Sunshine Act Meetings

This section of the FEDERAL REGISTER
contains notices of meetings published under
the “Government in the Sunshine Act” (Pub.
L 94-409) 5 U.S.C. 552b(e)(3).

NUCLEAR REGULATORY COVMISSION
DATE Wednesday, June 2,1993.

PLACE Commissioners’ Conference
Room, 11555 Rockville Pike, Rockville,
Maryland.

STATUS: Public and Closed.
MATTERS TO BE CONSIDERED:

Wednesday, June 2

10:00 a.m.

Briefing on Progress of Design Certification
Review and Implementation (Public
Meeting)

(Contact: Dennis Crutchfield, 301-504-1159

or Richard Borchardt, 301-504-1193)

2:30 p.m.

Discussion of Management and

Organization (Closed—Ex. 2)

Note: Affirmation sessions are initially
scheduled and announced to the public on a
time-reserved basis. Supplementary notice is
provided in accordance with the Sunshine
Act as specific items are identified and added
to the meeting agenda. If there is no specific
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subject listed for affirmation, this means that
no item has as yet been identified as
requiring any Commission vote on this date.

To Verify the Status of Meeting Call
(Recording)—(301) 504-1292.

CONTACT PERSON FOR MORE INFORMATION
William Hill (301) 504-1661.

Dated: May 26,1993.
Andrew L. Bates,

Chief, Operations Branch, Office o fthe
Secretary.
IFR Doc. 93-12923 Filed 5-27-93; 11:29 ami

BILLING CODE 7590-01-»*
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Corrections

This section of the FEDERAL REGISTER
contains editorial corrections of previously
published Presidential, Rule; Proposed Rule,
and Notice documents. These corrections are
prepared by the Office of the Federal
Register. Agency prepared corrections are
Issued as signed documents and appear in
the appropriate document categories
elsewhere In the issue.

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 625
[Docket No. 930497-3097]

Summer Flounder Fishery

Correction

In rule document 93-10797 beginning
on page 27214 in the issue of Friday,

May 7,1993, make the following
correction:

|625£0 [Corrected]

On page 27215, in the second column,
in 8625.20 (d)(3), in the table, in the
entry for North Carolina, under the
heading “Share (percent)”, ”27.44585”
should read “27.44584".

BIUINO CODE 150341-0

MERIT SYSTEMS PROTECTION
BOARD

5 CFR Part 1201

Practices and Procedures

Correction

In rule document 93-11700 appearing
on page 28917 in the issue of Tuesday,
May 18,1993, make the following
correction:

Fedirai Register
Voi. 58, No, 103

Tuesday, fune 1, 1993

PART 1201—[CORRECTED]

1. In the first column, in the
Authority citation, in the first line, “5
U.S.G. 1024” should read ”5 U.S.C
1204”.

2. In the same column, in the heading
Appendix Il to Part 1021—Appropriate
Regional Office for Fifing Appeals,
“Part 1021” should read “Part 1201”.

BILLING CODE 150641-0
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Part H

Department of
Health and Human
Services

Food and Drug Administration

21 CFR Part 3t0
Smoking Deterrent Drug Products for
Over-the-counter Human Use: Rule
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 310
[Docket No. 81N-0027]
RIN 0605-AA06

Smoking Deterrent Drug Products for
Over-the-Counter Human Use

AGENCY: Food and Drug Administration,
HHS.

ACTION Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is issuing a final
rule establishing that any smoking
deterrent drug product for over-the-
counter.(OTC) human use is not
generally recognized as safeand
effective and is misbranded. Smoking
deterrent drug products are intended to
help individuals who want to stop
smoking or to break the cigarette habit.
FDA is issuing this final rule after
considering public comments on the
agency’s proposed regulation, which
was issued in the form of a tentative
final monograph, and all new data and
information on smoking deterrent drug
products that have come to the agency’s
attention. This final rule is part of the
ongoing review of OTC drug products
conducted by FDA.

EFECTIVE DATE December 1,1993.

FOR FURTHER INFORMATION CONTACT:
William E. Gilbertson, Center for Drug
Evaluation and Research (HFD-810),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-295-8000.

SUPPLENVENTARY INFORMATION In the
Federal Register of January 5,1982 (47
FR 490), FDA published, under
$330.10(a)(6) (21 CFR 330.10(a)(6)), an
advance notice of proposed rulemaking
to establish a monograph for OTC
smoking deterrent drug products,
together with the recommendations of
the Advisory Review Panel on OTC
Miscellaneous Internal Drug Products
(the Panel), which was the advisory
review panel responsible for evaluating
data on the active ingredients in this
drug class. Interested persons were
invited to submit comments by April 5,
1982. Reply comments in response to
comments filed in the initial comment
period could be submitted by May 5,
1982.

In accordance with § 330.10(a)(10),
the data and information considered by
the Panel, after deletion of a small
amount of trade secret information,
were placed on display in the Dockets
Management Branch (HFA-305), Food
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and Drug Administration, rm. 1-23,
12420 Parklawn Dr., Rockville, MD
20857.

The agency’s proposed regulation, in
the form of a tentative final monograph,
for OTC smoking deterrent drug
products was published in the Federal
Register of July 3,1985 (50 FR 27552).
Interested persons were invited to file
by September 3,1985, written
comments, objections, or requests for
oral hearing before the Commissioner of
Food and Drugs regarding the proposal.
Interested persons were invited to file
comments on the agency’s economic
impact determination by October 31,
1985. New data could have been
submitted until July 3,1986, and
comments on the new data until
September 3,1986. Final agency action
occurs with the publication of this final
rule on OTC smoking deterrent drug
products.

In the Federal Register of July 17,
1986 (51 FR 25899), the agency
published a notice reopening die
administrative record from July 17,1986
to September 3,1986 to permit
manufacturers to submit, prior to the
establishment of a final rule, new data
demonstrating the safety and
effectiveness of those conditions not
classified in Category | (monograph
conditions). Interested persons were
invited to submit comments on the new
data on or before November 3,1986.
Data and information received after the
administrative record was reopened are
on display in the Dockets Management
Branch.

In the preamble to the advance notice
of proposed rulemaking on OTC
smoking deterrent drug products (47 FR
490), the agency noted that the Panel’s
report on OTC smoking deterrent drug
products did not contain any
recommendations for Category |
ingredients. However, the Panel
proposed Category | labeling in the
event that data were submitted that
resulted in the upgrading of any
ingredients to monograph status prior to
the publication of a final rule. The data
received by the agency in response to
the advance notice of proposed
rulemaking were not adequate to
support monograph status for any
ingredient. Therefore, in the preamble to
the proposed rule on OTC smoking
deterrent drug products (50 FR 27552 at
27553), the agency stated that in the
event that new data submitted to the
agency during the allotted 12-month
comment and new data period were not
sufficient to establish "monograph
conditions” for OTC smoking deterrent
drug products, the final rule would
declare these products to be new drugs.
In this final rule, no active ingredient
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has been determined to be generally
recognized as safe and effective in OTC
drug products intended for use as a
smoking deterrent. Therefore, proposed
part 357 (21 CFR part 357), subpart G for
OTC smoking deterrent drug products is
not being issued as a final regulation.

This final rule declares OTC drug
products containing active ingredients
for smoking deterrent use to be new
drugs under section 201 (p) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 321(p)), for which an
application or abbreviated application
(hereinafter called application),,
approved under section 505 of the act
(21 U.S.C. 355) and 21 CFR part 314 is
required for marketing. In the absence of
an approved application, products
containing drugs for this use also would
be misbranded under section 502 of the
act (21 U.S.C. 352). In appropriate
circumstances, a citizen petition to
establish a monograph may be
submitted under 21 CFR 10.30 in lieu of
an application.

