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Consumer Products Containing Small Quantities of

Radioactive Material; Modified Recordkeeping

and Transfer Reporting Requirements

AGENCY: Nuclear Regulatory Comission.

>
ACTION: Proposed rule.

SUMMARY: The Nuclear Regulatory Comission is considering araending its

regulations to modify the recordkeeping and annual reporting requirements .

imposed on persons specifically licensed to distribute consumer prcducts

containing small quantities of byproduct material. The propose ~d amendment

would replace the annual reporting requirements by requiremerits that . reportsI

'

|
be submitted every five years'or at time of application for renewal ,0f the '

specific license or at time of notification of the Comission of a flecision to '

discontinue distribution of consumer productc. The proposed amendment is -
<

-

intended to reduce the number of reports submitted to the Cominission.1 The
|

:~j

proposed amendment pertains only to recordkeeping and the submission of

| reports and would have no effect on safety properties of the products that
| .. - .

are distributed.

I -

DEC 2 31983 . _ . ' Comments received after.'
'

DATES: Coment period expires
-

DEC 2 31983 will be considered if it is practical to do so, but .
'
, .-

! assurance of consideration cannot be given except as to coments received on
-

or before that date.
-

_
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ADDRESSES: All interested persons who desire to submit written comments or

suggestions for consideration in connection with the proposed amendment should

send them to th'e Secretary of the Comission, U.S. Nuclear Regulatory Commission,

Washington, D.C. 20555, Attention: Docketing and Service Branch. Copies of
,

coments on the proposed amendment may be examined at the Comission's Public

Document Room at 1717 H Street, N.W., Washington, D.C.

FOR FURTHER INFORMATION CONTACT:
-.

Mr. Donovan A. Smith
Office of Nuclear Regulatory Research
U.S. Nuclear Regulatory Comission -

Washington, D.C. 20555 (301-443-5825)

SUPPLEMENTARY INFORMATION: Sections 32.12, 32.16, 32.20, 32.25, and 32.29 of
ss

the Nuclear Rs ' ''try Commission's regulations in 10 CFR Part 32, "Specif'ic .

Dcmestic Licei. .s to Manufacture or Transfer Certain Items Containing Byproduct

Material," include certain reporting re'quirements applicable to- licensees who

transfer byproduct material for use under the exemptions from Commission
~

*

x~"
licensing requirements: set out in is30.14, 30.15, 30,16, 30.18, 30.19 and

'h i*

30.20.
ys .

The licy.hees are 're' uired to report annually to NRC the total quantityq

of'each byproduct ma'terial transferred in each type of exempt item, and the

totalpnber of each exempt item transferred during the reporting period. An

annual}raport is required even if no transfers were made during the reporting
'
'

period.
-

t
u,

e
,

- +<
j p.

_ The Commission 'recently reviewed the reporting requirements and is

:considering a minor change that would reduce administrative burdens for thet.

,

k Commission without greatly changing the value of the reports to the regulatory

,2 program.

X['

-2-
_

,

.- . . . - . _ _ _ . _



- '~' "

] [7590-01[ {
,

i 4

*
, . ;

;/ ,

7 ,

'"

The reporting requirements are used to collect information about the
'

,

extent of use of products for which NRC has exempted the aser from regulatory

That information has been used in estimating exposure of the generaIcontrols.

public. For example, over 30,000,000 smoke detectors, each containing a small , ,

amount of byproduct material, have been distributed; and the estimated annual
f

radiation dose to the U.S. population from smoke detectors is about 1,000

person-rems .
s

Upon consioeration of (1) the relative values to the regulatory program
''

of approximate numbers and of relatively current and exact numbers of exempt
,

items (alsocalled"bonsumerproducts")transferredtothegeneralpublicand

(2) a desire to reduce unnecessary paperwork, the Commission is proposing to
'

require that the reports be submitted at approximately five-year intervals.
-

Since the specific licenses authorizing distribution of consumer products
' ~

usually are issued for a period of five years, the report of the numbers of

products and the quantities of radioactive materials transferred can be

submitted as a part of the application for renewal of the license.

