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DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Chapter Il
[Docket No. 99—060N]

Recent Developments Regarding Beef
Products Contaminated With
Escherichia coli O157:H7; Public
Meeting

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Notice of public meeting.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is announcing
that it will hold a public meeting on
February 29, 2000, to discuss FSIS’
policy regarding Escherichia coli (E.
coli) 0157:H7 and new information
concerning the pathogen and its relation
to human health. At this meeting, FSIS
and other groups will present new data
concerning the pathogen and new
developments that may affect the
Agency’s policy. The purpose of this
meeting is not to debate the policy that
the Agency announced in January of
1999 (64 FR 2803) on the status of
certain beef products contaminated with
E. coli 0157:H7 but to ensure that that
policy is implemented based on the best
available information and in a manner
that will best protect public health. In
addition, FSIS will allow time for
comments and discussion regarding
FSIS’ testing procedures and other
issues on E. coli 0157:H7.

DATES: The meeting will be held
February 29, 2000, from 9:00 a.m. to
5:00 p.m. Written comments must be
received by April 11, 2000.

ADDRESSES: The meeting will be held at
the Holiday Inn Rosslyn Westpark
Hotel, 1900 North Fort Myer Drive,
Arlington, Virginia, telephone number:
(703) 807—2000. To register for the
meeting, contact Ms. Mary Gioglio by
telephone at (202) 501-7244 or by FAX

at (202) 501-7642. If a sign language
interpreter or other special
accommodation is necessary, contact
Ms. Gioglio at the above numbers by
February 18, 2000. If you are planning
to present an oral comment at the
meeting, please submit one original and
two copies of the prepared comment to
the FSIS Docket Clerk, Docket No. 99—
060N, Room 102 Cotton Annex, 300
12th Street, SW, Washington, DC
20250-3700. Send one original and two
copies of all other comments to the
Docket Clerk at the address listed above.
All comments received in response to
this notice will be considered part of the
public record and will be available for
viewing in the Docket Room between
8:30 a.m. and 4:30 p.m., Monday
through Friday.

FOR FURTHER INFORMATION CONTACT:
Daniel Engeljohn, Ph.D., Director,
Regulations Development and Analysis
Division, Office of Policy, Program
Development, and Evaluation, Food
Safety and Inspection Service, Room
112 Cotton Annex, 300 12th Street, SW,
Washington, DC 20250. Telephone
number (202) 720-5627, fax number
(202) 690-0486.

SUPPLEMENTARY INFORMATION:

Background

1. January 1999 Federal Register Notice

On January 19, 1999, FSIS published
a policy statement, ‘‘Beef Products
Contaminated with E. coli 0157:H7” (64
FR 2803). This statement explained the
Agency’s policy governing beef products
that contain E. coli 0157:H7. The
Agency stated that, in evaluating beef
products contaminated with E. coli
0157:H7, it would distinguish intact
cuts of muscle (e.g., steaks and roasts)
distributed for consumption from non-
intact products (e.g., beef that has been
mechanically tenderized by needling or
cubing) and from intact cuts of muscle
that are to be further processed into
non-intact product prior to distribution
for consumption. The Agency stated
that, if the latter two types of products
are found to be contaminated with E.
coli 0157:H7, they must be processed
into ready-to-eat product, or they would
be deemed to be adulterated. FSIS
explained that pathogens, including E.
coli 0157:H7, may be introduced below
the surfaces of non-intact products as
the result of the processes by which
they are made. As a result, customary
cooking of these products may not be

adequate to kill the pathogens. In
contrast, the meat interior of intact
products remains essentially protected
from pathogens migrating below the
exterior surfaces. Consequently,
customary cooking of these products
will destroy any E. coli 0157:H7. FSIS
requested comments and
recommendations relevant to the
Agency’s policy and to any regulatory
requirements appropriate to prevent the
distribution of beef products adulterated
with this pathogen.

On March 8, 1999, FSIS held a public
meeting to discuss the policies
addressed in its January 19, 1999, policy
statement. The meeting provided the
public with an additional opportunity to
comment and discuss the policy
announced in this statement and the
public health risks associated with beef
products contaminated with E. coli
0157:H7. The meeting also provided an
opportunity for participants to discuss a
set of questions and answers that FSIS
had developed regarding the E. coli
0157:H7 policy. At this meeting, a
group of companies described a plan for
testing carcasses for E. coli 0157:H7.
The group stated that they would
submit their testing protocol to FSIS. In
addition, individuals from Kansas State
University presented preliminary
findings of research on E. coli 0157:H7
in blade tenderized beef steaks.

In its March 15, 1999, Constituent
Update, FSIS explained that the Agency
would not act on its January 19, 1999,
policy statement until it had an
opportunity to consider the comments
received. On April 5, the American
Meat Institute (AMI) submitted a
protocol on behalf of the group of
companies participating in the study on
carcass testing for E. coli 0157:H7
discussed above. The protocol called for
testing 1 in 300 carcasses slaughtered by
approximately 12 plants, before and
after hide removal, as well as after
processing interventions and at the
trimmings stage, for E. coli 0157:H7. In
its May 14, 1999, Constituent Update,
FSIS announced the availability of the
protocol and the Agency’s response to it
and invited comments on these
documents.

2. Draft White Paper

FSIS recently developed a draft White
Paper on Escherichia coli 0157:H7.
FSIS announced the availability of this
document in its November 5, 1999,
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Constituent Update. The document is
currently available over the Internet
(URL: http://www.fsis.usda.gov/OA/
update/110599__att.htm).

The White Paper discusses new
information and developments that will
have a bearing on the Agency’s E. coli
0157:H7 policy. The paper explains that
new information indicates that E. coli
0157:H7 is not as rare as previously
thought. In September 1999, FSIS began
using a method for analyzing samples of
products for E. coli 0157:H7 that is four
times more sensitive than the previous
method. Of the total number of positive
samples found by FSIS since the testing
program began in 1994, 40 percent (21
out of 53) have been found using the
new test method. The recent increase in
positive samples suggests that the low
rate of positive findings in the past may
have had more to do with the sensitivity
of the method being used than with the
rarity of the pathogen.

In addition to the FSIS testing data,
the White Paper explains that the
Centers for Disease Control and
Prevention (CDC) recently released
estimates of foodborne illness that show
a much higher rate of illness from E. coli
0157:H7 than the CDC had previously
reported. The CDC increased its
estimates for illnesses associated with E.
coli 0157:H7 because recent
surveillance data allowed a more
detailed estimation of mild illnesses not
resulting in physician consultation
(Mead, Paul S., et al., “Food-Related
Illness and Death in the United States,”
Journal of Emerging Infectious Diseases,
Vol. 5, No. 5, 1999). Although not all of
these illnesses are attributable to beef,
the increase in illnesses associated with
E. coli 0157:H7 indicates that this
pathogen occurs more frequently than
was previously thought.

The White Paper also discusses recent
research and studies concerning E. coli
0157:H7. The paper explains that the
data from the industry study discussed
above are being analyzed and should
soon be available. This study should
provide further insight into whether E.
coli 0157:H7 is a rare pathogen and
whether it occurs on hides and freshly
slaughtered carcasses of beef with some
regularity. Under the study’s protocol, 1
in 300 carcasses were tested for E. coli
0157:H7 before hide removal, after hide
removal, and after pathogen reduction
interventions have been applied. The
study was to run for 30 days, starting in
early September. Twelve plants were
involved in the study.

The White Paper also notes that the
Agricultural Research Service (ARS), in
Clay Center, Nebraska, is conducting
research related to prevalence, and that
FSIS plans to conduct some sampling to

assess the feasibility of identifying E.
coli 0157:H7 on carcasses and of
establishing a routine, Agency-directed
sampling program to supplement or
replace FSIS’ ongoing ground beef
testing.

The White Paper explains that FSIS’
risk assessment for E. coli 0157:H7 in
ground beef will better enable both the
Agency and industry to identify
interventions that can lead to public
health improvements and to weigh
available options. The Agency hopes
that the risk assessment will be
completed by spring 2000. When the
risk assessment on ground beef is
complete, FSIS expects to expand it to
cover all meat products, as well as other
products that may be affected by E. coli
0157:H7.

The White Paper also addresses data
concerning blade tenderized roasts and
steaks. As discussed above, during the
March 8, 1999, public meeting,
individuals from Kansas State
University presented preliminary
findings of research on E. coli 0157:H7
in blade tenderized beef steaks. The
researchers stated that the blade
tenderization process transfers
approximately three to four percent of
surface contamination to the interior of
the muscle. The researchers pointed out
that proper cooking to a specified time/
temperature combination resulting in
rare steaks could reliably result in safe
product. In addition, industry members
have stated that muscle systems from
which steaks are derived could be
removed from larger primal or sub-
primal cuts hygienically. The beef
industry has been persistent in
encouraging FSIS to exempt blade
tenderized product, especially when
derived hygienically or with reduced
possibilities for becoming contaminated,
from the scope of products considered
adulterated when contaminated with E.
coli 0157:H7.

As of fall 1999, FSIS has tentatively
determined that there is insufficient
information regarding the hygienic
processing of muscle systems to narrow
the scope of products affected by the E.
coli 0157:H7 policy. FSIS expects its
planned effort to broaden the risk
assessment will address some of the
issues raised by the industry.
Meanwhile, FSIS has encouraged
industry to label their intact and non-
intact primal and sub-primal cuts with
appropriate cooking statements. The
1999 Food Code (section 3—401.11)
prescribes appropriate cooking
instructions for intact versus non-intact
steaks for destruction of organisms of
public health concern.

The White Paper recognizes that
interventions other than cooking may be

available to address E. coli 0157:H7 in
product under FSIS control. For
example, irradiation offers the
possibility of treating raw meat products
to eliminate E. coli 0157:H7. The final
rule on irradiation published on
December 23, 1999, and will become
effective on February 22, 2000. In
addition to irradiation, FSIS is willing
to consider whether other alternatives to
cooking product within an FSIS-
inspected establishment could be used
to address a positive finding.

The paper notes that several other
considerations are likely to be important
as the Agency reviews its policy on E.
coli 0157:H7. For example, since
January 25, 2000, all meat and poultry
plants have been operating under the
pathogen reduction and hazard analysis
and critical control point (PR/HACCP)
systems rule. This will likely improve
food safety and may affect the Agency’s
E. coli O157:H7 policy. In reviewing this
policy, FSIS will also consider the meat
industry’s efforts to reduce the pathogen
at the production level.