This final rule amends 21 CFR part
310 to include drug products containing
active ingredients for use as a smoking
deterrent by adding new §310.544 (21
CFR 310.544) to subpart E. The
inclusion of OTC smoking deterrent
drug products in part 310 is consistent
with FDA’s established policy for
regulations in which there are no
monograph conditions. (See, e.g.,
§§310.510, 310.519, 310.525, 310.526,
310.532, 310.533, and 310.534.) If, in
the future, any ingredient is determined
to be generally recognized as safe and
effective for use in an OTC smoking
deterrent drug product, the agency will
promulgate an appropriate regulation a
that time.

The OTC drug procedural regulations
(21 CFR 330.10) provide that any testing
necessary to resolve the safety or
effectiveness issues that formerly
resulted in a Category Il classification,
and submission to FDA of the results of
that testing or any other data, must be
done during the OTC drug rulemaking
process before the establishment of a
final monograph. Accordingly, FDA
does not use the terms ““Category 1”
(generally recognized as safe and
effective and not misbranded),
“Category 11" (not generally recognized
as safe and effective or misbranded),
and “Category Il1” (available data are
insufficient to classify as safe and
effective, and further testing is required)
at the final monograph stage. In place of
Category |, the term “monograph
conditions” is used; in place of Category
Il or 111, the term “nonmonograph
conditions” is used.

In the proposed rule for OTC smoking
deterrent drug products (50 FR 27552),
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the agency advised that it would
provide a period of 12 months after the
date of publication of the final
monograph in the Federal Register for
relabeling and reformulation of smoking
deterrent drug products to be in
compliance with the monograph.
Although four manufacturers submitted
dataand information in response to the
proposed rule in an effort to upgrade
certain active ingredients, the data and
information were not sufficient to
support monograph conditions, and no
monograph is being established at this
time. Therefore, smoking deterrent drug
products that are subject to this rule are
not generally recognized as safe and
effective and are misbranded
(nonmonograph conditions). In the
advance notice of proposed rulemaking
(47 FR 490), the agency stated that the
conditions for OTC smoking deterrent
drug products that are not generally
recognized as safe and effective and are
misbranded would be effective 6
months afterthe date of publication of
afinal rule in the Federal Register. The
agency is now adopting the Panel’s
recommendations that no active
ingredient has been determined to be
generally recognized as safe and
effective for this use; Accordingly, no
OTC drug monograph is being
established for this class of drug
products. Therefore, on or after
December 1,1993, no OTC drug
products that are subject to this final
rule may be initially introduced or
initially delivered tor introduction into
interstate commerce unless they are the
subject of an approved application. The
agency is unaware of any smoking
deterrent drug product that is the
subject of an approved application. Any
such drug product in interstate
commerce after the effective date of this
final rule that is not in compliance with
the regulation is subject to regulatory
action.

In response to the proposed rule on
OTCsmoking deterrent drug products,
five manufacturers and one physician
submitted comments. No requests were
received for oral hearing before the
Commissioner of Food and Drugs.
Copies of the comments received are on
public display in the Dockets
Management Branch (address above).
Additional information that has come to
the agency’s attention since publication
ofthe proposed rule is also on public
display in the Dockets Management
Branch.

I. The Agency's Conclusions on the
Comments

1. One comment requested that the
definition ofa smoking deterrent
include reduction in smoking as a viable

goal. The comment asserted that
epidemiologic studies and empirical
research on smoking-related pathology
support reduction in smoking as being
as valid a goal as cessation of smoking.
The comment stated that medical
documentation and research (Refs. 1
through 5) have shown that morbidity
and mortality are directly related to the
amount of cigarettes smoked; therefore,
areduction in smoking is a self-evident
beneficial health measure.

In the advance notice of proposed
rulemaking for OTC smoking deterrent
drug products (47 FR 490 and 492), the
Panel stated that “drugs which are
purported merely to reduce smoking
without the objective of stopping
smoking entirely are a waste qf the
consumer’s time and money because of
rapid and virtually universal
recidivism.” Therefore, the Panel
concluded that labeling claims of
reduction in smoking rather than
stopping (cessation) should be Category
11 (47 FR 496).

In the notice of proposed rulemaking
(50 FR 27552 and 27553b the agency
stated that recent reports in the
literature (Refs. 6, 7, and 8) have
indicated that reduction in smoking, or
controlled smoking, should be
considered as an alternative to
abstinence, because of the generally
disappointing outcomes of traditional
abstinence-oriented smoking-treatment
studies. The agency noted that evidence
on the effect of controlled smoking on
the health ofthe individual smoker has
been contradictory. Some studies
indicated that although smokers may
reduce the number ofcigarettes smoked
or progressively switch to low nicotine-
low tar (LN/LT) cigarettes, they
inadvertently increase their puff
volume, puff frequency, or depth of
inhalation and thereby increase smoke-
related health risks (Refs. 9 through 12).
Other studies suggested that smokers
who reduce the numbers of cigarettes or
switch to LN/LT cigarettes do not
compensate by increasing puff volume,
frequency, or depth of inhalation (Refs.
6, 7,8,13,14, and 15). Even so, there
is insufficient evidence to show that a
significant reduction in smoking will
lead to cessation or that reduction will
lower the health risks associated with
smoking (Ref. 12). The agency stated
that if sufficient evidence becomes
available demonstrating that a reduction
in smoking results in a significant
health benefit to consumers or that
reduction in smoking will lead to
cessation, then well-controlled studies
to establish the safety and efficacy of
smoking deterrent drug products in
reducing smoking will be needed. These
studies should include appropriate
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objective measurements that account for
compensatory behavior in smoking and
should be of sufficient length so that the
results are meaningfuL Therefore,
because ofa lack of adequate data, the
agency did not include smoking,
reduction claims in the tentative final
monograph. The agency farther stated
that should sufficient data regarding
reduction claims become available
before the publication ofthe final
monograph, the agency would consider
including reduction in smoking claims
in the final monograph. As discussed in
comment 2, the only data submitted to
support a reduction in smoking claim
for OTC smoking deterrent drug
products were found to be inadequate.
The agency is aware of a recent study
by Rennard et al. (Ref. 16) suggesting
that short-term smoking reduction may
be associated with an improvement in
lower respiratory tract inflammation in
heavy smokers. However, the authors
noted that smokers who reduce smoking
compensate for decreased numbers of
cigarettes by smoking each more deeply
and thoroughly. The authors also stated
that caution must be exercised in
interpreting the implications of the
study. The authors noted that the data
do not show unequivocal support for
smoking reduction as a therapeutic
strategy, but merely show improvement
in subclinical lower respiratory tract
inflammation. It is not known whether
similar inflammatory changes and
improvements with smoking reduction
could be observed in lighter smokers.
Stating that smoking reduction will
never be a substitute for cessation, the
authors conclude that a prospective
double-blind investigation of the long-
term results of smoking reduction
techniques seems warranted.

