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Note by the Secretary
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report by the Director of Radiation Protection Standards be

circulated for consideration by the Commission at an early date,
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OFFICIAL USE ONLY

ATOMIC ENERCY COMMISSION

PROPOSED AMENIMENTS TO 10 CFR PARTS 30 AND 12

CLASS EXEMPTION OF BYPRODUCT MATERTAL IN
GAS AND AEROSOL DETECTORS

Report to the Director of Regulation

by the Director of Radiation Protect{on Standards

THE PRODLEM

1. To conslder proposed amendeents to 10 CFR Parts 30 and 32 wvhich
would (a) excapt from licensing requircments the posscssion and use of
byproduct material contalned i{n Bas and acrosol detectors, and (b) ecstablish
requiiements for the {ssuance of specific licenses authorizing che

sistributfon of gas and acrosol detectors for posssssion and use under

the exerption.

BACKCROUND AND SIMMARY

1/

2. We have received thres pet‘tions to exempt from licansing

'3

requirements three different byproduct materials {n smoke detectors for
use in fire detection and fire protection systema, The proposed
class cxesptlon for gas and aerosol dotectors in Appendix "A" {3

intended to satisfy these petitions and to provide for specific licenses

i
'

for sanufacture transfer of those detectorn and other

]

detectors of gascs and acrosols incorporating ridionuclides for use on a
license exenpt basis, Thie class exenption for a8 and aerosol detectors

ie like the class exemption for luminous products which was publ{shed

1/

- Fanwnl, Inc, and Honeywnll, Ine, have requested an excaption for uran{uz-
232 (a byproduct material) and nickel~63, raspectively, {n smoke
dc'cc\orc Pyrotronics, Inc. has asked, (n effect, for an exempcion
‘or americium =241 in smoke detectors,

L]
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4., OSince 196) americi 241 has been the principal radio-

isotope used {n smoke detectors. External radfation levels f

detect ing americium are abe 0.01 the level for radium
1ics A currently dJdistributed model o ntains B0 microcuries of
ericium-241 Approximately 000 units presently are iistributed
annually, Ma ture, import, and di ibution thorized by
AEC specific licenses, Use, which has been almost entirely nonresic al
has been principally under the general license {n 10 .3, although

Ors are also being used nder Epecific licenses i
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of devices which would satisfy che criteria appears likely, We believe
that gas and aerosol detectors which are {ntended to protect life and
property from afirborne hazardes as well as fires, and which catiefy

the safety criterla (n the proposed rule in Appendix "A", should be

exempt from licensing requirements.

6. The class exeoption for gas and arrosol detectors would permit
their widespread use in homes and industry, The use of smoke detectors
in fire detection eystems is likely to be the principal use in the home. '
Industrial use, for example in the chemical industry, could include ura
of both smoke detectors and detectors of toxic atmospheres, The small
amount of radiocactive material per unit, and the design, would limit
the potential exposure from such widespread use. Regulatory control
of the ultimate disposal of sxeopt devices (g not practical although
the minufacturer may be required to provide recommended disposal
instructions with the device. Ultimate disposal 1s likely to ba by

land burial in the course of ordinary trash removal,

such that the personnel exposures assoclated with use and disposal

-—
o
-
O
-}
5

of a single exempt unit are unlikely to exceed about 1% of th

and the lim{ts for individuals {n the pSpulatinn. With
present technology, effective detectors of smoke and other airborne
hazards can be manufactured which meet these criteria, We believe
the benefit from use of wuch detectors containing bypreduct material
offsets the small risk from radiation exposure.
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8. Unlike the class exemption for luminous oducts, this class

exemption would apply to products with clearly defined end uses, Accordingly,

his class exemption does not (nclude & provision that would specifically

S

vreserve authoricty to deny applications where the end uses ca
reasonably foreseen,

9, Tesuance of a class exemption and cciteria for granting of specific

licenses to manufacture and distribute the detectors would be consistent

oy
©

with recommendations of the Radfolsotopes Licensing Review Panel ir (¢t

report of September 5, 1967, to the Coomission, The concept of a class

exemption for smoke detectors recefved favorable consideration at the

F

November 15, 1967,meeting with representatives of the \greement States,

-

STAFF JUDGMENTS

10. The Divielons of Materials Licensing, State and Licensce Relations,

Compliance, International Affairs, and Operational Safety, and the Office

concur in the recommendation of

fice of Congressional Relations concure in the draft letter to ¢

Committee on Atomic Energy attached as Appendix "B", The Division of Public
Information prepared the drafte public announcement attached as Appendix "