Finally, the White Paper lists areas for
consideration concerning FSIS’ E. coli
0157:H7 policy. FSIS has revised the
questions in the White Paper to read as
follows:

1. If FSIS finds that E. coli 0157:H7
occurs with some regularity on hides
and carcasses of cattle raised using
certain production practices (e.g.,
feedlot cattle) but not on cattle raised
under different production practices
(e.g., cull dairy cows), should the
pathogen be considered a hazard
“reasonably likely to occur” only in
slaughter and processing operations that
use the former types of cattle? Should E.
coli 0157:H7 be addressed in the
HACCP plans of those operations? Is E.
coli 0157:H7 a hazard that is reasonably
likely to occur in the production of beef
products? If so, what is the best HACCP-
related guidance that FSIS can provide
to such plants for use in their
reassessment of their HACCP plans, and
what actions should be taken by the
Agency?

2. Should FSIS re-design its testing
program? Specifically:

* Are any changes needed in the
proportion of samples taken in-plant
and at retail?

» Should FSIS alter its policy that 15
consecutive samples be negative after a
positive finding?

» Should FSIS continue selecting a
sample if a plant has a positive finding
within the last 6 months, or should the
Agency defer to plant routine testing
completely and remove the 6-month
restriction? If FSIS sampling is
continued under these circumstances,
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should the rules for the random
selection of samples be changed?

* Should FSIS sampling of carcasses
replace or supplement ground beef
sampling at slaughter plants?

» Should FSIS develop additional
sampling schemes, including increasing
its testing of ground beef and other beef
products (e.g., carcasses, trimmings, and
non-intact cuts)?

* What alternatives to the FSIS
testing program would best encourage
the regulated industry to better ensure
that pathogen reduction interventions
specifically for E. coli 0157:H7 are
instituted?

3. Should FSIS consider a plant’s
generic E. coli and Salmonella results in
making its decision on whether to target
a plant’s products for E. coli 0157:H7
sampling?

4. What effect should a plant’s testing
or verification program have on whether
and how FSIS targets its testing in that
plant? Should the plant’s testing or
verification program only be considered
sufficient if included as part of HACCP
validation?

5. How should FSIS treat non-intact
product? Specifically, should blade-
tenderized beef steaks and roasts—with
specific cooking instructions for
destroying the pathogen and handling
instructions for preventing cross-
contamination and temperature abuse—
be treated the same as other non-intact
beef with regard to the FSIS policy?

6. How effective are voluntary
producer actions in providing animals
with reduced levels of E. coli 0157:H7
to plants, and should these voluntary
activities, if effective, affect slaughter
plants’ strategies and FSIS’ policy?

3. FSIS Plans

The Agency intends to consider all
information that is ultimately developed
from the sources of information
discussed in the White Paper, as well as
all information presented in response to
this notice, the January 1999 notice, and
the May 1999 Constituent Update, and
to use that information in deciding how
best to address E. coli 0157:H7. At the
February 29, 2000, public meeting, FSIS
plans to discuss the issues raised in its
White Paper, including the significance
of the findings with its new testing
method that the Agency is using to
detect E. coli 0157:H7, of the final
regulations on irradiation, and of the
FSIS risk assessment for E. coli
0157:H7. ARS will present the results of
a survey it performed to estimate the
frequency of E. coli 0157:H7 in feces
and on hides within lots of fed cattle
and the frequency of carcass
contamination during processing from
cattle within the same lots. The industry

group will present the results of the
industry study, and Kansas State
University will present data concerning
E. coli 0157:H7 in blade tenderized
steaks. There will be presentations on
interventions available to industry and
on new technology. Finally, consumer
groups will present information. The
public meeting also will provide an
opportunity for comments and
discussion regarding FSIS’ E. coli
0157:H7 policy and the course it should
take, the Agency’s testing and sampling
methods, new issues related to the
pathogen, and issues that arise during
the public meeting.

The purpose of the meeting is to move
forward with the January 1999 policy.
The Agency has accumulated some
information that suggests that a hazard
resulting from E. coli 0157:H7 in the
production of beef may be more likely
to occur than previously thought and
that the regulated industry may not be
reassessing its HACCP plans
accordingly. Since all Federally
inspected meat and poultry
establishments are now operating under
HACCP, and since a yearly reassessment
of the HACCP plans (9 CFR 417.4(a)(3))
is required, FSIS hopes to use this
public meeting as a means to ensure that
the most current information is
available to interested persons as the
Agency arrives at a policy that will best
protect the public health.

4. Comments Received

FSIS received a total of 81 comments
in response to requests for comments in
the January 19, 1999, Federal Register
(64 FR 2803) and in the May 14, 1999,
Constituent Update. FSIS received one
comment in response to the March 8,
1999, public meeting notice. Comments
addressed issues including the policy
discussed in the January 19, 1999,
policy statement, related documents,
testing for E. coli 0157:H7, and the
industry’s protocol. A summary of
comments and the Agency’s responses
to these comments follow.

Consumer Support

Several consumers supported the
policy and suggested that it be
expanded to include Listeria
monocytogenes and Campylobacter
jejuni. Several consumer groups also
supported the policy. Several groups
argued that the policy should be
expanded to include intermediate
products, such as those produced from
advanced meat recovery systems and
other products that are added to raw
ground beef. One animal welfare
organization stated that even intact
steaks and roasts and other cuts of

muscle with surface contamination
should not be distributed.

At this time, FSIS does not intend to
expand its E. coli O157:H7 policy to
cover additional products. Once FSIS’
risk assessment on ground beef is
completed, FSIS intends to expand the
risk assessment to cover all meat
products and other products that may be
affected by E. coli 0157:H7. Depending
upon the results of the risk assessment
for E. coli in these products, FSIS may
consider expanding the policy to cover
additional products. Also at this time,
FSIS does not believe that raw product
contaminated with Listeria
monocytogenes or Campylobacter is
adulterated within the meaning of the
Federal Meat Inspection Act (FMIA) (21
U.S.C. 601 et seq.) or Poultry Products
Inspection Act (21 U.S.C. 451 et seq.). E.
coli 0157:H7 is a particularly virulent
pathogen. Based on epidemiological
data, low numbers of E. coli O157:H7
may be injurious to health, especially
among vulnerable consumers. FSIS is
not aware of any data that suggest that
customary cooking of these beef
products does not reduce Listeria
monocytogenes and Campylobacter to
levels that are not injurious to health,
even among vulnerable consumers.

Products Covered by the Policy

Numerous industry commenters did
not support the policy that non-intact
products contaminated with E. coli
0157:H7 must either be processed into
ready-to-eat product or deemed
adulterated. Several industry
commenters supported the policy with
regard to beef trimmings. Several other
industry commenters stated that
trimmings contaminated with E. coli
0157:H7 should not be considered
adulterated. One of these commenters
stated that the policy should only be
applied to trimmings that will be used
in raw ground products.

Numerous industry commenters also
stated that FSIS has no data to support
the policy that products other than
ground beef that are contaminated with
E. coli 0157:H7 should be considered
adulterated. Specifically, many of these
commenters discussed the lack of data
concerning non-intact products and the
risk associated with blade tenderized
steaks. One commenter from an
academic institution stated that its
study demonstrated that there is no
difference in risk between intact and
non-intact steaks cooked at
temperatures resulting in rare to well-
done levels of doneness.

Several industry commenters
suggested that FSIS should not
implement its new policy until after
completion of a risk assessment or the
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industry pilot program for carcass
testing, or until available data show that
there is a need for the policy, especially
with regard to non-intact product.

In evaluating the public health risk
presented by E. coli 0157:H7-
contaminated beef products, FSIS
carefully considered the deliberations of
the National Advisory Committee on
Microbiological Criteria for Foods and
its Meat and Poultry Subcommittee. As
noted in the January 19, 1999, policy
statement, in 1998, this Committee
concluded that intact muscle should be
safe if the external surfaces are exposed
to temperatures sufficient to effect a
cooked color change and additional heat
to effect a complete sear across the cut
surfaces (64 FR 2803—-2804). The
Committee’s definition of “Intact Beef
Steak” limited the applicability of this
conclusion to muscle that has not been
injected, mechanically tenderized, or
reconstructed.

FSIS has tentatively determined that
there is insufficient information
regarding the processing of muscle
systems to narrow the scope of products
affected by the E. coli 0157:H7 policy.
When the risk assessment on ground
beef is complete (see 63 FR 44232), FSIS
expects to expand it to cover all meat
products, as well as other products that
may be affected by E. coli 0157:H7. The
Agency’s efforts to broaden its risk
assessment for E. coli 0157:H7 may also
address some of the issues raised by the
industry with regard to non-intact
product. Meanwhile, FSIS has
encouraged industry to label their intact
and non-intact primal and sub-primal
cuts with appropriate cooking
statements. The 1999 Food Code
(section 3—401.11) prescribes
appropriate cooking instructions for
intact versus non-intact steaks for
destruction of organisms of public
health concern. The 1999 Food Code
recommends these products be cooked
to 145 °F for 15 seconds.

FSIS has received the results of the
study referred to in the comments. The
study confirmed that E. coli 0157:H7
can be translocated to the interior of a
non-intact steak. Therefore, FSIS will
continue to recommend that non-intact
product be cooked to 145 °F for 15
seconds, consistent with the Food Code.

Procedural Questions

Several commenters, including
industry groups and a government
Agency, stated that FSIS should have
issued a proposed rule, and that FSIS’
policy change should be subject to the
requirements of the Administrative
Procedures Act (APA).

The January 19, 1999, policy
statement was an interpretive rule and

therefore was not subject to the notice-
and-comment rulemaking requirements
in section 553(b) of the APA. It was
intended to elucidate the policy that
FSIS announced in 1994. Under section
552 of the APA, FSIS is required to
publish interpretive rules in the Federal
Register. FSIS complied with that
requirement.

Effect on Industry

Several industry commenters stated
that the new policy could put
companies out of business and could be
disproportionately burdensome on
small businesses. Two industry
commenters stated that the new policy
could result in less voluntary testing by
industry.

Experience has shown that these
predictions were wrong, at least for the
short-term. The policy resulted in the
important carcass testing that the
industry is currently conducting. FSIS’
future direction in testing will be
determined in large measure based on
the information that FSIS has gathered
since the publication of the January 19,
1999, policy statement and on the
information that FSIS receives in
response to this notice.

Consumer Responsibility

Several industry commenters stated
that consumers should assume more
responsibility for their safety and
expressed the need for consumer
awareness programs regarding the
importance of cooking beef products
thoroughly.

Industry can reduce or eliminate risk
associated with E. coli 0157:H7 through
various controls and interventions, such
as steam pasteurization and irradiation,
that can be incorporated into HACCP
systems. Because industry has the
means to reduce or eliminate the
hazard, consumers should not be
expected to assume all the
responsibility for preventing foodborne
illness associated with E. coli 0157:H7.