Although the epidemiological studies
submitted indicate that the effects of
smoking are dose-related, i.e., the
greater the dose the greater the adverse
effect, they do not distinguish between
populations with one level of exposure
who later adopt another level (heavy or
light). Some of the submitted studies
have examined the cumulative dose,
which is defined as the total number of
cigarettes consumed in a lifetime, and
its effects on mortality. Generally these
studies have shown that the lower the
overall dose, the lower the overall risk
compared to those smokers who
consume larger quantities of cigarettes.
However, these epidemiological studies
do not show that the reduction in health
risks associated with smoking resulted
from reduction of smoking alone (lower
dose and fewer cigarettes smoked).
Rather, the overall reduction results are
reported as'caused by one or all of
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several factors, such as decrease in tar
and nicotine content of cigarettes
smoked, increase in number of years
since smoking cessation, awareness of
harmful effects of smoking, cessation of
smoking, or a decline in individuals
starting to smoke. Therefore, based on
these studies, the agency cannot
conclude that the health benefits
reported result from a reduction in the
number of cigarettes smoked per day per
individual.

In the 1983 Surgeon General’s report
on "The Health Consequences of
Smoking: Cardiovascular Disease,” no
evidence was found to suggest that any
level of cigarette smoking is safe with
regard to coronary heart disease risk
(Ref. 17). The report mentions that
studies have shown, however, that those
who quit cigarette smoking experience a
substantial decrease in coronary heart
disease mortality and an improvement
in life expectancy.

In the 1990 Surgeon General’s report
on "The Health Benefits of Smoking
Cessation,” one of the major
conclusions was that smoking cessation
has major and immediate health benefits
for men and women of all ages (Ref. 18).
Benefits apply to persons with and
without smoking-related disease. No
similar data were discussed that related
to benefits resulting from reduction of
smoking. As the agency stated in the
tentative final monograph, as discussed
above, if sufficient evidence is provided
demonstrating that a reduction in
smoking leads to cessation or results in
a significant health benefit to
consumers, the agency will consider
reduction claims for smoking deterrent
drug products.
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claim recognized by the Panel as
appropriate for an OTC smoking
deterrent drug product.) The Panel
concluded that the studies were
insufficient to demonstrate effectiveness
of the ingredient as a smoking deterrent.
The agency agrees with the Panel’s
assessment. No new studies have been
submitted to support cessation claims. ;

The agency has further reviewed the
resubmission of the data for lobeline
sulfate submitted in response to the
agency’s request in the tentative final
monograph for data on "reduction” in
smoking leading to cessation or
lowering the health risks associated
with smoking (see comment 1 above).
The agency concludes that the data are
also insufficient to support a claim of
reduction in smoking. The studies
measure only short-term reductions, i.e,
3 to 7 days, in the number of cigarettes
smoked per day and do not examine
long-term reductions, i.e., 4 months to 1
year.

If reduction in smoking claims are to
be considered acceptable, criteria
similar to those needed to establish
"cessation” should be used to establish
"reduction” in smoking as a viable goal.
The Panel stated that the length of a
smoking deterrent study should be at
least 4 weeks: 1 week of pretest and at
least a 3-week study period (47 FR 490
at 499). Like cessation, for a reduction
in smoking claim the agency does not
consider it necessary that the drug be
taken for 3 weeks. However, an
evaluation of effectiveness should take
place at least 3 weeks after the drug is
started. Although any difference
between the drug and placebo for
periods shorter than 3 weeks may be
statistically significant, the agency does
not consider the difference to be
clinically significant, Because follow-up
data on changes in smoking behavior
have indicated that most smokers who
reduce their smoking without totally
stopping return to baseline smoking
levels (Ref. 2), the agency concludes that
a study in support of a claim of
reduction in smoking must demonstrate
long-term reductions in total smoke

2. One comment submitted a number exposure. It should be noted that, if the

of published articles and studies
purporting to show that lobeline sulfate
is a safe and effective aid in reducing
smoking among those people who wish
to do so, in addition to aiding cessation
of smokine (Ref. 1).

The studies submitted by the
comment in support of lobeline sulfate
for a claim of reduction in smoking were
previously discussed by the Panel in its
report (47 FR 490 at 497) in
consideration of lobeline sulfate for a
claim of cessation of smoking.
(Cessation of smoking was the only

only dependent variable to be measured
is the “number of cigarettes smoked per
unit time,” applying data analysis to
only this variable may not be sufficient
to support a reduction claim because
individualsjnay compensate for
changes in nicotine levels (see comment
1 above). For long-term effectiveness,
the smoking status of the subjects
should be evaluated at the end of 4
months. Recidivism is greatest within 4
months (Ref. 3), and this follow-up
period should adequately indicate long-
term effectiveness of the treatment.
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Thus, based on the short length of time
these studies were conducted, the
agency concludes that the resubmitted
data are inadequate to establish a long-
termreduction in total smoke exposure
orany significant lowering of health
risks that would result in lifetime health
benefits from the use of lobeline sulfate
forthe reduction of smoking. Further,
the agency is not aware of any studies
onlobeline sulfate that document long-
termreductions in the number of
cigarettes smoked per day for the
majority of smokers.

Because of insufficient data, the
agency concludes that these studies are
of little value to establish that lobeline
sulfate aids reduction or cessation of
smoking.

The Panel (47 FR 490 at 497) cited
seven other placebo-controlled studies
onthe effectiveness of lobeline sulfate,
all of which it found to be inadequate.
The Panel concluded that studies on
lobeline sulfate as a smoking deterrent
have shown conflicting results and that
further testing was necessary to
establish effectiveness. The agency
agrees that further testing of this
ingredient for both "cessation” and
“reduction” claims is necessary. The
agency points out that publication of
this final rule does not preclude a
manufacturer’s testing an ingredient.
However, manufacturers are encouraged
to consult with the agency regarding
protocols before the initiation of a
study. Well-controlled clinical trials
conducted generally in accord with the
Panel’s recommended guidelines (47 FR
498 to 500) and including the types of
measurements discussed above would
be required to support these claims.

Should adequate data establishing
general recognition of safety and
effectiveness become available, such
data may be submitted in a citizen
petition to establish a monograph. (See
21CFR 10.30 and 330.10(a)(12).)
However,- marketing of products
containing these active ingredients may
not continue while the studies are being
conducted and the data are being
evaluated by the agency.

After the administrative record for
this rulemaking had closed, a clinical
study protocol was submitted to the
Agency in support of lobeline sulfate as
an OTC smoking deterrent (Ref. 4). The
agency has provided comments on this
protocol (Ref. 5); however, no study
results have been submitted to date.
Therefore, at this time, lobeline sulfate
is not considered a monograph
ingredient in this final rule.
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3. Two comments submitted studies
in support of the effectiveness of silver
acetate and requested its reclassification
from Category in to Category | as an
OTC smoking deterrent. One comment
submitted a double-blind, placebo-
controlled clinical study (Refs. 1 and 2),
and the second comment submitted an
open-label, parallel-group design study
(Refs. 3 through 6).

The agency does not find the studies
sufficient to support the reclassification
of silver acetate from Category Il to
Category I. In the double-blind, placebo-
controlled study, the effectiveness of
silver acetate was compared with
placebo in 282 subjects who wanted to
stop smoking. The study was conducted
for 21 days with a 4-month follow-up.
On day 21, effectiveness was assessed
by chemical means. During the study
period, data on the cessation of smoking
were obtained by self-reporting and
confirmed by blood carboxyhemoglobin
levels and urinary nicotine metabolites.