At the present time, persons specifically licensed to distribute consumer

products containing byproduct material are required to maintain records of

transfers for periods of two or five years (532.20 and 530.51(c)(3)). Since

the proposed amendments would require sunraary reports of transfers over periods

of five years, the length of time for maintaining a record of a transfer would

be changed to facilitate the licensee's preparation of summary reports and to

allow verification of the accuracy of the reports. As modified, a record of a

transfer would have to be maintained until one year after that record was used

in preparation of the sumary report submitted to the Commission. Thus,
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records mbintained by the licensee could reflect transfers which occurred up
~

'

to six years ago and, assuming a unifonn rat'e of distribution, the average

record would be three years old.

> >

The effects of the proposed changes in recordkeeping requirements would

be the following. The approximately 25 specific licensees now required by
1

532.20 to maintain records of transfers of material for a period of two years
;

aftef any transfer would be required to maintain records of trar fers for one

to six years and the average period would be three years. These 25 specific

licensees would have an ircreased recordkeeping burden. The other approximately

175 spbcific licensees affected by the proposed rule and now required by
'

i30.51(c)(3) to maintain records of transfers for a perior of five years,
,

would need to maintain records for one to six yer.rs and the average period .'

would be three years. These 175 specific liennsees would have a reduction in
7,.

recordkeeping burden. Thus, collectively, the p oposed amendments should -

| cause a slight reduction in the number of recorci maintained by the specifically

licensed distributors of consumer products centaining byproduct material.
! c
| .:

I During the review of the present reporting rer;uirements and the preparation

of the proposed amendment, the staff also considered two other alternative

actions. These alternative actions were (1) completely elisninating the reporting"

requirements, and (2) establishing a threshold number for submission of annual

reports so that a report would be required only if the distributor transferred

more than 1,000 units (e.g.,1,000 smoke detectors) during the year. These

two al' ernative actions are briefly discussed below,t
i

The alternative action of completely eliminating the reporting require-

ments could be justified by the extensive data collecteIf during the last ten

! -4-
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years. These data indicat.t that the total contribution to the exposure of the

general public to radiation from the use of byproduct material in consumer

products is less that 0.001 of background radiatien or of limits recomended

for exposure to radiation from all sources. In the absence of major changes

in the Comission's regulation of consumer products and in the public's

acceptance of consumer products containing radioactive material, their

contribution to future exposure of the public is unlikely to be significantly

greater than during the past ten years.

If the reporting requirements were el' :nated and a need developed for
'

information about the extent of distribution of consumer products containing

byproduct material, that information could be obtained in the same manner as

is used now for obtaining information about products containing source material. -

Although Comission ragulations have required annual repor,ts from ,

distributors of consumer p:oducts containing byproduct material (smoke

detectors, self-luminuous timepieces, etc.), no similar requirement has been

imposed on distributors of consumer products containing source material (gas

mantles, welding rods, etc.). The absence of a reporting requirement for

| source material is a result of specific provision in Section 65 of the Atomic'

Energy Act of 1954, as amended, that the Commission shall not require reports

with respect to unimportant quantities of source material.

Absence of regulatory reporting requirements for consumer products

centaining source material has not prevented the staff from developing estimates

of exposures to the public from these products. Approximately 25,000,000 gas

-5-
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mant'es, each containing a very small amount of source material, are distributed

annually in the U.S., and their use results in an annual population dose of

about 1,280 person-rems.

The staff has developed estimates of the number of distributed consumer

products containing source material by literature searches and by discussions

with manufacturers. The same approach can be used in the future for consumer
'

products containing byproduct material without decreasing the protection

afforded the public health and safety.
.