FSIS has informed consumers of the
risk of foodborne illness from products
contaminated with E. coli 0157:H7. For
example, on May 27, 1998, FSIS held a
public meeting to discuss safe handling
measures consumers should take in
cooking hamburgers. During the
meeting, participants discussed the food
safety issues presented by premature
browning, including the question of
whether color is an appropriate
indicator that ground beef is cooked to
a safe internal temperature.

In addition, the Food Safety
Education and Communications Staff
within FSIS provides information to the
public concerning numerous food safety
issues, including information on

cooking beef products. This office
provides food safety education
information through USDA’s Toll-Free
Meat and Poultry Hotline (1-800-535—
4555), through public service
announcements, printed materials, and
a variety of communication channels. In
addition, FSIS makes this information
available over the Internet (URL: http:/
/www .fsis.usda.gov/). Industry and
consumers are invited to present
information on how best to
communicate the need for proper
handling of non-intact products that are
contaminated with E. coli 0157:H7 at
the public meeting.

Definition of Adulteration

Several commenters, including
industry groups, an academic
organization, and an inspection
association, were opposed to the
concept that beef that tests positive for
E. coli O157:H7 be considered
adulterated because the organism may
be inherent in raw meat and poultry
when produced under current
technology.

Under the FMIA, a product is
“adulterated” if ““it bears or contains
any poisonous or deleterious substance
which may render it injurious to health;
but in case the substance is not an
added substance, such article shall not
be considered adulterated under this
clause if the quantity of such substance
in or on such article does not ordinarily
render it injurious to health * * *.” (21
U.S.C. §601(m)(1)). Because beef
products contaminated with E. coli
0157:H7 are often cooked in a manner
that may not prevent illness, this
pathogen is a substance that renders
“injurious to health” even products that
many consumers consider to be
properly cooked (see Texas Food
Industry Association, et. al. v. Espy, et.
al., Civ. No. A—94—-CA-748 JN.)

Testing for E. coli 0157:H7

Several industry commenters
recommended carcass sampling rather
than end-product testing or combo bin
sampling. In contrast, one industry
organization and one consumer group
opined that carcass testing would not
ensure the safety of a carcass that tests
positive for E. coli O157:H7. One
consumer group specifically supported
testing raw product, rather than
carcasses, at both the processing and
retail levels.

Several industry commenters
expressed general concerns regarding
testing for E. coli 0157:H7. Several
commenters noted that testing is not a
means of eliminating or reducing
pathogens. Other commenters noted that
the likelihood of finding a pathogen
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such as E. coli 0157:H7 through testing
is minimal.

Numerous industry commenters
stated that FSIS should not expand its
sampling and testing program.
Numerous commenters that submitted
the same letter stated that rather than
expand the program, the Agency should
refocus the program on verifying that
processes are in control. Several
consumer groups stated that the Agency
should expand the sampling and testing
program.

Effective system controls, such as
through HACCP, are the appropriate
means of preventing E. coli 0157:H7 in
ground beef from entering commerce.
FSIS is interested in encouraging
industry to conduct sampling and
testing for E. coli 0157:H7, as well as
microbiological testing for appropriate
non-pathogenic organisms, to allow
verification and validation of HACCP
systems. Microbiological sampling, as
part of HACCP systems monitoring,
verification, and validation, is an
effective operational indicator. FSIS
agrees that end-product testing alone is
ineffective for ensuring process control.
However, FSIS began its testing program
for ground beef, an end-product testing
program, as a means of spurring
establishments into taking more
aggressive action to control their
processes. Establishments can
incorporate sampling and testing for E.
coli 0157:H7 and appropriate non-
pathogenic organisms into their HACCP
plans to reduce risk and can ensure that
they are effectively controlling the
pathogen through their monitoring,
verification, and validation activities.
The safety of ground products will
likely improve as a result of these
activities at Federal establishments.

Guidance is available to industry for
developing sampling and testing
programs for beef. The American Meat
Science Association report entitled,
“The Role of Microbiological Testing in
Beef Food Safety Programs,” published
in 1999, provides guidance for
microbiological testing within a HACCP
system. At this time, FSIS believes that
some of the assumptions concerning the
prevalence and distribution of E. coli
0157:H7 in this report may not reflect
recent data; however, the guidance for
sampling and testing for appropriate
organisms within a HACCP system
continues to be useful to industry.

FSIS considers its end-product testing
as one means of preventing adulterated
product from reaching consumers.
Currently, FSIS is scheduling more
sampling at Federal establishments than
at retail stores because more product is
accessible for testing.

Control at Farm

Several commenters, including
industry organizations and an animal
welfare organization, stated that FSIS or
another entity within the Department of
Agriculture should promote efforts to
control the incidence of E. coli 0157:H7
on the farm.

FSIS agrees that there should be a
farm-to-table approach to reducing or
preventing the risk of E. coli 0157:H7.
At the animal production level, FSIS
encourages research, applied studies,
and educational activities to enhance
adoption of food safety practices. FSIS’
Animal Production Food Safety Staff
supports research to develop voluntary,
science-based food safety practices and
verification procedures for food animal
production that will reduce the risk of
microbial hazards, such as E. coli
0157:H7, entering the food chain. This
staff also provides information to the
animal production community to assist
them in meeting reasonable, science-
based requirements for animals at the
receiving stage of processing. Finally,
this staff works with outside
organizations to promote adoption of
food production practices by producers
and suppliers that result in safe and
high quality animals being presented to
meat and poultry slaughtering
establishments.

Interventions

Several industry commenters
emphasized the importance of microbial
interventions, such as thermal carcass
washing and irradiation, in producing
safe product. Several industry
commenters urged FSIS to publish its
final regulations on irradiation, noting
that irradiation should ensure the
elimination of E. coli 0157:H7.

FSIS agrees with commenters that
interventions are integral features of any
process for reducing or eliminating E.
coli 0157:H7 in beef products. However,
FSIS has data that show that not all
interventions are effective, and that
interventions must be implemented
properly to be effective. Establishments
using interventions to prevent or reduce
the risk of E. coli 0157:H7 should
incorporate these interventions into
their HACCP plans and validate the
effectiveness of the interventions.

The final rule on irradiation
published on December 23, 1999, and
will become effective on February 22,
2000. Therefore, this intervention will
soon be available to establishments
producing raw beef products.

Other Meat and Poultry Products

One industry commenter stated that
this policy discriminates against beef

processors, because the pork and
poultry industries are similarly faced
with pathogens that contribute to
foodborne illnesses, but this broadened
policy interpretation would not apply to
them.

FSIS does not consider raw pork or
poultry products to be adulterated when
they are contaminated with bacteria,
because these products are customarily
cooked in a manner that will ensure that
any pathogenic microorganisms are
eliminated.

Exporting Countries

Two government organizations
representing countries that export meat
to the United States did not support the
policy with regard to non-intact beef
products. One commenter stated that
any testing required of product shipped
to the U.S. would cause numerous
problems. The commenter explained
that producers do not know whether
beef cuts will be used for making non-
intact product, such as reformed steaks,
at the time of shipment.

The other commenter did not believe
that end-product testing is the best
means to ensure consumer protection
against E. coli 0157:H7 because of its
low prevalence. This commenter also
stated that the policy explained in the
January 19, 1999, policy statement
would be difficult to implement. As an
alternative, the commenter
recommended that any beef used to
manufacture ground beef should be
subject to compliance action if it is
contaminated with E. coli 0157:H7.
Further, the commenter stated that
appropriate compliance action should
be determined based on the level of
generic E. coli in the contaminated
product.

One FSIS bargaining unit employee
stated that millions of pounds of block
frozen beef enter the United States daily
from countries such as Australia. This
commenter further stated that Australia
has practically eliminated its
government inspection program, and
that U.S. import inspectors are allowed
to sample only an insignificant amount
of the product.

In response to the first comment
discussed above, FSIS notes that
product testing is not mandatory. With
regard to the statement that exporting
producers do not know whether beef
cuts will be used for making non-intact
product at the time of shipment, the
HACCP regulations require that
establishments identify the intended use
or consumers of the finished product
(§417.2(a)(2)). Countries exporting
product to the United States are
required to operate according to HACCP
systems (§ 327.2(a)(2)(ii)(H)). Therefore,
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the exporting producer should make an
effort to determine whether the beef will
be used to produce intact or non-intact
product. If the shipping company does,
and it conducts any testing and finds E.
coli 0157:H7 on the beef, that company
could ensure that the beef is handled
appropriately once it is shipped.

In response to the second commenter
above, as discussed under Testing for E.
coli 0157:H7, FSIS agrees that end-
product testing alone is ineffective for
ensuring process control. However, FSIS
began its testing program for ground
beef, an end-product testing program, as
a means of spurring establishments into
taking more aggressive action to control
their processes. Also, at this point, FSIS
does not intend to narrow the scope of
products affected by the E. coli 0157:H7
policy. With regard to this commenter’s
suggestion that appropriate compliance
action should be determined based on
the level of generic E. coli in the
contaminated product, data show that
levels of generic E. coli are not
necessarily indicative of the levels of E.
coli 0157:H7 in product.

In response to the comments from the
FSIS bargaining unit employee, FSIS
ensures that products exported to the
United States are produced under
inspection requirements equivalent to
those in the Federal meat inspection
regulations. In addition, FSIS schedules
sample collection for imported ground
beef product. These samples are
collected and tested for E. coli 0157:H7
according to the same procedures as are
used for domestic product.

Comments on Related Documents

FSIS received comments
recommending changes to FSIS
Directive 10,010.1, “Microbiological
Testing Program For Escherichia coli
0157:H7 in Raw Ground Beef.” FSIS
also received comments regarding the
questions and answers it developed
shortly before the March 8, 1999, public
meeting.

FSIS is currently considering whether
and how to revise these documents. In
considering revisions to these
documents, FSIS will take into account
the comments submitted and
information from the risk assessment on
ground beef. Further, FSIS soon expects
to receive the results from the industry
carcass testing study and will consider
modifying the directive based on its
review of the results of the study.

Industry Protocol

Two consumer groups objected to
FSIS’ decision to delay implementation
of the policy discussed in the January
19, 1999, policy statement. One of these
commenters stated that FSIS should not

await the results of the industry study
before implementing the policy. The
other expressed concerns with regard to
FSIS’ interest in comments to the
industry protocol. For example, the
commenter questioned what bearing
comments from the public will have on
the study. In addition, this commenter
expressed doubt that the industry study
would be carried out in an unbiased
manner.

Another consumer group stated that
data from the industry’s study could
offer valuable insight into both the
prevalence of the pathogen and the
ability of existing intervention
technologies to eliminate it from beef
carcasses. However, the commenter
suggested that certain changes should be
made to the protocol. For example, the
commenter stated that FSIS’
recommended changes should be
incorporated into the study, and that
industry should ensure that the plants
involved in the study are representative
of the variations that exist among plants
that produce raw ground and non-intact
beef products.