Although the design, methodology,
and conduct of the study were sufficient
to assess the effect of silver acetate in
helping one to stop smoking, the agency
finds that in the analysis of the data an
inappropriate criterion of "treatment
success” was used. The study defined
"treatment successes” as those
individuals who stopped smoking as
measured on the basis of self-reporting,
confirmed by blood carboxyhemoglobin
levels and urinary nicotine metabolites.
Individuals were considered "treatment
failures” if they had not stopped
smoking by day 18 of the 21-day study.
The assessment of the data collected to
determine the effectiveness of the drug
was, therefore, limited to a 3-day period
(days 18 to 21) of the 21-day study. The
agency does not consider a 3-day period’
of abstinence from smoking to be a
sufficient predictor of the effectiveness
ofa drug that is intended to result in
smoking cessation. The agency believes
that in a study with this objective,
subjects should stop smoking within the
first 24 to 48 hours after beginning the
drug and should be considered
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"treatment successes” only if they
abstain from smoking for the remainder
of the study (whether or not the drug is
taken the entire time). Even if this
criterion were not applied, the results
obtained from the study were only
marginally significant at best. Fifteen
out of a total of 136 subjects in the silver
acetate group quit smoking in contrast
to 6 out of 146 subjects in the placebo
group. This yielded smoking cessation
rates of 11 and 4.9 percent for the silver
acetate and placebo groups,
respectively. The difference between the
two groups was statistically significant,
p=0.03, using a one-tailed t-test. This is
not an impressive result because there
was a low quit-rate in the placebo
group. Further, the study lacked
information and details such as case
report forms, subject diary cards, and
the point at which each subject (drug
and placebo) quit smoking during the 3-
week study and 4-month follow-up.

The second study was an open-label,
parallel-group study comparing the
effectiveness of a chewing gum
containing 6 milligrams (mg) of silver
acetate with a chewing gum containing
2 mg of nicotine alkaloid per piece and
an ordinary sugarfree chewing gum
(placebo). Subjects were randomized
into one of three groups as follows:
silver acetate group, 220; nicotine
group, 220; and placebo group, 88.
These groups were subdivided into
groups of 22 subjects each to facilitate
group therapy. Each subgroup of 22 was
further divided into groups of4 to 6
subjects to encourage discussion of
problems related to smoking cessation.
Subjects were evaluated during eight
visits over a period of 6 months. During
the first five visits, held weekly, the
subjects were given group therapy in the
form of educational films and lectures.
Three additional meetings were held at
the end of 6 and 12 weeks and 6
months. At the end of the first visit,
subjects were instructed to choose a day
to quit smoking. At the sixth visit,
subjects were instructed to reduce their
chewing gum consumption. The
primary efficacy variable was the quit
rate (proportion of subjects who had not
smoked during the past 6 months since
the beginning of the study), based on
subject self-reporting and measurements
of expired carbon monoxide levels. A
follow-up questionnaire was sent to the
participants after 1 year to determine
their smoking status.

Because of major flaws in design,
conduct, and analysis, this study does
not meet the requirements of an
adequate and well-controlled study. The
methods for assessing the subjects’
response, as reported in the study
results, were not defined in the original
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protocol. The protocol did not include

a plan for statistical analysis. The
inclusion criteria were inadequate
because subjects who did not wish to
chew gum were permitted to participate
in the study. Thus, this allowed subjects
who did not chew gum in all treatment
groups, which made it hard to
differentiate treatment effects. The study
was not conducted under blind
conditions, and adequate measures were
not taken to minimize bias. As
acknowledged by the investigators, the
placebo group was virtually nonexistent
because more than half of the placebo
subjects also chewed the nicotine gum
(obtained from the market). Further,
subjects in all groups chewed placebo
gum in addition to or in lieu of their
assigned gum. At the end of the study,
15 percent of the subjects using the
nicotine gum and placebo gum still used
these gums, but only 4 percent of the
silver acetate gum group still used this
gum.

Because of deficiencies in the
presentation of the data and analysis of
the study, the statistics for the expired
carbon monoxide level (i.e., the primary
efficacy variable) cannot be used to
verify the reported success rate at the
end of 6 months. The data provided
consisted of only the means and
standard error of the carbon monoxide
level of each treatment group at each
visit. No individual subject data listings
were provided and, thus, no objective
measure is available for evaluation
which allows for confirmation of
smoking cessation. Therefore, the
agency cannot confirm the number of
subjects who had not smoked during the
6-month study.

The success rates reported at 26
weeks were not statistically significant:
nicotine gum 43 percent, silver acetate
gum 39 percent, placebo gum 34 percent
(Ref. 5). These results are not surprising
because a large number of the placebo
subjects used the nicotine gum. After
several statistical comparisons were
made using these data, the investigators*
reported results suggested that silver
acetate was statistically significantly
better than the nicotine gum or placebo
for some subgroups. This result
indicates that any number of
permutations could have been
attempted until a particular comparison
is significant. However, the multiple
comparisons reported in the results,
having been made ad hoc, limit the
significance of any of the reported
findings. Additionally, because there
were placebo subjects in the active
treatment groups and, thus, no true
placebo group existed, the comparisons
are a futile exercise.

Because of the deficiencies in the
above studies, the agency concludes that
further studies are needed to establish
the effectiveness of silver acetate as a
smoking deterrent drug product
ingredient. The agency's detailed
comments and evaluations on the data
are on file in the Dockets Management
Branch (Refs. 7, 8, and 9).

After the administrative record for
this rulemaking had closed, two clinical
study protocols were submitted to the
agency in support of silver acetate as an
OTC smoking deterrent (Ref. 10). The
agency has provided comments on these
protocols (Ref. 11); however, the final
results from these studies have not been
submitted. Therefore, at this time, silver
acetate is not considered a monograph
ingredient in this final rule.
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Il. The Agency’s Final Conclusions on
OTC Smoking Deterrent Drug Products

The agency has determined that no
active ingredient has been found to be
generally recognized as safe and
effective and not misbranded as an OTC
smoking deterrent.

In the Federal Register of November
7,1990 (55 FR 46914), the agency
published a final rule in 21 CFR Part
310 establishing that certain active
ingredients that had been under
consideration in a number of OTC drug
rulemaking proceedings were not
generally recognized as safe and
effective. That final rule was effective
on May 7,1991 and included in
§310.545(a)(19) the following
ingredients that had been previously
considered under this rulemaking for
use as active ingredients in smoking
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deterrent drug products: clove,
coriander, eucalyptus oil, ginger
(Jamaica), lemon oil (terpeneless),
licorice root extract, menthol, methyl i
salicylate, quinine ascorbate, silver
nitrate, and thymol. The final rule in
this document establishes that any
smoking deterrent drug product for OIC
use is not generally recognized as safe
and effective and expands the above- )
listed nonmonograph ingredients to
include all other OTC smoking deterrent
active ingredients. These additional
ingredients include, but are not limited
to, lobeline (in the form of lobeline
sulfate or natural lobelia alkaloids or
Lobelia inflate herb), povidone-silver |
nitrate, and silver acetate, which were 1
reviewed by the Panel and the agency, i
Therefore, any ingredient that is labeled,
represented, or promoted for use asan :
OTC smoking deterrent is considered
nonmonograph and misbranded under |
section 502 of the act (21 U.S.C, 352)
and is a new drug under section 201(p)
of the act (21 U.S.C. 321 (p)), for which
an approved application under section !
505 of the act (21 U.S.C. 355) and 21
CFR part 314 of the regulations is
required for marketing. In appropriate
circumstances, a citizen petition to
establish a monograph may be
submitted under 21 CFR 10.30 in lieu d
an application. Any such OTC drug
product initially introduced or initially
delivered for introduction into interstate
commerce after the May 7,1991
effective date of the final rule
mentioned above or the effective date of
this final rule that is not in compliance
with the regulation is subject to
regulatory action.