The alternative action of establishing a threshold number for submission

of annual reports would relieve the small-volume distributor of paperwork but

would not significantly affect the reported total number of products
.

distiibuted. Under this alternative, if a licensee distributes less than

1,000 units during the reporting period, the annual report would not be
_

requi red . If the licensee distributes more than 1,000 units during the

reporting period, a report would be required.

| A review of 1,500 reports which were submitted during the last ten years

showed that, if a 1,000-unit threshold had been in effect, there would have

been a one-third reduction in the number of reports submitted and less than a
!

one-tenth reduction in the total number of units that were reported transferred.

Interested persons are encouraged to comment on the proposed amendment

and also on the alternative actions of (1) eliminating the reporting require-

ments and (2) establishing a threshold number for submission of annual reports.

Either of the alternative actions may be adopted by the Commission instead of

the proposed amendment.

| . .
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PAPERWORK REDUCTION ACT STATEMENT

This proposed amendment would modify the requirement for certain specific

licensees to file an annual report with the Comission about products and

byproduct material transferred for exempt use. As modified, reports covering

five-year periods would be required and there would be a reduction in the

number of reports submitted to the Comission. The proposed amendment also

would provide a net reduction in the nunber of records required to be main-

tained by those specific licensees.

Pursuant to the Paperwork Reduction Act of 1980 (Pub. L. 96-511), this

proposed rule will be submitted to the Office of Management and Budget for

clearance of the net reduction in recordkeeping and information collection

requirements.

REGULATORY FLEXIBILITY CERTIFICATION

Since these amendments generally would reduce present recordkeeping and

reporting . requirements, the Commission, in accordance with sec. 605(b) of the|

! Regulatory Flexibility Act of 1980, 5 U.S.C. 605(b), hereby certifies that

! this rule, if promulgated, will not have a significant economic impact on a

substantial number of small entities. Persons specifically licensed to

distribute consumer products containing byproduct material would no longer be

| required to submit an annual report to the Commission but would be required to
NRC estimatessubmit reports covering periods of approximately five years.

| that the average licensee would require about one hour to prepare and submit a
|

An estimated reduction of about 80 percent of the approximately 200report.

reports currently submitted annually would be expected.

.
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LIST OF SUBJECTS IN 10 CFR PART 32

PART 32: Byproduct materials, Labeling, Nuclear materials, Penalty,

Radiation protection, Reporting requirements.

Pursuant to the Atomic Energy Act of 1954, as amended, the Energy

Reorganization Act of 1974, as amended, and section 553 of title 5 of the

United States Code, notice is hereby given that adoption of the following
.

amendments to 10 CFR Part 32 is contemplated.

.

PART 32 - SPECIFIC DOMESTIC LICENSES TO MANUFACTURE OR

TRANSFER CERTAIN ITEMS CONTAINING BYPRODUCT MATERIAL

1. The authority citation for Part 32 is revised to read as follows: _.

AUTHORITY: Secs. 81,161,182,183, 68 Stat. 935, 948,- 953, 954, as

amended (42 U.S.C. 2111, 2201, 2232, 2233); sec. 201, 88 Stat.1242, as

amended (42U.S.C.5841).

For the purposes of sec. 223, 68 Stat. 958, as amended (42 U.S.C. 2273);

5532.13, 32.15(a), (c) and (d), 32.19, 32.25(a) and (b), 32.29(a) and (b),

32.54, 32.55(a), (b) 'nd (d), 32.58, 32.59, and 32.62 are issued under sec.