FSIS delayed implementation of the
policy discussed in the January 19,
1999, policy statement because it was
waiting for the results of the risk
assessment for E. coli 0157:H7 in
ground beef and needed time to
consider comments received concerning
the policy, not because of the industry
study. With regard to the industry
study, FSIS reviewed the protocol and
provided suggested changes to the
industry. In addition, FSIS made the
comments discussed above available to
the industry through the FSIS docket
room. Although FSIS reviewed and
provided suggested changes to the
industry, this study is an industry
study; therefore, the industry was not
required to revise its protocol based on
comments from FSIS or from the public.
FSIS has not yet received the results of
the study. When reviewing the results,
FSIS will take into account any short-
comings in the protocol.

Additional Public Notification

Public awareness of all segments of
rulemaking and policy development are
important. Consequently, in an effort to
better ensure that minorities, women,
and persons with disabilities are aware
of this notice of public meeting, FSIS
will announce it and provide copies of
this Federal Register publication in the
FSIS Constituent Update. FSIS provides
a weekly FSIS Constituent Update,
which is communicated via fax to over
300 organizations and individuals. In
addition, the update is available on line
through the FSIS web page located at
http://www.fsis.usda.gov. The update is

used to provide information regarding
FSIS policies, procedures, regulations,
Federal Register notices, FSIS public
meetings, recalls, and any other types of
information that could affect or would
be of interest to our constituents/
stakeholders. The constituent fax list
consists of industry, trade, and farm
groups, consumer interest groups, allied
health professionals, scientific
professionals, and other individuals that
have requested to be included. Through
these various channels, FSIS is able to
provide information to a much broader,
more diverse audience. For more
information and to be added to the
constituent fax list, fax your request to
the Congressional and Public Affairs
Office, at (202) 720-5704.

Done at Washington, DC, on: February 7,
2000.
Thomas J. Billy,
Administrator.
[FR Doc. 00-3197 Filed 2—10-00; 8:45 am]
BILLING CODE 3410-DM-P

DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Part 381

[Docket No. 99-059DF]

Termination of Designation of the State
of Minnesota with Respect to the
Inspection of Poultry and Poultry
Products

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Final rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is amending
the poultry products inspection
regulations by terminating the
designation of the State of Minnesota
under sections 1 through 4, 6 through
11, and 12 through 22 of the Poultry
Products Inspection Act.

DATES: This final rule is effective
February 11, 2000.

ADDRESSES: Authorizing letters from
Minnesota State officials are on file in
the FSIS Docket Room, Room 102,
Cotton Annex Building, 300 12th Street,
SW, Washington, DC 20250-3700. The
Docket Room is open from 8:30 a.m. to
4:30 p.m., Monday through Friday.

FOR FURTHER INFORMATION CONTACT: Dr.
William F. Leese, Director, Federal-State
Relations Staff, Food Safety and
Inspection Service; telephone (202)
418-8900 or fax (202) 418-8834.

SUPPLEMENTARY INFORMATION:
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Background

Section 5(c) of the Poultry Products
Inspection Act (PPIA; 21 U.S.C. 454(c))
authorizes the Secretary of Agriculture
to designate a State as one in which the
provisions of sections 1-4, 6—11, and
12-22 of the PPIA will apply to
operations and transactions wholly
within the State after the Secretary has
determined that requirements at least
equal to those imposed under the Act
have not been developed and effectively
enforced by the State.

On January 2, 1971 and May 16, 1972,
the Secretary of Agriculture designated
the State of Minnesota under section
5(c) of the PPIA (21 U.S.C.) and section
301(c) (21 U.S.C. 661(c)) of the Federal
Meat Inspection Act (FMIA) as a State
in which the U.S. Department of
Agriculture (USDA) is responsible for
providing meat and poultry products
inspection at eligible establishments
and otherwise enforcing the applicable
provisions of PPIA and FMIA with
regard to intrastate activities in the
State.

In addition, on January 31, 1975 (40
FR 4646), a document was published in
the Federal Register announcing that
effective on that date, USDA would
assume the responsibility of
administering the authorities provided
under sections 202, 203, and 204 (21
U.S.C. 642, 643, and 644) of the FMIA
and sections 11(b) and (c)(21 U.S.C.
460(b) and (c)) of the PPIA regarding
certain categories of processors of meat
and poultry products.

These designations were undertaken
by USDA when it was determined that
the State of Minnesota was not in a
position to enforce meat and poultry
inspection requirements under State
laws for products in intrastate
commerce that were at least “equal to”
the requirements of the PPIA and FMIA
as enforced by USDA.

In 1998, the Governor of the State of
Minnesota informed FSIS that
Minnesota will be in a position to
administer a State meat inspection
program that includes requirements at
least “‘equal to”” those imposed under
the Federal meat inspection program for
products in interstate commerce.
Therefore, the designations of
Minnesota under Titles I, II, and IV of
FMIA were terminated, effective
December 28, 1998. However, the
designation of the State of Minnesota
under the appropriate provisions of the
PPIA has remained in effect since that
time.

Section 5(c) of the PPIA provides that,
whenever the Secretary of Agriculture
determines that any designated State
has developed and will enforce State

meat inspection requirements at least
“equal to” those imposed by USDA
under the PPIA, with regard to intrastate
operations and transactions within the
State, the Secretary will terminate the
designation of such State. The Secretary
has determined that the State of
Minnesota has developed and will
enforce such a State poultry products
inspection program in accordance with
applicable provisions of the PPIA. In
addition, the Secretary has determined
that the State of Minnesota also is in a
position to enforce effectively the
provisions of sections 1-4, 6—11, and
12—22 of the PPIA. Therefore, the
designations of the State of Minnesota
under these sections are terminated.
Because it does not appear that public
participation in this matter would make
additional relevant information
available to the Secretary under the
administrative procedure provisions in
5 U.S.C. 553, it is found upon good
cause that such public procedure is
impracticable and unnecessary.

Executive Order 12866

This final rule is issued in
conformance with Executive Order
12866 and has been determined not to
be a major rule. It will not result in an
annual effect on the economy of $100
million or more. It will not cause a
major increase in costs or prices for
consumers, individual industries,
governments, or geographic regions.
Terminating the designation of the State
of Minnesota will provide for the State
to assume the responsibility, previously
limited to USDA, of administering a
poultry products inspection program for
intrastate operations and transactions
and for ensuring compliance by persons,
firms, and corporations engaged in
intrastate commerce in specified kinds
of businesses. Qualifying businesses
will have the option to operate under
State inspection as an alternative to
Federal inspection. The State of
Minnesota will be required to
administer the poultry products
inspection program in a manner that is
at least “‘equal to” the inspection
program administered by USDA.

Effect on Small Entities

The Administrator has made an initial
determination that this final rule would
not have a significant economic impact
on a substantial number of small
entities, as defined by the Regulatory
Flexibility Act (5 U.S.C. 601). As stated
above, the State of Minnesota is
assuming a responsibility, previously
limited to USDA, of administering the
poultry products inspection program for
intrastate poultry operations and
transactions.

Additional Public Notification

FSIS has considered the potential
civil rights impact of this final rule on
minorities, women, and persons with
disabilities. FSIS anticipates that this
final rule will not have a negative or
disproportionate impact on minorities,
women, or persons with disabilities.
However, final rules generally are
designed to provide information and
receive public comments on issues that
may lead to new or revised Agency
regulations or instructions. Public
involvement in all segments of
rulemaking and policy development is
important. Consequently, in an effort to
better ensure that minorities, women,
and persons with disabilities are
informed about the mechanism for
providing their comments, FSIS will
announce it and provide copies of this
Federal Register publication in the FSIS
Constituent Update.

FSIS provides a weekly Constituent
Update, which is communicated via fax
to more than 300 organizations and
individuals. In addition, the update is
available on-line through the FSIS web
page located at http://
www.fsis.usda.gov. The update is used
to provide information regarding FSIS
policies, procedures, regulations,
Federal Register notices, FSIS public
meetings, recalls, and any other types of
information that could affect or would
be of interest to our constituents/
stakeholders. The constituent fax list
consists of industry, trade, and farm
groups, consumer interest groups, allied
health professionals, scientific
professionals, and other individuals
who have requested to be included.
Through these various channels, FSIS is
able to provide information to a much
broader, more diverse audience. For
more information and to be added to the
constituent fax list, fax your request to
the Congressional and Public Affairs
Office, at (202) 720-5704.

List of Subjects in 9 CFR Part 381

Poultry and poultry products.

Accordingly, Part 381 of the poultry
products inspection regulations (9 CFR
Part 381) is amended as follows:

PART 381—[AMENDED]

1. The authority citation for Part 381
continues to read as follows:

Authority: 7 U.S.C. 138f; 7 U.S.C. 450; 21
U.S.C. 451-470; 7 CFR 2.17, 2.55.

§381.221 [Amended]

2. Section 381.221 is amended by
removing ‘“Minnesota” from the States
column and by removing the
corresponding date.
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§381.224 [Amended]

3. Section 381.224 is amended by
removing ‘“Minnesota” from the “State”
column in two places and by removing
the corresponding dates.

Done at Washington, DC, on February 4,
2000.

Thomas J. Billy,

Administrator.

[FR Doc. 00-3164 Filed 2—-10-00; 8:45 am]
BILLING CODE 3410-DM-P

EMERGENCY STEEL GUARANTEE
LOAN BOARD

13 CFR Part 400

RIN 3003-ZA00

Loan Guarantee Decision: Application
Deadline

AGENCY: Emergency Steel Guarantee
Loan Board.
ACTION: Final rule.

SUMMARY: In order to provide additional
time for filing applications, the
Emergency Steel Guarantee Loan Board
is reopening the application window for
the submission of guarantee
applications.

DATES: This rule is effective February
11, 2000.

FOR FURTHER INFORMATION CONTACT.: ]ay
E. Dittus, Executive Director, Emergency
Steel Guarantee Loan Board, U.S.
Department of Commerce, Washington,
D.C. 20230, (202) 219-0584.
SUPPLEMENTARY INFORMATION:

Background

In order to provide additional time for
submission of completed applications,
the deadline for the submission of
applications has been reopened until
February 28, 2000.

Administrative Law Requirements

Executive Order 12866

This final rule has been determined
not to be a significant for purposes of
Executive Order 12866.

Administrative Procedure Act

This rule is exempt from the
requirement to provide prior notice and
an opportunity for public comment
pursuant to 5 U.S.C. 553(b)(A), as it
involves a matter relating to Board
procedures and practice. Similarly,
because this rule of procedure does not
have a substantive effect on the public,
it is not subject to a 30 day delay in
effective date, as normally is required
under 5 U.S.C. 553(d). However, the
Board is interested in receiving public
comment and is, therefore, issuing this
rule as interim final.