In order to avoid a duplication in
listing smoking deterrent active
ingredients in more than one regulation
and for ease in locating these
ingredients in the CFR, the agency is
listing all of these ingredients in a single
regulation in 21 CFR 310.544 entitled
“drug products containing active
ingredients offered over-the-counter
(OTC) for use as a smoking deterrent.”
Accordingly, § 310.545(a)(19) is being
removed.

No comments were received in
response to the agency’s request for
specific comment on the economic
impact of this rulemaking (50 FR 27552
at 27556). The agency has examined the
economic consequences of this final
rule in conjunction with other rules
resulting from the OTC drug review. In
a notice published in the Federal
Register of February 8,1983 (48 FR
5806), the agency announced the
availability of an assessment of these
economic impacts. The assessment
determined that the combined impacts
of all the rules resulting from the OTC
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drug review do not constitute a major
rule according to the criteria established
by Executive Order 12291. The agency
therefore concludes that no one of these
mles, including this final rule for OTC
smoking deterrent drug products, is a
major rule.

The economic assessment also
concluded that the overall OTC drug
review was not likely to have a
significant economic impact on a
substantial number of small entities as
defined in the Regulatory Flexibility Act
(Pub. L. 96-354). That assessment
included a discretionary regulatory
flexibility analysis in the event that an
individual rule might impose an
unusual or disproportionate impact on
small entities. However, this particular
rulemaking for OTC smoking deterrent
drug products is not expected to pose
such an impact on small businesses
because only a limited number of
products are affected. Eleven smoking
deterrent ingredients were covered in
the earlier final rule that was effective
onMay 7,1991. This final rule covers
three additional ingredients. Therefore,
the agency certifies that this final rule
will not have a significant economic
impact on a substantial number of small
entities.

The agency has determined under 21
CFR 25.24(c)(6) that this action is ofa
type that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

List of Subjects in 21 CFR Part 310

Administrative practice and
procedure, Drugs, Labeling, Medical
devices, Reporting and recordkeeping
requirements.

therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 310 is
amended as follows:

PART 310—NEW DRUGS

1. The authority citation for 21 CFR
part 310 continues to read as follows:

Authority: Secs. 201,301, 501,502, 503,
505, 506, 507, 512-516, 520,601(a), 701, 704,
705,706 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C 321, 331, 351, 352,
353, 355, 356, 357, 360b-360f, 360j, 361(a),
371, 374. 375, 376); secs. 215, 301, 302(a),
351, 354-360F of the Public Health Service
Act (42 U.S.C. 216, 241, 242(a), 262, 263b-
263n).

2. New §310.544 is added to subpart
E to read as follows:

f 310.544 Drug products containing active
ingredients offered over-the-counter (OTC)
for use as a smoking deterrent

(a) Any product that bears labeling
claims that it “helps stop or reduce the
cigarette urge,” “helps break the
cigarette habit,” “helps stop or reduce
smoking,” or similar claims is a
smoking deterrent drug product. Cloves,
coriander, eucalyptus oil, ginger
(Jamaica), lemon oil (terpeneless),
licorice root extract, lobeline (in the
form of lobeline sulfate or natural
lobelia alkaloids or Lobelia inflata herb),
menthol, methyl salicylate, povidone-
silver nitrate, quinine ascorbate, silver
acetate, silver nitrate, and thymol have
been present as ingredients in such drug
products. There is a lack of adequate
data to establish general recognition of
the safety and effectiveness of these or
any other ingredients for OTC use as a
smoking deterrent. Based on evidence
currently available, any OTC drug
product containing ingredients offered
for use as a smoking deterrent cannot be
generally recognized as safe and
effective.

(b) Any OTC drug product that is
labeled, represented, or promoted as a
smoking deterrent is regarded as a new
drug within the meaning of section
201(p) of the Federal Food, Drug, and
Cosmetic Act (the act), for which an
approved application or abbreviated
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application under section 505 of the act
and part 314 of this chapter is required
for marketing. In the absence of an
approved new drug application or
abbreviated new. drug application, such
product is also misbranded under
section 502 of the act.

(c) Clinical investigations designed to
obtain evidence that any drug product
labeled, represented, or promoted for
OTC use as a smoking deterrent is safe
and effective for the purpose intended
must comply with the requirements and
procedures governing the use of
investigational new drugs set forth in
part 312 of this chapter.

(d) After May 7,1991, any such OTC
drug product containing cloves,
coriander, eucalyptus oil, ginger
(Jamaica), lemon oil (terpeneless),
licorice root extract, menthol, methyl
salicylate, quinine ascorbate, silver
nitrate, and/or thymol initially
introduced or initially delivered for
introduction into interstate commerce
that is not in compliance with this
section is subject to regulatory action.
After December 1,1993, any such OTC
drug product containing lobeline (in the
form of lobeline sulfate or natural
lobelia alkaloids or Lobelia inflata herb),
povidone-silver nitrate, silver acetate, or
any other ingredients initially
introduced or initially delivered for
introduction into interstate commerce
that is not in compliance with this
section is subject to regulatory action.

§310.545 [Amended]

3. Section 310.545 Drugproducts
containing certain active ingredients
offered over-the-counter (OTC)for
certain uses is amended by removing
and reserving paragraph (a)(19).

.Dated: March 3,1993.
Michael R. Taylor,
Deputy Commissionerfor Policy.
[FR Doc. 93-12776 Filed 5-26-93; 8:45 am]
MLUNQ CODE 41*0-01-P
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DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 20
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Migratory Bird Hunting; Supplemental
Proposals for Migratory Game Bird
Hunting Regulations; Notice of
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Interior.

ACTION Proposed rule; supplemental.

SUMMARY: The U.S. Fish and Wildlife
Service (hereinafter the Service)
proposed in an earlier document to
establish annual hunting regulations for
certain migratory game birds. This
supplementary document describes
proposed changes and provides
additional information that will
facilitate establishment of the 1993-94
hunting regulations. This document also
announces the meetings of the Service
Migratory Bird Regulations Committee.
DATES: The Service Migratory Bird
Regulations Committee will meet to
consider and develop proposed
regulations for early seasons on June 22,
23, and 24, and for late seasons on
August 3,4, and 5. Public hearings on
proposed early- and late-season
frameworks will be held at 9:00 a.m. on
June 24 and August 5,1993,
respectively. The comment period for
proposed migratory bird hunting-season
frameworks for Alaska, Hawaii, Puerto
Rico, the Virgin Islands, and other early
seasons will end onJuly 22,1993; and
for late-season proposals will end on
September 1,1993.

ADDRESSES: Meetings of the Service
Migratory Bird Regulations Committee
will be held for early-season in the
Large Buffet Room of the Department of
the Interior Building, 1849 C Street,
NW., Washington, DC., and late-season
in the Board Room of the American
Institute of Architects Building, 1735
New York Avenue (at the comer of 18th
and E Streets, NW.), Washington, DC.
Both public hearings will be held in the
Auditorium of the Department of the
Interior Building, 1849 C Street, NW.,
Washington, DC. Written comments on
the proposals and notice of intention to
participate in either hearing should be
sent to the Chief, Office of Migratory
Bird Management, U.S. Fish and
Wildlife Service, Department of the
Interior, room 634—Arlington Square,
Washington, DC 20240. Comments
received will be available for public
inspection during normal business
hours in room 634, Arlington Square

Building, 4401 N. Fairfax Drive,
Arlington, Virginia.