161b, 68 Stat. 943, as amended (42 U.S.C. 2201 (b)); and $532.12, 32.16,

32.20, 32.25(c), 32.29(c), 32.51a, 32.52 and 32.56 are issued under sec. 161o,

68 Stat. 950, as amended (42 U.S.C. 2201 (o)).

2. The authority citations at the end of the following sections in

Part 32 are removed: 5532.1, 32.14, 32.15, 32.16, 32.17, 32.18, 32.22, 32.25,'

32.25, 32.29, 32.40, 32.51, 32.52, 32.53, 32.54, 32.56, 32.57, 32.61, 32.62,

32.71 and 32.110. - - -
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3. Section 32.12 is revised to read as follows:

532.12 Same: records and material transfer reports.
.

(a) Each person licensed under 132.11 shall maintain records of transfer

of material and file a report with the Director of Nuclear Material Safety and

Safeguards, U.S. Nuclear Regulatory Comission, Washington, D.C. 20555, with a

copy to the appropriate NRC Regional Office listed in Appendix D of Part 20 of

this chapter.

.

(b) The report must identify the--

(1) Type and quantity of each product or material into which byproduct

material has been introduced during the reporting period;
.

(2) Name and address of the person who owned or possessed the product or

material, into which byproduct material has been introduced, at the time of

introduction;

(3) The type and quantity of radionuclide introduced into each pmduct

or material; and

(4) The initial concentrations of the radionuclide in the product or

material at time of transfer of the byproduct material by the licensee.

|

(c) The licensee shall file the report within 30 days following--

(1) Five years after filing the preceding report; or

(2) Filing an application for renewal of the license under 530.37; or

i .
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(3) Notifying the Comission under 130.34(f) of the licensee's decision

to permanently discontinue activities authorized under the license issued under

132.11.

(d) The report must cover the period between the filing of the preceding

report and the occurrence specified in paragraphs (c)(1), (2), or (3) of this

section. If no transfers of byproduct material have been made under 13'2.11

during the reporting period, the report must so indicate. -

.

(e) The licensee shall maintain the record of a transfer for a period
.

of one year after the event is included in a report to the Commission.

4. Section 32.16 is revised to read as follows:
-.

132.16 Certain items containing byproduct material: records and

reports of transfer.
,

(a) Each person licensed under 132.14 or $32.17 shall maintain records

of transfer of material and report to the Director of Nuclear Material Safety

and Safeguards, U.S. Nuclear Regulatory Comission, Washington, D.C. 20555,

with a copy to the appropriate NRC Regional Office listed in Appendix 0 of

Part 20 of this chapter.

(b) The report must include the following infonnation on items transferred

to other persons for use under $30.16 of this chapter or equivalent regulations

of an Agreement State--

(1) A description or identification of the type of each product;

(2) For each radionuclide in each type of prcduct, the total quantity

of the radionuclide; and

-10-
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(3) The number of units of each type of product transferred during the

reporting period.

(c) The licensee shall file the report within 30 days after--

(1) Five years after filing the preceding report; or

(2) Filing an application for renewal of the license under 530.37; or

(3) Notifying the Comission under 530.34(f) of the licensee's decision

to permanently discontinue activities authorized under the license issued under ,

532.14 or 532.17.

(d) The report must cover the period between the filing of the preceding

report and the occurrence specified in paragraphs (c)(1), (2), or (3) of this -

section. If no transfers of byproduct material have been made under 532.14 or

532.17 during the reporting period, the report must so indfcate.

(e) The licensee shall maintain the record of a transfer for a period of

one year after the event is included in a report to the Commission.

!

5. Section 32.20 is revised to read as follows:

532.20 Same: records and material transfer reports.

(a) Each person licensed under 532.id of this part shall maintain records

of trans'fer of material identifying. y name and address, each person to whom

byproduct material is transferred for use under 530.18 of ~this chapter or the

equivalent regulations of an Agreement State and stating the kinds and

quantities of byproduct materi:1 transferred. The licensee shall maintain the

record of a transfer for a period of one year after the event is included in a

sumary report to the Commission.

-11 -
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(b) The licensee shall file a sumary report stating the total quanti.y

of each isotope transferred under the specific license with the Director of

Nuclear Material Safety and Safeguards, U.S. Nuclear Regulatory Comission,

Washington, D.C. 20555, with a copy to the appropriate NRC Regional Office

listed in Appendix 0 of Part 20 of this chapter.