Regulatory Flexibility Act

Because this rule is not subject to a
requirement to provide prior notice and
an opportunity for public comment
public comment pursuant to 5 U.S.C.
553, or any other law, the analytical
requirements of the Regulatory
Flexibility Act, 5 U.S.C. 601 et seq., are
inapplicable.

Congressional Review Act

This rule has been determined to be
not major for purposes of the
Congressional Review Act, 5 U.S.C. 801
et seq.

Intergovernmental Review

No intergovernmental consultations
with State and local officials is required
because the rule is not subject to the
provisions of Executive Order 12372 or
Executive Order 12875.

Unfunded Mandate Reform Act of 1995

This rule contains no Federal
mandates, as that term is defined in the
Unfunded Mandates Reform Act, on
State, local and tribal governments or
the private sector.

Executive Order 13132

This rule does not contain policies
having federalism implications
requiring preparation of a Federalism
Assessment.

Executive Order 12630

This rule does not contain policies
that have takings implications.

List of Subjects in 13 CFR Part 400

Administrative practice and
procedure, Loan Program—Steel,
Reporting and recordkeeping
requirements.

Jay E. Dittus,
Executive Director, Emergency Steel
Guarantee Loan Board.

For the reasons set forth in the
preamble, the Emergency Steel
Guarantee Loan Board amends 13 CFR

part 400 as follows:
1. The authority citation for part 400
continues to read as follows:

Authority: Pub. L. 106-51, 113 Stat. 255
(15 U.S.C. 1841 note).

2. Section 400.205 is amended by
revising paragraphs (a) to read as
follows:

§400.205 Application Process

(a) Application process. An original
application and three copies must be
received by the Board no later than 5
P.M. EST, February 28, 2000, in the US
Department of Commerce, 1401
Constitution Avenue NW., Room H—
2500, Washington, DC 20230.
Applications which have been provided

to a delivery service on or before
February 27, 2000, with “delivery
guaranteed” before 5 P.M. on February
28, 2000, will be accepted for review if
the Applicant can document that the
application was provided to the delivery
service with delivery to the address
listed in this section guaranteed prior to
the closing date and time. A postmark
of February 27, 2000, is not sufficient to
meet this deadline as the application
must be received by the required date
and time. Applications will not be
accepted via facsimile machine

transmission or electronic mail.
* * * * *

[FR Doc. 00-3290 Filed 2—10-00; 8:45 am]
BILLING CODE 3510-17-M

EMERGENCY OIL AND GAS
GUARANTEED LOAN BOARD

13 CFR Part 500

RIN 3003-ZA00

Loan Guarantee Decision; Application
Deadline

AGENCY: Emergency Oil and Gas
Guaranteed Loan Board.

ACTION: Final rule.

SUMMARY: In order to provide additional
time for filing applications, the
Emergency Oil and Gas Guaranteed
Loan Board is reopening the application
window for the submission of guarantee
applications.

DATES: This rule is effective February
11, 2000.

FOR FURTHER INFORMATION CONTACT:
Charles E. Hall, Executive Director,
Emergency Oil and Gas Guaranteed
Loan Board, US Department of
Commerce, Washington, D.C. 20230,
(202) 219-0584.

SUPPLEMENTARY INFORMATION:
Background

In order to provide additional time for
the submission of completed
applications, the deadline for the
submission of applications has been
reopened until February 28, 2000.

Administrative Law Requirements:

Executive Order 12866

This final rule has been determined
not to be a significant for purposes of
Executive Order 12866.

Administrative Procedure Act

This rule is exempt from the
requirement to provide prior notice and



Federal Register/Vol. 65, No. 29/Friday, February 11, 2000/Rules and Regulations

6889

an opportunity for public comment
pursuant to 5 U.S.C. 553(b)(A), as it
involves a matter relating to Board
procedures and practice. Similarly,
because this rule of procedure does not
have a substantive effect on the public,
it is not subject to a 30 day delay in
effective date, as normally is required
under 5 U.S.C. § 553(d). However, the
Board is interested in receiving public
comment and is, therefore, issuing this
rule as interim final.

Regulatory Flexibility Act

Because this rule is not subject to a
requirement to provide prior notice and
an opportunity for public comment
pursuant to 5 U.S.C. 553, or any other
law, the analytical requirements of the
Regulatory Flexibility Act, 5 U.S.C. 601
et seq., are inapplicable.

Congressional Review Act

This rule has been determined to be
not major for purposes of the
Congressional Review Act, 5 U.S.C.
§801 et seq.

Intergovernmental Review

No intergovernmental consultations
with State and local officials is required
because the rule is not subject to the
provisions of Executive Order 12372 or
Executive Order 12875.

Unfunded Mandate Reform Act of 1995

This rule contains no Federal
mandates, as that term is defined in the
Unfunded Mandates Reform Act, on
State, local and tribal governments or
the private sector.

Executive Order 13132

This rule does not contain policies
having federalism implications
requiring preparation of a Federalism
Assessment.

Executive Order 12630

This rule does not contain policies
that have takings implications.

List of Subjects in 13 CFR Part 500

Administrative practice and
procedure, Loan Program—OQil and Gas,
Reporting and recordkeeping
requirements.

Charles E. Hall,

Executive director, Emergency Oil and Gas
Guaranteed Loan Board.

For the reasons set forth in the
preamble, the Emergency Oil and Gas
Guaranteed Loan Board amends 13 CFR
part 500 as follows:

1. The authority citation for part 500
continues to read as follows:

Authority: Pub. L. 106-51, 113 Stat. 255
(15 U.S.C. 1841 note).

2. Section 500.205 is amended by
revising paragraphs (a) to read as
follows:

§500.205 Application Process

(a) Application process. An original
application and three copies must be
received by the Board no later than 5
P.M. EST, February 28, 2000, in the U.S.
Department of Commerce, 1401
Constitution Avenue, NW., room H—
2500, Washington, DC 20230.
Applications which have been provided
to a delivery service on or before
February 27, 2000, with “delivery
guaranteed” before 5 P.M. on February
28, 2000, will be acceptabled for review
if the Applicant can document that the
application was provided to the delivery
service with delivery to the address
listed in this section guaranteed prior to
the closing date and time. A postmark
of February 27, 2000, is not sufficient to
meet this deadline as the application
must be received by the required date
and time. Applications will not be
accepted via facsimile machine

transmission or electronic mail.
* * * * *

[FR Doc. 00-3291 Filed 2—-10-00; 8:45 am]|
BILLING CODE 3510-17-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 175
[Docket No. 92F-0443]

Indirect Food Additives: Adhesives
and Components of Coatings

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
food additive regulations to provide for
the safe use of 1,2-dibromo-2,4-
dicyanobutane (DBDCB) and a mixture
of 5-chloro-2-methyl-4-isothiazolin-3-
one (CMI) and 2-methyl-4-isothiazolin-
3-one (MI), optionally containing
magnesium nitrate, as antimicrobial
agents in emulsion-based silicone
coating formulations. This action
responds to a petition filed by Dow
Corning Corp.

DATES: This regulation is effective
February 11, 2000. Submit written
objections and requests for a hearing by
March 13, 2000.

ADDRESSES: Submit written objections to
the Dockets Management Branch (HFA-
305), Food and Drug Administration,

5630 Fishers Lane, rm. 1061, Rockville,
MD 20852.

FOR FURTHER INFORMATION CONTACT:
Julius Smith, Center for Food Safety and
Applied Nutrition (HFS-215), Food and
Drug Administration, 200 C St. SW.,
Washington, DC 20204, 202—-418-3091.

SUPPLEMENTARY INFORMATION: In a notice
published in the Federal Register of
February 12, 1993 (58 FR 8290), FDA
announced that a petition (FAP 3B4346)
had been filed by Dow Corning Corp.,
P.O. Box 994, Midland, MI 48686—0994.
The petition proposed to amend the
food additive regulations in § 175.300
Resinous and polymeric coatings (21
CFR 175.300), § 175.320 Resinous and
polymeric coatings for polyolefin films
(21 CFR 175.320), and §176.170
Components of paper and paperboard
in contact with aqueous and fatty foods
(21 CFR 176.170) to provide for the safe
use of dimethylpolysiloxane coatings
produced by cross-linking a vinyl-
containing dimethylpolysiloxane with
methylhydrogen-containing
polysiloxane and
dimethylmethylhydrogen polysiloxane
polymers using a platinum catalyst. It
also proposed that the food additive
regulations be amended to provide for
the safe use of 3,5-dimethyl-1-hexyne-3-
ol, 1-ethynylcyclohexene,
bis(methoxymethyl)ethyl maleate and
methylvinyl cyclosiloxane as optional
polymerization inhibitors. Additionally,
the petition proposed that the
regulations be amended to provide for
the safe use of 5-chloro-2-methyl-4-
isothiazolin-3-one and 2-methyl-4-
isothiazolin-3-one mixture, optionally
containing magnesium nitrate, as an
antimicrobial agent for emulsion-based
silicone coating formulations.

However, subsequent to the filing of
the petition, the petitioner requested
that
tetramethyltetravinylcyclotetrasiloxane
be included in the petition. Therefore,
in a notice published in the Federal
Register of July 2, 1998 (63 FR 36246),
FDA announced that it was amending
the filing notice of February 12, 1993, to
indicate that the petitioner was also
proposing that the food additive
regulations be amended to provide for
the safe use of
tetramethyltetravinylcyclotetrasiloxane
as an optional polymerization inhibitor
in the manufacture of
dimethylpolysiloxane coatings
produced by cross-linking a vinyl-
containing dimethylpolysiloxane with
methylhydrogen-containing
polysiloxane and
dimethylmethylhydrogen polysiloxane
polymers using a platinum catalyst.
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Also, subsequent to the filing of the
petition, the petitioner requested that
1,2-dibromo-2,4-dicyanobutane be
included in the petition. Therefore, in a
notice published in the Federal Register
of December 24, 1998 (63 FR 71294),
FDA announced that it was amending
the filing notice of July 2, 1998, to
indicate that the petitioner was also
proposing that the food additive
regulations be amended to provide for
the safe use of 1,2-dibromo-2,4-
dicyanobutane as an antimicrobial agent
in the manufacture of
dimethylpolysiloxane coatings
produced by cross-linking a vinyl-
containing dimethylpolysiloxane with
methylhydrogen-containing
polysiloxane and
dimethylmethylhydrogen polysiloxane
polymers using a platinum catalyst.

A partial response to the petition
published in the Federal Register of
December 23, 1998 (63 FR 71016). That
document responded to the petitioner’s
request to amend the food additive
regulations to provide for the safe use of
dimethylpolysiloxane coatings
produced by cross-linking a vinyl-
containing dimethylpolysiloxane with
methylhydrogen polysiloxane and
dimethylmethylhydrogen polysiloxane
using a platinum catalyst. In that
document, FDA also amended the food
additive regulations to provide for the
safe use of 3,5-dimethyl-1-hexyne-3-ol,
1-ethynylcyclohexene,
bis(methoxymethyl)ethyl maleate,
methylvinyl cyclosiloxane, and
tetramethyltetravinylcyclotetrasiloxane
as optional polymerization inhibitors.

