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LI the petitioner considers any information requested
by this gwde to be a trade secret or commercial or
financial information submitted in confidence, the re-
guested information should be submutted as a separate
document with a written request that NRC withhold the
information from public disclosure in accordance with
10 CFR § 2.790 on the grounds that it is proprietary
data.

3. Commission Action on Environmental Reports

The environmental report submitted by the petitioner
is placed in the Commission’s Public Document Room at
1717 H Street NW., Washington, D.C. At the same time,
NRC issues a public annouacement and publishes a
summary notice in the Federal Register.

The petitioner’s environmental report, relevant pub-
lished information, and any comments received from
mterested persons are considered by the staff in prepar-
ing a “Draft Environmental Statement™ concerning the
proposed rule making action. The staff’s draft statement
and the petitioner’s environmental report are trans-
mitted for information to the Council on Environmental
Quality and for comment to appropriate federal agencies
and state officials. The draft statement is also made
available to the general public. Comments on both the
environmental report and the draft statement are re-
quested within a specified time interval,

As described in detil in § § 51.22 through 51.26 of
10 CFR Part 51, the staff considers the comments on
the environmental report and on the draft statement and
preparzs a “Final Environmental Statement™ (FES). This
final statement i then transmitted to the Council on
Environmental Quality and made available to appropn-
ate state agencies. NRC issues a public announcement
and publishes a notice of availability in the Federal
Register.

Subsequent hearings, if required, on the environ-
miental aspects mvolved in rule making on an exemption
from heensing requirements are based on the petitioner’s
environmental report and NRC's Final Environmental
Statement. The FES takes into account imformation
from many sources, including the petitioner’s environ-
mental report and 1ts supplements and the comments of
the various governinental agencies, private organizations,
and .adividuals.

The environmental statement prepared by the stafT is
intended to provide a generic treatment of the product.
Fos treatment is appropriate for a rule making pro-
cedure involving a licensing exemption that permits
distribution of products by any person who satisfies the
conditions of the regulations. In this regard, in the
absence of information to the contrary, the staff will
view the petitioner’s particular product as typical of all
products likely to be distnbuted for use under the
exemption. Accordingly, detailed and complete inform.
tion on the petitioner’s particular product and on the

petitioner’s planned distribution system is important to
consideration of the petition.

The petigoner’s environmental report is not expected
to address the mmpact of manufacturing the product.
Accordingly, the possible creation of manufactuning jobs
at the petitioner’s plant and the possible radiation
exposures to individuals who may perform those jobs
should not be treated in the petitioner’s environmental
report. In most instances the manufacturing unpact will
be negligible. In those few instances where it is not, NRC
will assess the manufacturing impact when considering
issuance of the materials license that authonzes manu-
facture of the product,

B. STANDARD FORMAT AND CONTENT
OF AN ENVIRONMENTAL REPORT TO
SUPPORT A RULE MAKING PETITION
SEEKING AN EXEMPTION FOR A
RADIONUCLIDE-CONTAINING PRO-
pucTt

SUMMARY

The summary should support a conclusion that
adoption of the requested rule change would be consis-
tent with the national environmental goals. In preparing
the summary and much of the remainder of the report,
the petitioner should assume the requested rule change
to be in effect and assess the impacts accordingly. Since
the rule change would permit any person who satisfied
the specific licensing requirements to distribawe products
for use under the exemption, the scope of the report
should go beyond the petitioner's own particular pro-
duct. For most types of products the 1 2port should show
that the petitioner’s particular product and means of
distribution should be viewed as “typical examples™ of
models and distitbution svstems that can reasonably be
expected to develop if the requested rule change is
made.

The summary should include the following informa-
tion:

I. A concise description of the specific product,
including specific design features, intended use, and
methods of use, operation, distribution, and disposai or
recycle

2, A bnef companson of alternative product designs
(both radioactive and nonradioactive), of alternative
methods of use, distnibution, and disposal, and of
alternative actions as extracted from the muterial pre-
pared for Chupiter 6 of this guide

3. A brief listing of significant environmental impacts
associated with the product as extracted from the
benefit-cost analysis of Chapter 7 of this guide. The
listing should include both adverse and Deneficial en-
virommental and secioeconomic impacts that would
occur if the Commission takes the action proposed by
the petitioner.
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Chapter 3

MARKET FOR (INAME OF PRODUCT) THAT CONTAINS
(INAMI'S OF RADIONUCLIDES)

The petitioner should demonsirate that the product is
needed, should describe the need, and should indicate
how the need is presertly being filled. He shouid also
provide estimates of the demand for the product and
should indicate how the demand will be met.