FOR FURTHER INFORMATION CONTACT:
Marshall A. Howe, Acting Chief, Office
of Migratory Bird Management, U.S.
Fish and Wildlife Service, Department
of the Interior, room 634—Arlington
Square, Washington, DC 20240, (703)
358-1714.

SUPPLEMENTARY INFORMATION
Regulations Schedule for 1992

On April 9,1993, the Service
published in the Federal Register (58
FR 19008) a proposal to amend 50 CFR
part 20. The proposal dealtwith the
establishment of seasons, limits, and
other regulations for migratory game
birds under 88 20.101 through 20.107,
20.109, and 20.110 of subpart K. This
document is the second in a series of
proposed, supplemental, and final rules
for migratory game bird hunting
regulations. Comment periods on this
second document are specified above
under DATES. Early-season frameworks
will be proposed in late June and late-
season frameworks in early August.
Final regulatory frameworks for early
seasons are scheduled for publication
on or about August 16,1993, and those
for late seasons on or about September
22,1993.

On June 24,1993, a public hearing
will be held in Washington, DC, to
review the status of migratory shore and
upland game birds and recommended
hunting regulations for these species
and other early seasons.

On August 5,1993, a public hearing
will be held in Washington, DC, to
review the status of waterfowl and
recommended hunting regulations for
regular waterfowl seasons, and other
species and seasons not previously
discussed at the June 24 public hearing.

Announcement of Service Regulations
Committee Meetings for Early-Season
Regulations

The meeting on June 22 is to review
information on the 1993 status of
migratory game birds and to develop
1993-94 migratory game bird
regulations recommendations. The June
23 meeting is to ensure that the
Service’s regulation recommendations
are developed with the benefit of full
consultation on the issues.

In accordance with Departmental
policy regarding meetings of the Service
Regulations Committee that are attended
by any person outside the Department,
these meetings will be open to public
observation. Members of the public may
submit to the Director written comments
on the matters discussed.
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Announcement of Flyway Council
Meetings

Service representatives will be
present at the following meetings of
Flyway Councils:

Atlantic Flyway—July 29-30,
Frederickton, New Brunswick (Lord
Beaverbrook Hotel)

Mississippi Flyway—July 29-30,
Marietta, Ohio (Lafayette Hotel)

Central Flyway—July 29-30, Great
Falls, Montana (Sheraton Hotel)

Pacific Flyway—July 29, Sacramento,
California (Red Lion Hotel)

Although agendas are not yet
available, these meetings usually
commence at 8:30 to 9 a.m. on the days
indicated.

Review ofPublic Comments

This supplemental rulemaking
describes changes which have been
recommended based on the preliminary
proposals published on April 9,1993, in
the Federal Register. Only those
recommendations that would require
either new proposals or substantial
modification of thp preliminary
proposals to facilitate effective public
participation are included herein. Those
that support or oppose but do not
recommend alternatives to the
preliminary proposals are not included,
but will be considered later in the
regulations-development process. The
Service will publish responses to
proposals, written comments, and
public-hearing testimony when final
frameworks are developed, at which
time additional data about the status of
affected species will be available.

The Service seeks additional
information and comments on the
recommendations contained in this
supplemental proposed rule. These
recommendations and all associated
comments will be considered during
development of the final frameworks.

New proposals and modifications to
previously described proposals are
discussed below. Wherever possible,
they are discussed under headings
corresponding to the numbered items in
the April 9,1993, Federal Register.

I. Ducks.

The categories used to discuss issues
related to duck harvest management are
as follows: (A) General Harvest Strategy,
(B) Framework Dates, (C) Season
Length, (D) Closed Seasons, (E) Bag
Limits, (F) Zones and Split Seasons, and
(G) Special/Species Management. Only
those categories containing substantial
recommendations are included below.

B. Framework Dates.

The Lower-Region Regulations
Committee of the Mississippi Flyway
Council recommended that fixed dates
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be used for frameworks and that these
should not fluctuate annually. They
recommended framework dates of the
Saturday nearest October 1 and January
20 each year, since they feel there is no
evidence to indicate that these
framework dates adversely impact
survival rates for ducks. The Committee
believes that season length and bag limit
should be the primary harvest-
management tools used to influence
harvest rates.

E. Bag Limita.

The Pacific Flyway Council
recommended alternatives to the
conventional daily bag limits offered in
their States, with the objective of
increasing the harvest of gadwall, green-
winged teal, and northern shovelers.
The two options they would like
considered are the “point system” and
a“conditional conventional” limit. The
“conditional conventional” limit would
allow a variable bag size (presumably
predetermined by the hunter before
hunting) depending upon the species
and/or sex composition of the birds
bagged. In the example provided, a bag
of 4 could contain 3 mallard drakes, or
1 mallard hen, or 1 pintail, or 2
canvasbacks or redheads while a bag of
7 could not contain any of the
aforementioned ducks. Hie Council
recommended that the Service officially
complete a technical review of the
merits and potential implementation of
the proposal which is designed to
provide additional harvest opportunity
on gadwall, green-winged teal, and
northern shovelers, which are at or
above long-term averages.

G. Special/Species Management.

i. Canvasback Harvest Management.

The Service announced in the April 9,
1993, Federal Register, its intent to
implement an interim harvest Strategy
for canvasbacks, based on its review of
databases and input received from
Flyway Councils. Further, the Service
requested that Flyway Councils provide
additional assistance in developing and
refining this interim strategy by
identifying the objective methods that
will be used to determine a goal for the
size of the breeding population, the
annual allowable harvest, and the
allocation of harvest among countries
and flyways; and the harvest-
management tools most appropriate to
achieve harvest goals.

The Atlantic Flyway Council accepted
the concept of an interim strategy for
canvasback harvest management. They
supported the idea of managing
canvasbacks on the basis of a
continental population, equal harvest
opportunity among flyways, and
utilization of population goals. They

also raised concerns that the parts-
collection survey may not be adequate
to monitor the harvest closely, and
indicated that many details of the
implementation need further
exploration.

The Upper-Region Regulations
Committee of the Mississippi Flyway
Council recommended that the Service
complete its evaluation of the interim
harvest-management strategy in
sufficient time for review by the
Council’s Technical Section prior to the
Council’s summer meetings. They
believe that the review of available
population data, pond numbers, and
harvest can be utilized in a model to
develop optimum population objectives
for one continental population. This
will allow the determination of
potential to sustain an annual harvest in
all Flyways.

The Lower-Region Regulations
Committee of the Mississippi Flyway
Council supported the management of
canvasbacks as a continental
population, the implementation of
canvasback harvest opportunity for the
1993 hunting season, and the equitable
distribution of harvest opportunity
among all flyways. They opposed the
closed-area concept with reference to
canvasback hunting.

The Central Flyway Council
supported the concept of an interim
strategy for managing canvasback
harvest. They feel canvasbacks should
be treated as a continental population.
They also feel that the canvasback
population is regulated primarily by
factors other than hunting, such as
environmental conditions or density-
dependent mechanisms. The Council
believes it is unlikely that canvasbacks
will exceed a breeding population index
0f 500,000 (except during periods of wet
years) without an intensive habitat-
management program to restore drained
wetlands across prairie Canada and the
northcentral U.S. They do not agree
with the suggested method of allocating
allowable harvest. They feel that all
flyways and Canada should have an
open season but not identical season
lengths or bag limits, since some
flyways will be able to exert more
harvest pressure than others. They
recommended a daily limit of 1 in the
conventional bag limit, and a point
value of 100 under the point system for
the length of the duck hunting season.