Also in the December 23, 1998,
document, the agency stated that in
1996, Congress enacted the Food
Quality Protection Act (the FQPA). As a
result of that law, antimicrobial
formulations used in or on food contact
articles became subject to regulation as
pesticide chemicals by the U.S.
Environmental Protection Agency
(EPA). Thus, the petitioned
antimicrobial use of 1,2-dibromo-2,4-
dicyanobutane (DBDCB) and of 5-
chloro-2-methyl-4-isothiazolin-3-one
(CMI) and 2-methyl-4-isothiazolin-3-one
(MI) mixture, optionally containing
magnesium nitrate were, at that time,
subject to regulation by EPA.
Subsequently, Congress passed the
Antimicrobial Regulation Technical
Corrections Act of 1998 (the ARTCA)
(Public Law 105—324) that returned
some of the regulatory authority for
regulating antimicrobials in or on food
contact articles to FDA. As a result of
ARTCA, these petitioned antimicrobial
uses are once again subject to regulation
by FDA under section 409 of the Federal
Food, Drug, and Cosmetic Act (the act)

(21 U.S.C. 348) and are not subject to
regulation as pesticide chemicals under
section 408 of the act (21 U.S.C. 346a).
Although these antimicrobial uses are
regulated under section 409 of the act as
food additives, nevertheless, the
intended uses may be subject to
regulation as pesticides under the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA). Therefore,
persons intending to market these food
additives for such antimicrobial uses
should contact the EPA to determine
whether such uses require a pesticide
registration under FIFRA.

In this document, the agency is
responding to the petitioner’s request to
amend the food additive regulations to
provide for the safe use of: (1) DBDCB,
and (2) a mixture of CMI and MI,
optionally containing magnesium
nitrate, as antimicrobial agents in
emulsion-based silicone coating
formulations.

I. Evaluation of the Additive DBDCB

FDA has evaluated the data in the
petition and other material relevant to
the safety of DBDCB. The agency’s
conclusion on the safe use of DBDCB is
contained in section III of this
document.

I1. Evaluation of the Mixture of CMI
and MI

In its evaluation of the safety of the
mixture of CMI and MI, optionally
containing magnesium nitrate, FDA has
reviewed the safety of each component
of the mixture and the chemical
impurities that may be present in the
mixture resulting from its
manufacturing process. Although the
components themselves have not been
shown to cause cancer, the mixture of
CMI and MI, optionally containing
magnesium nitrate, has been found to
contain residual amounts of
dimethylnitrosamine (DMNA), a
carcinogenic impurity resulting from the
manufacture of the mixture. Residual
amounts of reactants and manufacturing
aids, such as DMNA, are commonly
found as contaminants in chemical
products, including food additives.

A. Determination of Safety

Under the general safety standard of
the act (21 U.S.C. 348(c)(3)(A)), a food
additive cannot be approved for a
particular use unless a fair evaluation of
the data available to FDA establishes
that the additive is safe for that use.
FDA'’s food additive regulations (21 CFR
170.3(i)) define safe as ‘“‘a reasonable
certainty in the minds of competent
scientists that the substance is not
harmful under the intended conditions
of use.”

The food additives anticancer, or
Delaney, clause of the act (21 U.S.C. 348
(c)(3)(A)) provides that no food additive
shall be deemed safe if it is found to
induce cancer when ingested by man or
animal. Importantly, however, the
Delaney clause applies to the additive
itself and not to impurities in the
additive. That is, where an additive
itself has not been shown to cause
cancer, but contains a carcinogenic
impurity, the additive is properly
evaluated under the general safety
standard using risk assessment
procedures to determine whether there
is a reasonable certainty that no harm
will result from the intended use of the
additive. Scott v. FDA, 728 F.2d 322
(6th Cir. 1984).

B. Safety of Petitioned Use of the
Additive

FDA estimates that the petitioned use
of the CMI and MI mixture, optionally
containing magnesium nitrate, as an
antimicrobial agent in emulsion-based
silicone coatings, will result in exposure
to no greater than 0.2 parts per billion
of the mixture in the daily diet (3
kilogram (kg)) or an estimated daily
intake (EDI) of 600 nanograms per
person per day (ng/p/d) (Ref. 1).

FDA does not ordinarily consider
chronic toxicological studies to be
necessary to determine the safety of an
additive whose use will result in such
low exposure levels (Ref. 2), and the
agency has not required such testing
here. However, the agency has reviewed
the available toxicological data on the
mixture of CMI and MI and concludes
that the estimated small dietary
exposure resulting from the petitioned
use of this mixture is safe.

FDA has evaluated the safety of the
CMI and MI mixture under the general
safety standard, considering all
available data and using risk assessment
procedures to estimate the upper-bound
limit of lifetime human risk presented
by DMNA, the carcinogenic chemical
that may be present as an impurity in
the mixture. The risk evaluation of
DMNA has two aspects: (1) Assessment
of exposure to the impurity from the
petitioned use of the mixture, and (2)
extrapolation of the risk observed in the
animal bioassay to the conditions of
exposure to humans.

1. Dimethylnitrosamine

FDA has estimated the exposure to
DMNA from the petitioned use of the
mixture of CMI and MI, optionally
containing magnesium nitrate, as an
antimicrobial agent in emulsion-based
silicone coating formulations, to be no
more than 0.1 part per quintillion in the
daily diet (3 kg), or 0.3 femtograms per
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person per day (fg/p/d) (Ref. 1). The
agency used data from a carcinogenesis
bioassay on DMNA conducted by R.
Peto et al. (Ref. 3), to estimate the upper-
bound limit of lifetime human risk from
exposure to this chemical resulting from
the petitioned use of the mixture. The
authors reported that DMNA was
carcinogenic for male and female rats
under the conditions of the study,
causing liver tumors in the rats.

Based on the agency’s estimate that
exposure to DMNA will not exceed 0.3
fg/p/d, FDA estimates that the upper-
bound limit of lifetime human risk from
the petitioned use of a mixture of CMI
and MI, optionally containing
magnesium nitrate, is 1 x 10~ or 1 in
100 trillion (Refs. 1 and 4). Because of
the numerous conservative assumptions
used in calculating the exposure
estimate, the actual lifetime-averaged
individual exposure to DMNA is likely
to be substantially less than the
estimated exposure, and therefore, the
probable lifetime human risk would be
less than the upper-bound limit of
lifetime human risk. Thus, the agency
concludes that there is reasonable
certainty that no harm from exposure to
DMNA would result from the petitioned
use of the mixture of CMI and MI,
optionally containing magnesium
nitrate.

2. Need for Specifications

The agency has also considered
whether specifications are necessary to
control the amount of DMNA present as
an impurity in the mixture of CMI and
MI. The agency finds that specifications
are not necessary for the following
reasons: (1) Because of the low level at
which DMNA may be expected to
remain as an impurity following
production of the CMI and MI mixture,
the agency would not expect this
impurity to become a component of
food at other than extremely low levels,
and (2) the upper-bound limit of
lifetime risk from exposure to this
impurity from the petitioned use is very
low, 1 in 100 trillion.

III. Conclusion on Safety

FDA has evaluated the data in the
petition and other relevant material.
Based on this information, the agency
concludes that: (1) The proposed uses of
DBDCB, and of the mixture of CMI and
MI, optionally containing magnesium
nitrate, as antimicrobial agents in
silicone coating formulations are safe,
(2) each additive will achieve its
intended technical effect, and therefore,
that the regulations in §§ 175.300 and
175.320 should be amended as set forth
below.

In the previous response to this
petition (63 FR 71016, December 23,
1998), the agency noted that the petition
proposed to amend § 176.170 to list the
two antimicrobials; however, because
the petitioned additives will be listed
under § 175.300(b)(3), by cross-reference
they may be used under § 176.170(b)(1).
Therefore, this action does not include
an amendment that would establish a
separate listing for the additives under
§176.170(b)(1). (FDA inadvertently
referred to § 176.170(b)(2) in the earlier
document.)

In accordance with §171.1(h) (21 CFR
171.1(h)), the petition and the
documents that FDA considered and
relied upon in reaching its decision to
approve the petition are available for
inspection at the Center for Food Safety
and Applied Nutrition by appointment
with the information contact person
listed above. As provided in § 171.1(h),
the agency will delete from the
documents any materials that are not
available for public disclosure before
making the documents available for
inspection.

IV. Environmental Impact

The agency has previously considered
the environmental effects of this action
as announced in the amended notices of
filing for FAP 3B4346 published in the
Federal Register of July 2, 1998 (63 FR
36246) and December 24, 1998 (63 FR
71294). No new information or
comments have been received that
would affect the agency’s previous
determination that there is no
significant impact on the human
environment and that an environmental
impact statement is not required.

V. Paperwork Reduction Act of 1995

This final rule contains no collection
of information. Therefore, clearance by
the Office of Management and Budget
under the Paperwork Reduction Act of
1995 is not required.

VI. Objections

Any person who will be adversely
affected by this regulation may at any
time on or before March 13, 2000 file
with the Dockets Management Branch
(address above) written objections
thereto. Each objection shall be
separately numbered, and each
numbered objection shall specify with
particularity the provisions of the
regulation to which objection is made
and the grounds for the objection. Each
numbered objection on which a hearing
is requested shall specifically so state.
Failure to request a hearing for any
particular objection shall constitute a
waiver of the right to a hearing on that
objection. Each numbered objection for

which a hearing is requested shall
include a detailed description and
analysis of the specific factual
information intended to be presented in
support of the objection in the event
that a hearing is held. Failure to include
such a description and analysis for any
particular objection shall constitute a
waiver of the right to a hearing on the
objection. Three copies of all documents
shall be submitted and shall be
identified with the docket number
found in brackets in the heading of this
document. Any objections received in
response to the regulation may be seen
in the Dockets Management Branch
between 9 a.m. and 4 p.m., Monday
through Friday.

VII. References

The following references have been
placed on display in the Dockets
Management Branch (address above)
and may be seen by interested persons
between 9 a.m. and 4 p.m., Monday
through Friday.

1. Memorandum dated March 10, 1999,
from The Division of Product Manufacture
and Use, Chemistry Review Team (HFS-246),
to the Division of Petition Control (HFS-215)
entitled “FAP 3B4346 (MATS 675, 2.8.1)—
Dow Corning Corporation (DC). Request
dated 2—10-99 from Division of Petition
Control (DPC) for an exposure estimate to
nitrosamine impurities in 5-chloro-2-methyl-
4-isothiazolin-3-one and 2-methyl-4-
isothiazolin-3-one.”

