotope
in Item 6 of the license, use the statement "custcm source" or " scaled
source" including drawing or model number, if possible, in Itca 7 and -
state the maxina quantity _ of radionuclide per source or device in

d Itan8. In Item 9 (authorized use) describe, as clearly as possible, the
actual use of the custem source or device. Examples: "For use in a
l'.odel A analy2ar custem-httilt for the -licensee by ABC Ccmpany in flotcun"
or "Custani source for use .in XYZ Model 100 gauge." _

Several questions have arisen regarding whether identical "off-the-shelf"-
devices with limited distribution can be reviewed as custem devices.
This has been a particular prob 1cm with imported devices. He will
evaluate the first device as a custem device if distribution is
anticipated to be limited. FCMC will consider additional identical
devices on a case-by-case basis. In general, we will strongly
encourage registration of, off-the-shelf devices to avoid repetitive
custan reviews.

Licensing Reviewer bote:

The llRC normallp req'uires that all sources n'nd devices ,

containing sources be properly evaluated, be found
acceptable for licensing purposes, and be registered prior
to routine distribution to American custcmers who would be

-

specifically licensed. The exceptions are discussed in
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this mecorandum. Once registered, the license applicant

'

need only identify a specific device and radioactive
source by ranufacturer and model number when making
application for a specific license for possession and use
of the device.

,

Additionally, the flRC requires, as a condition precedent to
obtaining registrati.on,. that a foreign applicant establish
an address in the United States at which will be kept all
records, required by .Ccmission regulations and at which the
registrant specifically authorizes the Ccmission to serve
upon the registrant all papers and legal documents in
connection with the.Comission's regulatory program.

.

An applicant cust describe how any device is to be
serviced. It is preferable that a licensed distributor be --

established in the United States who is responsible for providing
service and maintenance of the device. However, the licensa
applicant may propose an equivalent alternative as to how
service-is to be performed on the device.

,

The authorization to use sources or sources contained within devices, which have
not been evaluated by FCic as described in Items 2, 3 and 4 above, apply to
use by the applicant only. Therefore, the applicant should not be autForized

b, to distributa the sources or sources contained within devices to other
~~ -

-licensees. -

,

All cases referred-to FCMC should follow the. procedures in Policy and Guidance
Directive FC-84-5 dated May 16,,1984.

If you have any questions, ple'ase contact St ven Baggett at FTS 427-9005.
* -
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