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1 The Commission seeks comment on the costs
and burdens imposed by the existing smokeless
tobacco regulations. In March 2000, the
Commission commenced a regulatory review of its
smokeless tobacco regulations to determine whether
there is a continuing need for the regulations and,
if so, what revisions, if any, should be made. 65 FR
11944 (Mar. 7, 2000). In addition to comments
sought on the costs and benefits of the existing
regulations, the Commission requested comment on
whether the regulations are effective in meeting the
Smokeless Tobacco Act’s format and display
requirements and whether the current ‘‘safe harbor’’
approach is sufficiently enforceable. If the
Commission determines that the regulations should
be amended, it will commence a rulemaking
proceeding. Should resulting amendments
materially affect PRA burden, the Commission will
notify OMB and seek amended clearance.

2 In March 2000, the Commission commenced a
regulatory review of its smokeless tobacco
regulations to determine whether there is a
continuing need for the regulations and, if so, what
revisions, if any, should be made. In addition to
questions concerning the costs and benefits of the
existing regulations, the Commission requested
comment on whether the regulations are effective
in meeting the Smokeless Tobacco Act’s format and
display requirements and whether the current ‘‘safe
harbor’’ approach is sufficiently enforceable. If the
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Commission determines that the regulations should
be amended, it will commence a rulemaking
proceeding. Should any resulting amendments
materially affect burden under the PRA, the
Commission will notify OMB and seek amended
clearance.

3 This company has been selling smokeless
tobacco products for several years, but failed to
submit a plan as required by the Act and the
regulations. The company currently is in the
process of obtaining approval of a complying
rotational plan. Thus, most, if not all, of the 150
estimated burden hours likely will have been
expended before August 31, 2001. However, erring
on the conservative side, staff has included these
hours in its burden estimate.

estimated time to prepare the two
amended plans is less than 20 hours
each. The only major amendment of an
approved plan, occurring more than
three years ago, required only 40 hours
to prepare, which is considerably less
time than individual companies spent
preparing their initial plans.
Commission staff believes it reasonable
to assume that each company would
consume no more than 40 hours to
prepare an amended plan.

Commission staff also estimates that
one smokeless tobacco manufacturer
will file an initial plan, for an additional
burden of approximately 150 hours.3
When the regulations were first
proposed in 1986, representatives of the
Smokeless Tobacco Council, Inc.
indicated that the six companies it
represented would require
approximately 700 to 800 hours in total
(133 hours apiece) to complete the
initial required plans. Staff assumed
that other companies, whose plans were
prepared by various other
representatives, would require more
time, on average, to complete their
plans. Staff estimated that this latter
group of companies would each require
approximately 150 hours, and it
believes this estimate remains
reasonable.

In addition to the estimates above, the
Commission anticipates that in the next
three years, up to two small importers
may submit initial plans, for an
additional burden of approximately 80
hours. Over the past three years, two
small importers submitted initial plans.
Because these plans involved only a
limited number of brands and no
advertising, the estimated time to
prepare the plans was very modest. Staff
estimates that the companies spent no
more than 40 hours each to prepare the
plans.

Based on these assumptions, the total
annual hours burden should not exceed
1,000 hours. [(14 companies 