(c) The licensee shall file the sumary report within .30 days following--
.

(1) Five years after filing the preceding report; or

(2) Filing an application for renewal of the license under 130.37; or

(3) Notifying the Comission under 130.34(f) of the licensee's decision

to permanently discontinue activities authorized under the license issued
.

under 532.18.

(d) The report must cover the period between the filing of the preceding

report and the occurrence specified in paragraphs (c)(1), (2), or (3) of this

section. If no transfers of byproduct material have been made under 532.18

during the reporting period, the report must so indicate.

6. In 532.25, paragraph (c) is revised to read as follows:

:

532.25 Conditions of licenses issued under 532.22: quality control,

labeling, records, and reports of transfer.

Each person licensed under 532.22 shall:

| * * * * *
|

|- (c) Maintain records and file reports with the Director of Nuclear
I

Material Safety and Safeguards, U.S. Nuclear Regulatory Comission, Washington,
|

-12-
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D.C. 20555, with copics to the appropriate NRC Regional Office listed in

Appendix D of Part 20 of this chapter.

(1) The report must include the following information on products

transferred to other persons for use under 530.19 of this chapter or equivalent

regulations of an Agreement State--

(i) A description or identification of the type of each product; ,

(ii) For each radionuclide in each type of product, the total quantity of

the radionuclide; and

(iii) The number of units of each type of product transferred during the

reporting period.
_.

(2) The licensee shall file the report within 30 days follcwing-->

(i) Five years after filing the preceding report; or

(ii) Filing an application for renewal of the license under 530.37; or

(iii) Notifying the Commission under 530.34(f) of the licensee's decision

to permanently discontinue activities authorized under the license issued

under 532.22.

(3) The report must cover the period between the filing of the preceding

report and the occurrence specified in paragraphs (c)(2)(1), (ii), or (iii)

of this section. If no transfers of byproduct material have been made under

532.22 during the reporting period, the report must so indicate.
,
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(4) The licensee shall maintain the record of a transfer for a period of

one year after the event is included in a report to the Commission.

7. In 532.29, paragraph (c) is revised to read as follows:

532.29 Conditions of licenses issued under 532.26: quality control,

labeling, records, and reports of transfer.
1

Each person licensed under 532.26 shall:

* * * * *

(c) Maintain records and file a report with the Director of Nudaear ,

Material Safety and Safeguards, U.S. Nuclear Regulatory Commission, Washington,

D.C. 20555, with copies to the approp'riate NRC Regional Office listed in

Appendix D of Part 20 of this chapter.
..

(1) The report must include the following information on products
_

transferred to other persons for use under 530.20 of this chapter or equivalent

regulations of an Agreement State-
'

(i) A description or identification of the type of each product-

(ii) For each radionuclide in each type of product, the total quantity of
'

j
the radionuclide; and

!

(iii) The number of units of each type of product transferred during the

reporting period.

(2) The licensee shall file the report within 30 days following--

.

(i) Five years after filing the preceding report; or

(ii) Filing an application for renewal of the license under 530.37; or
,
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(iii) Notifying the Commission under 530.34(f) of the licensee's decision

to permanently discoritinue activities authorized pursuant to the license

issued under 532.26.

(3) The report must cover the period between the filing of the preceding

report and the occurrence specified in paragraphs (c)(2)(i), (ii), or (iii) of

this section. If no transfers of byproduct material have been rade under

532.26 during the reporting period, the report must so indicate.

(4) The licensee shall maintain the record of a transfer for a period of
'

one year after the event is included in a report to the Commission.

b ay of / fel s 1982.Dated at Washington, D.C., this /7 d ,

For the Nuclear Regulatory Commission --

.

k
John C. Hoyle

Acting Se tary of the Commission

.

e
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