2. Kokoski, C. J., “Regulatory Food
Additive Toxicology” in Chemical Safety
Regulation and Compliance, edited by F.
Homburger, J. K. Marquis; published by S.
Karger, New York, NY, pp. 24-33, 1985.

3. Peto, R. et al., “Nitrosamine
Carcinogenesis In 5120 Rodents: Chronic
Administration Of Sixteen Different
Concentrations Of NDEA, NDMA, NPYR And
NPIP In The Water of 4440 Inbred Rats, With
Parallel Studies On NDEA Alone Of The
Effect Of Age Of Starting (3, 6 or 20 Weeks)
And Of Species (Rats, Mice or Hamsters),”
IARC Science Publications, 57:627—-665,
1984.

4. Memorandum, dated March 25, 1999,
from the Division of Petition Control (HFS—
215), to Executive Secretary, Quantitative
Risk Assessment Committee (QRAC), (HFS—
308), entitled “Estimation of upper-bound
lifetime risk from dimethylnitrosamine, an
impurity in 5-chloro-2-methyl-4-isothiazolin-
3-one and 2-methyl-4-isothiazolin-3-one, the
subject of Food Additive Petition 3B4346
(Dow Corning Corporation).”

List of Subjects in 21 CFR Part 175

Adhesives, Food additives, Food
packaging.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 175 is
amended as follows:
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PART 175—INDIRECT FOOD
ADDITIVES: ADHESIVES AND
COMPONENTS OF COATINGS

1. The authority citation for 21 CFR
part 175 continues to read as follows:

Authority: 21 U.S.C. 321, 342, 348, 379e.

2. Section 175.300 is amended in
paragraph (b)(3)(xxxiii), under the
heading “Miscellaneous materials” by
alphabetically adding two entries to
read as follows:

§175.300 Resinous and polymeric

one (CAS Reg. No. 26172-55—4) and
2-methyl-4-isothiazolin-3-one (CAS
Reg. No. 2628-20—4) mixture, at a
ratio of 3 parts to 1 part,
respectively, manufactured from
methyl-3-mercaptopropionate (CAS
Reg. No. 2935-90-2) and optionally
containing magnesium nitrate (CAS
Reg. No. 10377—60-3) at a
concentration equivalent to the
isothiazolone active ingredients
(weight/weight). For use only as an
antimicrobial agent in emulsion-
based silicone coatings at a level

1,2-Dibromo-2,4-dicyanobutane (CAS
Reg No. 35691-65—7). For use as an
antimicrobial agent at levels not to
exceed 500 milligrams per kilogram
in emulsion-based silicone coatings.

* * * * *

3. Section 175.320 is amended in the
table in paragraph (b)(3) by
alphabetically adding two entries in
item (iii) under the headings “List of
Substances” and “Limitations’ to read
as follows:

coatings HE §175.320 Resinous and polymeric
# N * * % not to exceed 50 milligrams per coatings for polyolefin films.

(b) * * * kilogram (based on isothiazolone % * * * *

* x % active ingredient) in the coating

(3) N (b) E

(xxxiii) * * * formulations.

5-Chloro-2-methyl-4-isothiazolin-3- * * * * * (3)* * =

List of substances Limitations

@iy * * *

5-Chloro-2-methyl-4-isothiazolin-3-one (CAS Reg. No. 26172-55-4)
and 2-methyl-4-isothiazolin-3-one (CAS Reg. No. 2628-20-4) mix-
ture, at a ratio of 3 parts to 1 part, respectively, manufactured from
methyl-3-mercaptopropionate (CAS Reg. No. 2935-90-2) and option-
ally containing magnesium nitrate (CAS Reg. No. 10377-60-3) at a

isothiazolone active

concentration equivalent to the
(weight/weight).

1,2-Dibromo-2,4-dicyanobutane (CAS Reg. No. 35691-65-7)

* *

ingredients

* *

For use only as an antimicrobial agent in emulsion-based silicone coat-
ings at a level not to exceed 50 milligrams per kilogram (based on
isothiazolone active ingredient) in the coating formulation.

For use as an antimicrobial agent at levels not to exceed 500 milli-
grams per kilogram in emulsion-based silicone coating.
*

* *

* * * * *

Dated: January 24, 2000.
Margaret M. Dotzel,
Acting Associate Commissioner for Policy.
[FR Doc. 00-3195 Filed 2-10-00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 522

New Animal Drugs; Change of Sponsor

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations to reflect a
change of sponsor for an approved new
animal drug application (NADA) from
Bayer Corp., Agriculture Division,

Animal Health to Schering-Plough
Animal Health Corp.

DATES: This rule is effective February
11, 2000.

FOR FURTHER INFORMATION CONTACT:
Thomas J. McKay, Center for Veterinary
Medicine (HFV-102), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-0213.

SUPPLEMENTARY INFORMATION: Bayer
Corp., Agriculture Division, Animal
Health, P.O. Box 390, Shawnee Mission,
KS 66201 has informed FDA that it has
transferred ownership of, and all rights
and interests in NADA 113-645
(cloprostenol sodium) to Schering-
Plough Animal Health Corp., 1095
Morris Ave., Union, NJ 07083.
Accordingly, the agency is amending
the regulations in 21 CFR 522.460 to
reflect the transfer of ownership.

List of Subjects in 21 CFR Part 522

Animal drugs.
Therefore, under the Federal Food,
Drug, and Cosmetic Act and under

authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR part 522 is amended as follows:

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

3. The authority citation for 21 CFR
part 522 continues to read as follows:

Authority: 21 U.S.C. 360b.

§522.460 [Amended]

4. Section 522.460 Cloprostenol
sodium is amended in paragraphs (a)(2)
and (b)(2) by removing “000859” and
adding in its place “000061”.

Dated: January 24, 2000.

Claire M. Lathers,

Director, Office of New Animal Drug
Evaluation, Center for Veterinary Medicine.

[FR Doc. 00-3194 Filed 2—10-00; 8:45 am]
BILLING CODE 4160-01-F
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 886
[Docket No. 93P-0277]

Medical Devices; Reclassification and
Codification of
Neodymium:Yttrium:Aluminum:Garnet
(Nd:YAG) Laser for Peripheral
Iridotomy

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that it has issued an order in the form
of a letter to Intelligent Surgical Lasers,
Inc. (ISL), (now doing business as
Escalon Medical Corporation),
reclassifying the
Neodymium:Yttrium:Aluminum:Garnet
(Nd:YAG) Laser for use in peripheral
iridotomy from class III to class II
(special controls). Accordingly, the
order is now being codified in the Code
of Federal Regulations (CFR) as
described below.

DATES: This rule is effective March 13,
2000. The reclassification was effective
August 13, 1999.

FOR FURTHER INFORMATION CONTACT:
Morris Waxler, Center for Devices and
Radiological Health (HFZ-460), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-2018.

SUPPLEMENTARY INFORMATION:

I. Background (Regulatory Authorities)

The Federal Food, Drug, and Cosmetic
Act (the act) (21 U.S.C. 301 et seq.), as
amended by the Medical Devices
Amendments of 1976 (the 1976
amendments) (Public Law 94-295), the
Safe Medical Devices Act of 1990 (the
SMDA) (Public Law 101-629), and the
Food and Drug Administration
Modernization Act of 1997 (FDAMA)
(Public Law 105-115), established a
comprehensive system for the regulation
of medical devices intended for human
use. Section 513 of the act (21 U.S.C.
360c) established three categories
(classes) of devices, depending on the
regulatory controls needed to provide
reasonable assurance of their safety and
effectiveness. The three categories of
devices are class I (general controls),
class II (special controls), and class III
(premarket approval).

Under section 513 of the act, devices
that were in commercial distribution
before May 28, 1976 (the date of

enactment of the 1976 amendments),
generally referred to as preamendments
devices, are classified after FDA has: (1)
Received a recommendation from a
device classification panel (an FDA
advisory committee); (2) published the
panel’s recommendation for comment,
along with a proposed regulation
classifying the device; and (3) published
a final regulation classifying the device.
FDA has classified most
preamendments devices under these
procedures.

Devices that were not in commercial
distribution prior to May 28, 1976,
generally referred to as postamendments
devices, are classified automatically by
statute (section 513(f) of the act) into
class III without any FDA rulemaking
process. Those devices remain in class
III and require premarket approval,
unless and until: (1) The device is
reclassified into class I or II; (2) FDA
issues an order classifying the device
into class I or IT in accordance with new
section 513(f)(2) of the act, as amended
by FDAMA; or (3) FDA issues an order
finding the device to be substantially
equivalent, under section 513(i) of the
act, to a predicate device that does not
require premarket approval. The agency
determines whether new devices are
substantially equivalent to previously
offered devices by means of premarket
notification procedures in section 510(k)
of the act (21 U.S.C. 360(k)) and 21 CFR
part 807 of the regulations.

A preamendments device that has
been classified into class III may be
marketed, by means of premarket
notification procedures, without
submission of a premarket approval
application (PMA) until FDA issues a
final regulation under section 515(b) of
the act (21 U.S.C. 360e(b)) requiring
premarket approval.

Reclassification of postamendments
devices is governed by section 513(f)(3)
of the act, formerly 513(f)(2) of the act.
This section provides that FDA may
initiate the reclassification of a device
classified into class III under section
513(f)(1) of the act, or the manufacturer
or importer of a device may petition the
Secretary of Health and Human Services
(the Secretary) for issuance of an order
classifying the device in class I or class
II. FDA’s regulations in § 860.134 (21
CFR 860.134) set forth the procedures
for the filing and review of a petition for
reclassification of such class III devices.
In order to change the classification of
the device, it is necessary that the
proposed new class have sufficient
regulatory controls to provide
reasonable assurance of the safety and
effectiveness of the device for its
intended use.

FDAMA added paragraph (f)(2) in
section 513 to the act, which also
addresses classification of
postamendments devices. New
paragraph (f)(2) in section 513 of the act
provides that, upon receipt of a “‘not
substantially equivalent” determination,
a 510(k) applicant may request FDA to
classify a postamendments device into
class I or class II. Within 60 days from
the date of such a written request, FDA
must classify the device by written
order. If FDA classifies the device into
class I or II, the applicant has then
received clearance to market the device
and it can be used as a predicate device
for other 510(k)’s. It is expected that this
process will be used for low risk
devices. This process does not apply to
devices that have been classified by
regulation into class Ill—i.e.,
preamendments class III devices, or
class III devices for which a PMA is
appropriate.