The Pacific Flyway Council did not
support the Service’s proposed interim
strategy for canvasback harvest
management. They feel that the strategy
ignores flyway differences in the biology
of canvasbacks and hunter behavior.
They stated that there is no rationale for
identical season lengths and bag limits
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in all flyways. They also have serious
concerns about harvest allocation as it
pertains to other flyways and Canada.
They feel that the Service is considering
a limited season for canvasbacks in all
flyways without first trying other
options in the Pacific Flyway. The
Council believes that a reduction in bag
limit from 2 to 1 should be considered
before reducing the season length. They
support the Service’s attempt to provide
hunting opportunity to all flyways and
a strategy that allows graduated changes
in harvest as opposed to the current
season-on/season-off approach;
however, they do not support this
strategy at the cost of losing flyway-
management emphasis that they feel is
biologically important.

The Service will continue to accept
public input during the development of
the proposed strategy. Additional
refinements to this proposal will be
published in the proposed late-season
frameworks.

ii. September Teal Seasons. The
Upper-Region Regulations Committee of
the Mississippi Flyway Council
recommended that an experimental 9-
day September teal season be conducted
for 3 years in Michigan. Limitations
would be placed on both the number of
areas open to hunting and hunter
numbers.

The Committee also recommended
that a 9-day season be held in the
Southern Duck Zone in lowa. Granting
ateal hunting season in lowa wi-ll allow
similar hunting opportunity as in
Illinois and Missouri.

The Lower-Region Regulations
Committee of the Mississippi Flyway
Council recommended that the shooting
hours remain one-half hour before
sunrise to sunset.

iii. Teal/Wood Duck Seasons. The
Lower-Region Regulations Committee of
the Mississippi Flyway Council
recommended that shooting hours for
these seasons in Kentucky and
Tennessee be the same as those for
regular seasons, one-half hour before
sunrise to sunset.

3. Sea Ducks.

The Atlantic Flyway Council
recommended that the bag limit for sea
ducks remain at 7, with a species-group
restriction of 4 scoters, within the 107-
day season during 1993.

4. Canada Geese.

A. Special Seasons.

The Atlantic Flyway Council made
the following recommendations
pertaining to special Canada goose
seasons:

In Maryland, initiate a 3-year
experimental 10-day season in the 24
counties west of Chesapeake Bay, with
framework dates of September 1-15.
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In Massachusetts, extend the
framework closing date for the 10-day
season to September 15.

In New Jersey, initiate a 3-year
experimental 10-day season in the
northern portion of the State, with
framework dates of September 1-19.

In New York, expand the area open to
goose hunting in the western portion of
the State, initiate a new 3-year
experimental 10-day season in the
southeastern portion of the State, and
extend the framework dates for the
season in both areas to September 1-17.

In Virginia, initiate a 3-year
experimental 10-day season, with
framework dates of September 1-15.

In North Carolina, amend the
experimental season to allow a season
length of 15 consecutive days, with
framework dates of September 1-30,
during 1993-95.

In Pennsylvania, amend the
experimental season in the southeastern
zone to include the Counties of Berks,
Chester, and Delaware; and extend the
framework dates in the southeastern
zone to September 1-15.

The Upper-Region Regulations
Committee of the Mississippi Flyway
Council made the following
recommendations pertaining to special
Canada goose seasons:

In Minnesota, a new 3-year
experimental season in an expanded
Southwest Goose Zone, an expansion of
the Fergus-Falls/Alexandria Zone with
continued monitoring of hunter
numbers and harvest, operational status
for the Southwest-Border-Zone season
and the Fergus Falls/Alexandria-Zone
season, and allow the 10-day seasons in
all zones to begin on the first Saturday
in September.

In Ohio, a new 3-year experimental
10-day season in 31 southwest counties.
In Wisconsin, operational status for

the Southeast Subzone.

The Committee further recommended
that annual monitoring of hunter
numbers in experimental-season zones
no longer be required after the criteria
have been met and the seasons have
become operational.

The Pacific Flyway Council
recommended that operational status be
given to the special season in Oregon
and Washington; and that permits no
longer be required, seasons be increased
from 10 to 12 days, daily bag limits be
increased from 2 to 3, and that States be
allowed independent seasons. The
Council further recommended that the
Washington hunt area be enlarged to
include the area along the Columbia
River from the Astoria/Megler Bridge on
State Highway 101 to the end of the
North Jetty near Fort Camby.

The Council also recommended that
an experimental season be adopted in
the Oregon Counties of Benton,
Clackamas, Clatsop, Columbia, Lane,
Lincoln, Linn, Marion, Multnomabh,
Polk, Tillamook, Washington, and
Yamhill, except for those portions of
Clatsop, Columbia, and Multnomah
Counties north of Highway 30 and west
of Interstate 5. The season dates would
be September 1-12 with bag and
possession limits of 2 and 4,
respectively. A mandatory hunter
permit would be required.

B. Regular Seasons.

The Upper-Region Regulations
Committee of the Mississippi Flyway
Council recommended that framework
dates continue to allow the regular
goose season to open in September,
similar to those framework dates
utilized in the past 5 years in the
Mississippi Valley Population range.

The Lower-Region Regulations
Committee of the Mississippi Flyway
Council supported Louisiana’s
experimental Canada goose hunting
season and indicated that a final report
on the season will be provided by July
1993, at which time a recommendation
for an operational season similar to the
experimental season will be submitted.

9. Sandhill Cranes.

The Central Flyway Council _
recommended that the Sandhill Crane
hunting area in North Dakota be
extended eastward to include the entire
State. The eastern portion of North
Dakota was previously closed to protect
greater sandhill cranes. Hunting zones,
season dates, and bag limit restrictions
have all been used to limit harvest of
greater sandhill cranes in North Dakota.
Measurements on harvested sandhill
cranes are routinely taken throughout
the hunting season to identify areas of
distribution and harvest of greater
sandhill cranes. North Dakota plans to
continue these actions in the future.
Cranes have recently shifted their
migrational pattern and larger numbers
of cranes (including lessors) are using
the eastern portion of the State. North
Dakota sportsmen have requested an
opportunity to take advantage of this
shift in crane migration. In addition,
complaints of crane depredation on row
crops in areas east of Highway 281 have
been reported.

The Central Flyway Council
recommended that season lengths for
mid-continent sandhill cranes be
increased by 14 days in the Central
Flyway. Increasing the season length to
include the time when depredations on
winter wheat occur may curtail the
damage to these crops. The Council
believes allowing additional hunting
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days will not harm the population and
would increase hunting opportunity.

16. Mourning Doves.

The Central Flyway Council
recommended that Texas be allowed to
split the mourning dove season into
three segments in its central and
southern zones on an experimental
basis; however, Texas would continue
to utilize 3 zones. These additional
season segments would permit greater
flexibility in establishing dove-hunting
seasons consistent with anticipated
migration patterns and population
levels and would also allow additional
“opening days” to be established for
Texas sportsmen.

17. White-winged and W hite-tipped
Doves.

The Central Flyway Council
recommended that the number of white-
winged doves allowed in the 12-bird
aggregate bag limit be increased from 2
to 6 during the mourning dove season
in the Texas Counties of Cameron,
Hidalgo, Starr, and Willacy.