3.1 Need

This section should describe the need for the general
and specific product.

3 1.1 For (general name of product)

Identify the need for the product to be provided by
the petitioner and for similar products. Describe how the
need is presently being met and how it would be met in
the future without the product.

3.1.2 For (name of specific product)

The petitioner should describe how the specific
product that he will provide will fill the need for
products of this type. ldentify and discuss those aspects
of the product that will fill the need differently from
existing or planned products (new, better, worse, etc.) of
the same general type.

3.2 The (name) Industry

The petitioner Jiould characterize the likely manu-
facturers and distnbutors of the product (e.g., timepiece
manulacturers, medical device manufacturers, firearms
manufacturers). Discuss their normal manufacturing
business transactions, products manufactured, and inter-
and intra-industry practices (for example, purchase
components such as small sealed sources of radioactive

material and assemble the components to make the final
product).

3.3 Demand

This section should provide estimates of historical
demand for the product — both the general type and the
specific product. It should also project estimates of
demand for the short term (1 to 10 years) and the long
termy (10, 20, 30, 40, and 50 years). Bases should be
provided for the estimates.

3.3.1 For (general name of product)

Past, present, and future short- and long-term de-
mands for the general type of product should be
discussed.

3.3.2 For (specific name of product)

The petitioner should estimate the demand (present
and future) for the specific product, Relate the demand
for the specific product to the demand for the general
type of product, as described in Section 3.3.1, and show
how the demands will interact.

3.4 Supply

This section s%.ould show how the demands given in
Section 3.3 have been, are being, and will be met.

3.4.1 Of (general name of product)
Identify and quantify past, present, and future

sources and means of satisfying the demands for the
general type of product.
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Chapter 6

ALTERNATIVES

This section should identify and discuss feasible
alternatives related to (1) the design, distribution, use,
and disposal of the product and (2) the licensing
requirements for the product. Reasons for rejecting the
alternatives should be clearly “tated.

6.1 Alternatives Related to
{specitic name of product)

Alternatives to the specific product and to its design,
distribution. use, and disposal should be described and
compured with those proposed in Chapter 2. The
discussion should show which alternative is best and the
bases for the decision (environmental, technical, eco-
nomic, et¢.).

6.1.1 Alternative Radionuclides

The petitioner should discuss all feasible alternative
radionuclides and indicate why they are not veing used.

6.1.2 Other Products or Designs

In this section the petitioner should discuss feasible
alternative designs of the specific product, the ad
vantages and disadvantages of those designs, and the
reasons why they are not used. Discuss all alternative
products, both radivactive and nonradioactive, that
could be used in place of the proposed product and
compare them with the product. The petitioner should
consider both his own products and those raanufactured
by other companies.

6.1.3 Other Means of Distribution, Use, and Disposal

Discuss feasible alternatives to the proposed methods
of packaging, labeling, transport, routing. storage, sales,
intended use, unintended wuse, return for disposal,

disposal, installation, maintenance, and repair. Compare
these altematives with the proposed methods.

6.2 Alternatives Related to Licensing Requirements
for (name of product)

The petitioner should indicate what the effects
(administrative, economic, psychological, etc.) of a
different licensing action would be if applied to the
product (i.e., the effects of an action other than an
exemption from licensing and regulatory requirements).

6.2.1 General License

This alternative to a license exemption normally
would require issuance of a general license that would
(1) authonize the receipt, possession, use, export, owner-
ship, and acquisition of the radioactive material in the
product and (2) control the use, transfer, and disposal of
the radioactive material in the product. The petitioner
hould discuss the administrative and other effects of
such a license. For example, detailed records of product
purchases and transfers would probably be required to
facilitate verification that the distributor and the pur-
chaser have complied with the use, transfer, and disposal
requirements of the general license,

6.2.2 Specific License

This altermative normally would require each pur-
chaser or user of the product to obtain a specific livense.
An application would have to be filed and a specific
license issued to a named person (user) prior to the
receipt of the radioactive material contained in the
product. Pessession, use, transfer, and disposal of the
radioactive material would be controlled under the terms
and conditions of the specific licens:s. The petitioner
should provide a discussion of these and other implica-
tions of obtaining a specific license
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