ON
11, The Director of Regulation rec is that the Atomic Ener;
Coumission '
a. ublication of the notice of proposed rule making
10 CFR Parts 30 and 32 in the form contained in
"A", allowing 60 days for public comment;
b Commictee on Atomic Energy will be
; \ @ lons by letter such as Appendix "B
¢
¢, Note that a public announcement sue
! be {ssued upon filing of the notice

F

making with the Fed 1 |

A
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d. Note that the petitioners affected by this proposed
rule will be informed of the proposed amendments; and
e, that che Federal Radiation Council will be informed

he proposed amendments,

A’ Notice of Proposed Rule Making £ el A 8 «
ik Draft Letter to the Joint ee on Atomic Energy . .
neH Draft Public Announcement . . « .+ « + o &+ « & . N
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simplify, in a manner consistent with the Commissioc published criteria
for the approval of products intended for use by the gerneral public (30
F.R., 3462), the Commission's regulatory process applicable to byproduct
material contained in gas and serosol detectors.

L0

The proposed class exemption for gas and aerosol detectors is

or iluminous products

in concept to the proposed class exemption

ished in the FEDERAL RECISTER on June 1, 1968, for public comment,

The factors taken into consideration by the Commission in formulating

()
1=
(

uch class exemptions were set forth {n that notice of

e )
©>

proposed rule making (33 F.R. 9198). The safety criteria in
sed 8§32.26 take into consideration the feasibility of designing

8as and aerosol detectors to attain the end use objectives with minimum

The pr sed exemption would apply to "gas and aerosol detectors" i
|
. £ 3 £ 4 " 2 !
esignecd to protect jife or property from fires and airt fazards,
f
e term "gas and aerosol detectors" include detectors, indicators, |
!
testers, and analyzers f.r gases, vapors, dusts, fumes, mists, and ‘
'
other airborne conta~.anants, products of combustion visible and
invi~ible), and oxygen deficiunt atmospheres,
A}
An applicant for a lic-nse to manuiacture, import, or transfer

488 and aerosol detectors for use undsr Lne exemption would be requl
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results of prototype tests and quality contrel procedures, to demonstrat
that the radiation dose and dose commitmant ~riteria set forth i(n P

832,26 would be mer.

.’.
<
[}

To meet the criteria, however, the manufacturer would

éxercige care in selection of the type and quantity of the rad{on

and in the design and construction of containment and shielding features
used in his detectors., The conditions under which the detectors are
distributed and {nstalled would also require consideration to assure

that repetitive handling of numbers of units or collection of unitg
\ ¢ 1 1 1 11
at any one location is unllrv.y to cavie persons such as installers,

f§ervicemen or uarehcuaumo:n o receive eéxposures in excess of the

ipplicable limits

Notices of licensing of manufacture, » Or transfer
tndlutd \ o d nsol datacea f e sl ke a%sa T P
rhdividual gas and aerosol detectors for use under the class exemption

1d be published in REGISTER for the information of

licenses would be available for examinatic

the public, Copies of ¢

at the Commiss{on's Public Document Room at 1717 H Street, NW.

detectors which do not meet the conditions of the pr ts
A}

{ (8832.25 and 22.26) would be considered on a case-by-case basis
{
|
{
i
! " A N 1 oA

* IV - Appendix A
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pronosed rule responds to petilion received

wfacturers seeking

americium=241, rickel-63,and uranium=232,. Other detectors containing
K ton-85 and tritium are under development, 1 prope amendment s
would provide flexibility for selection of a radiolisotope by the
sanufacturer and minimize regulatory restrictions on RiS 3
DT Ograms

Details as to the safety standards and information which would be

required from manufacturers can be found in the proposed amendments tO

parts 30 and 32 which have been transmitted to the Federal Register.
Interested persons written comments or suggestions €O the
Secretary, $. Atomic Energy Coumisslon, Washingtonm, D, C. 20545,
Attenti Chief, Public Proceed within 60 days after
publication of the notice in the Fed 1 Register on __ L
Copies of comments on the proposed rule changes way be examined at the
Commission's Public Document Room at 1717 H Street NW, Washington, D.C
\
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