18. Alaska.

The Pacific Flyway Council
recommended that a new experimental
tundra swan season be established in
Game Management Unit 18 (Yukon-
Kuskokwim Delta). The framework
dates would be September 1 - October
31. A maximum of 500 permits would
be issued, and hunters would be
allowed more than 1 permit per season,
issued 1 at a time upon filing a harvest
report.

Public Comment Invited

The Service intends that adopted final
rules be as responsive as possible to all
concerned interests, and therefore
desires to obtain for consideration the
comments and suggestions of the public,
other concerned governmental agencies,
and private interests on these proposals.
Such comments, and any additional
information received, may lead to final
regulations that differ from these
proposals.

Special circumstances are involved in
the establishment of these regulations
which limit the amount of time that the
Service can allow for public comment.
Specifically, two considerations
compress the time in which the
rulemaking process must operate: (1)
The need to establish final rules at a
point early enough in the summer to
allow affected State agencies to
appropriately adjust their licensing and
regulatory mechanisms; and (2) the
unavailability, before mid-June, of
specific, reliable data on this year’s
status of some waterfowl and migratory
shore and upland game bird
populations. Therefore, the Service



Federal Register / Vol. 58, No. 103 / Tuesday, June 1, 1993 / Proposed Rules

believes that to allow comment periods
past the dates specified is contrary to
the public interest.

Comment Procedure

It is the policy of the Department of
the Interior, whenever practical, to
afford the public an opportunity to
participate in the rulemaking process.
Accordingly, interested persons may
participate by submitting written
comments to the Chief, Office of
Migratory Bird Management, U.S. Fish
and Wildlife Service, Department of the
Interior, room 634—Arlington Square,
Washington, DC 20240. Comments
received will be available for public
inspection during normal business
hours at the Service’s office in room
634, Arlington Square Building, 4401 N.
Fairfax Drive, Arlington, Virginia. All
relevant comments received during the
comment period will be considered. The
Service will attempt to acknowledge
received comments, but substantive
response to individual comments may
not be provided.

NEPA Consideration

NEPA considerations are covered by
the programmatic document,"Final
Supplemental Environmental Impact
Statement: Issuance of Annual
Regulations Permitting the Sport
Hunting of Migratory Birds (FSES 88-
14)/’ filed with EPA on June 9,1988.
Notice of Availability was published in
the Federal Register on June 16,1988
(53 FR 22582). The Service’s Record of
Decision was published on August 18,
1988 (53 FR 31341). Copies of these
documents are available from the
Service at the address indicated under
the caption ADDRESSES.

Endangered Species Act Consideration

As in the past, hunting regulations
this year will be designed, among other
things, to remove or alleviate chances of
conflict between seasons for migratory
game birds and the protection and
conservation of endangered and
threatened species. Consultations are
presently under way to ensure that
actions resulting from these regulatory
proposals will not likely jeopardize the
continued existence of endangered or
threatened species or result in the
destruction or adverse modification of
their critical habitat. It is possible that
the findings from the consultations,
which will be included in a biological
opinion, may cause modification of
some regulatory measures proposed in
this document. Any modifications will
be reflected in the final frameworks. The
Service’s biological opinions resulting
from its consultation under section 7 are
considered public documents and are

available for public inspection in the
Division of Endangered Species and the
Office of Migratory Bird Management,
U.S. Fish and Wildlife Service,
Arlington Square Building, 4401 N.
Fairfax Drive, Arlington, Virginia.

Regulatory Flexibility Act; Executive
Orders (E.O.) 12291,12612,12630, and
12778; and the Paperwork Reduction
Act

In the Federal Register dated April 9,
1993 (58 FR 19008), the Service
reported measures it had undertaken to
comply with requirements of the
Regulatory Flexibility Act and the
Executive Order. These included
preparing a Determination of Effects and
an updated Final Regulatory Impact
Analysis, and publication of a summary
of the latter. This information is
included in the present document by
reference. As noted in the above Federal
Register reference, the Service plans to
issue its Memorandum of Law for the
migratory bird hunting regulations at
thesame time the first of the annual
hunting rules is finalized. This rule does
not contain any information collection
requiring approval by the Office of
Management and Budget under 44
U.S.C. 3504.

Authorship

The primary authors of this proposed
rule are William O. Vogel and Robert J.
Blohm, Office of Migratory Bird
Management.

List of Subjects in 50 CFR part 20

Exports, Hunting, Imports, Reporting
and recordkeeping requirements,
Transportation, Wildlife.

The rules that eventually will be
promulgated for the 1993-94 hunting
season are authorized under the
Migratory Bird Treaty Act (July 3,1918),
as amended, (16 U.S.C. 703-711); the
Fish and Wildlife Improvement Act
(November 8,1978), as amended, (16
U.S.C. 712); and the Fish and Wildlife
Act of 1956 (August 8,1956), as
amended, (16 U.S.C. 742 a-d and e—j).

Dated: May 14,1993.

Richard N. Smith

Acting Director, U.S. Fish and W ildlife Service
[FR Doc. 93-12742 Filed 5-28-93; 8:45 am]
BILLING CODE 4310-55-F

50 CFR Part 21

Release of Captive-reared Mallards

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Notice of intent.

31247

SUMMARY: This document announces the
intent of the Fish and Wildlife Service ,
(hereinafter the Service) to review all
aspects of the regulations pertaining to
the release and harvest of captive-reared
mallards. This notice provides the
public with background information on
potential conflicts arising from this
activity. The Service invites public
comment and suggestions on possible
options for resolving these conflicts.
OATES: Written comments pertaining to
regulations governing the release of
captive-reared mallards should be
received on or before August 2,1993.
ADDRESSES: Written comments should
be sent to: Director (FWS/MBMO), U.S.
Fish and Wildlife Service, Department
of the Interior, Room 634—Arlington
Square, Washington, DC 20240.
Comments received will be available for
public inspection during normal
business hours in Room 634, Arlington
Square Building, 4401 N. Fairfax Drive,
Arlington, Virginia.

FOR FURTHER INFORMATION CONTACT:
Marshall A. Howe, Acting Chief, Office
of Migratory Bird Management, U.S.
Fish and Wildlife Service, Department
of the Interior, Room 634—Arlington
Square, Washington, DC 20240, (703)
358-1714.

SUPPLEMENTARY INFORMATION Under the
Migratory Bird Treaty Act (16 U.S.C.
703-711), the Secretary of the Interior
has the responsibility for setting
appropriate regulations for the hunting
of migratory birds, with due regard for
maintaining such populations in a
healthy state and at satisfactory levels.
The Fish and Wildlife Act of 1956 (16
U.S.C. 742 a-d and e-j) more specifically
authorizes collection of such
information as is necessary and action
as may be required to protect wildlife
resources.

Background

"Migratory Birds” are defined in 50
CFR 10.12 as meaning any bird,
irrespective of its origin in the wild or
in captivity, which belongs to the
species listed in § 10.13, for the
purposes of protection under the
Migratory Bird Treaty Act (Act).
Mallards are among those species listed.
Regulations stated in § 21.13 allow
captive-reared mallards, provided they
are properly marked prior to 6 weeks of
age by removal of hind toe, banding
with a seamless metal band, pinioning,
or tattooing, to be possessed and
disposed of in any number, at any time,
by any person, without a permit.
Further, these regulations stipulate that
such birds may be killed by shooting
only in accordance with all applicable
hunting regulations governing the take