Under section 513(f)(3)(B)(i) of the
act, formerly section 513(f)(2)(B)(i) of
the act, the Secretary may, for good
cause shown, refer a petition to a
classification panel. If a petition is
referred to a panel, the panel shall make
a recommendation to the Secretary
respecting approval or denial of the
petition. Any such recommendation
shall contain: (1) A summary of the
reasons for the recommendation, (2) a
summary of the data upon which the
recommendation is based, and (3) an
identification of the risks to health (if
any) presented by the device with
respect to which the petition was filed.

On July 27, 1993, FDA filed the
reclassification petition submitted by
ISL, requesting reclassification under
section 513(f)(3) of the act, of the
ophthalmic Nd:YAG laser (mode-locked
or Q-switched) intended for peripheral
iridotomy from class III to class II. This
is a postamendments device that was
automatically classified into class III.

FDA consulted with the Ophthalmic
Devices Panel (the Panel). During an
open public meeting on October 28,
1993, the Panel recommended that FDA
reclassify the Nd:YAG laser for
peripheral iridotomy from class III to
class II. The Panel considered clinical
studies of Nd:YAG iridotomy that report
few risks to health and those that are
reported have been clearly identified.
The incidence rates for iridotomy
closure, vision loss due to progression
of laser-induced lens or corneal damage,
focal corneal opacities, mild iritis, and
hyphema are either lower than those for
argon laser surgery or conventional
surgical iridotomy, or are self-limiting
and not persistent. A few rare
complications (malignant glaucoma,
lens-induced endophthalmitis,
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monocular glaucoma, lens rupture) have
been reported. The risks of damage to
the corneal endothelium, the lens, and
the retina are slight. The Panel believes
these risks can be kept minimal by
ensuring proper device design of laser
beam accuracy and precision.

FDA considered the Panel’s
recommendations and tentatively agreed
that the generic type of device, Nd:YAG
laser for peripheral iridotomy, be
reclassified from class III to class IL
FDA recommended that the generic
designation of the device be changed
from Nd:YAG laser for posterior
capsulotomy to ND:YAG laser for
posterior capsulotomy and peripheral
iridotomy.

Subsequently, in the Federal Register
of March 8, 1996 (61 FR 9373), FDA
issued the Panel’s recommendation for
public comment.

After reviewing the data in the
petition and presented before the Panel,
and after considering the Panel’s
recommendation, FDA, based on its and
the Panel’s review, issued an order to
the petitioner on August 13, 1999,
reclassifying the Nd:YAG laser for
posterior capsulotomy, and
substantially equivalent devices of this
generic type, from class III to class II,
with design parameters as the special
controls. Additionally, FDA changed the
generic designation of the device from
Nd:YAG laser for posterior capsulotomy
to Nd:YAG laser for posterior
capsulotomy and peripheral iridotomy.
FDA believes the risks mentioned above
can be kept minimal by ensuring proper
device design of the laser beam accuracy
and precision, and through proper
device labeling disclosures whereby the
surgeon can control the risk of
intraocular pressure rise through
available, established medical
treatments.

Accordingly, as required by
§860.134(b)(6) and (b)(7) of the
regulations, FDA is announcing the
reclassification of the generic Nd:YAG
laser for posterior capsulotomy and
peripheral iridotomy from class III into
class II. In addition, FDA is issuing the
notice to codify the reclassification of
the device by revising 21 CFR 886.4392.

II. Environmental Impact

The agency has determined under 21
CFR 25.34(b) that this reclassification is
of a 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.

III. Analysis of Impacts

FDA has examined the impacts of the
final rule under Executive Order 12866
and the Regulatory Flexibility Act (5
U.S.C. 601-612) (as amended by subtitle
D of the Small Business Regulatory
Fairness Enforcement Act of 1996
(Public Law 104-121), and the
Unfunded Mandates Reform Act of 1995
(Public Law 104-4)). Executive Order
12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this final rule is consistent
with the regulatory philosophy and
principles identified in the Executive
Order. In addition, the final rule is not
a significant regulatory action as defined
by the Executive Order and so is not
subject to review under the Executive
Order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of a rule on small
entities. Reclassification of the device
from class III to class II will relieve all
manufacturers of the device of the cost
of complying with the premarket
approval requirements in section 515 of
the act. Because reclassification will
reduce regulatory costs with respect to
this device, it will impose no significant
economic impact on any small entities,
and it may permit small potential
competitors to enter the marketplace by
lowering their costs. The Commissioner
of Food and Drugs therefore certifies
that this final rule will not have a
significant economic impact on a
substantial number of small entities. In
addition, this notice will not impose
costs of $100 million or more on either
the private sector or State, local, and
tribal governments in the aggregate, and
therefore a summary statement or
analysis under section 202(a) of the
Unfunded Mandates Reform Act of 1995
is not required.

IV. Paperwork Reduction Act of 1995

FDA concludes that this final rule
contains no information that is subject
to review by the Office of Management
and Budget under the Paperwork
Reduction Act of 1995. The special
controls do not require the respondent
to submit additional information to the
public. Therefore, no burden is placed
on the public.

List of Subjects in 21 CFR Part 886

Medical devices, Ophthalmic goods
and services.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 886 is
amended as follows:

PART 886—OPHTHALMIC DEVICES

1. The authority citation for 21 CFR
part 886 continues to read as follows:

Authority: 21 U.S.C. 351, 360, 360c, 360e,
360, 371.

2. Section 886.4392 is revised to read
as follows:

§886.4392 Nd:YAG laser for posterior
capsulotomy and peripheral iridotomy.

(a) Identification. The Nd:YAG laser
for posterior capsulotomy and
peripheral iridotomy consists of a mode-
locked or Q-switched solid state
Nd:YAG laser intended for disruption of
the posterior capsule or the iris via
optical breakdown. The Nd:YAG laser
generates short pulse, low energy, high
power, coherent optical radiation. When
the laser output is combined with
focusing optics, the high irradiance at
the target causes tissue disruption via
optical breakdown. A visible aiming
system is utilized to target the invisible
Nd:YAG laser radiation on or in close
proximity to the target tissue.

(b) Classification. Class II (special
controls). Design Parameters: Device
must emit a laser beam with the
following parameters: wavelength =
1064 nanometers; spot size = 50 to 100
micros; pulse width = 3 to 30
nanoseconds; output energy per pulse =
0.5 to 15 millijoules (m]); repetition rate
=1 to 10 pulses; and total energy = 20
to 120 m].

Dated: January 24, 2000.
Linda S. Kahan,

Deputy Director for Regulations Policy, Center
for Devices and Radiological Health.

[FR Doc. 00-3173 Filed 2—10-00; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF DEFENSE
Department of the Army

32 CFR Part 505

[Army Reg. 340-21]

Privacy Act; Implementation

AGENCY: Department of the Army, DoD.
ACTION: Final rule.

SUMMARY: The Department of the Army
is administratively amending an
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existing exemption rule for a Privacy
Act system of records. The Army is
providing reasons from which
information maintained within this
system of records may be exempt. These
were administratively omitted when last
published.

EFFECTIVE DATE: February 11, 2000.

ADDRESSES: Privacy Act Officer, Records
Management Program Division, U.S.
Total Army Personnel Command,
ATTN: TAPC-PDR-P, Stop C55, Ft.
Belvoir, VA 22060-5576.

FOR FURTHER INFORMATION CONTACT: Ms.
Janice Thornton at (703) 806-4390 or
DSN 656-4390.

SUPPLEMENTARY INFORMATION: Executive
Order 12866. It has been determined
that this Privacy Act rule for the
Department of Defense does not
constitute ‘significant regulatory action’.
Analysis of the rule indicates that it
does not have an annual effect on the
economy of $100 million or more; does
not create a serious inconsistency or
otherwise interfere with an action taken
or planned by another agency; does not
materially alter the budgetary impact of
entitlements, grants, user fees, or loan
programs or the rights and obligations of
recipients thereof; does not raise novel
legal or policy issues arising out of legal
mandates, the President’s priorities, or
the principles set forth in Executive
Order 12866 (1993).

Regulatory Flexibility Act. It has been
determined that this Privacy Act rule for
the Department of Defense does not
have significant economic impact on a
substantial number of small entities
because it is concerned only with the
administration of Privacy Act systems of
records within the Department of
Defense.

Paperwork Reduction Act. It has been
determined that this Privacy Act rule for
the Department of Defense imposes no
information requirements beyond the
Department of Defense and that the
information collected within the
Department of Defense is necessary and
consistent with 5 U.S.C. 552a, known as
the Privacy Act of 1974.

List of Subjects in 32 CFR Part 505

Privacy.

1. The authority citation for 32 CFR
part 505 continues to read as follows:

Authority: Pub. L. 93-579, 88 Stat. 1896
(5 U.S.C. 552a).

2. Section 505.5, is amended by
revising paragraph (e)(18) as follows:

§505.5 Exemptions.

* * * * *

(e) Exempt Army records. * * *

(18) System identifier: A0025 JDIM

(i) System name: HQDA
Correspondence and Control/Central
Files System.

(ii) Exemptions: Documents within
this system of records are generated by
other elements of the Department of the
Army or are received from other
agencies and individuals. Because of the
broad scope of the contents of this
system of records, and since the
introduction of documents is largely
unregulatable, specific portions or
documents that may require an
exemption can not be predetermined.
Therefore, and to the extent that such
material is received and maintained,
selected individual documents may be
exempt.

(A) Information specifically
authorized to be classified under E.O.
12958, as implemented by DoD 5200.1—
R, may be exempt pursuant to 5 U.S.C.
552a(k)(1).

(B) Investigatory material compiled
for law enforcement purposes may be
exempt pursuant to 5 U.S.C. 552a(k)(2).
However, if an individual is denied any
right, privilege, or benefit for which he
would otherwise be entitled by Federal
law or for which he would otherwise be
eligible, as a result of the maintenance
of such information, the individual will
be provided access to such information
except to the extent that disclosure
would reveal the identity of a
confidential source.

(C) Records maintained in connection
with providing protective services to the
President and other individuals under
18 U.S.C. 3506, may be exempt pursuant
to 5 U.S.C. 552a(k)(3).

(D) Records maintained solely for
statistical research or program
evaluation purposes and which are not
used to make decisions on the rights,
benefits, or entitlement of an individual
except for census records which may be
disclosed under 13 U.S.C. 8, may be
exempt pursuant to 5 U.S.C. 552a(k)(4).

(E) Investigatory material compiled
solely for the purpose of determining
suitability, eligibility, or qualifications
for federal civilian employment,
military service, federal contracts, or
access to classified information may be
exempt pursuant to 5 U.S.C. 552a(k)(5),
but only to the extent that such material
would reveal the identity of a
confidential source.

(F) Testing or examination material
used solely to determine individual
qualifications for appointment or
promotion in the Federal service may be
exempt pursuant to 5 U.S.C. 552a(k)(6),
if the disclosure would compromise the
objectivity or fairness of the test or
examination process.

(G) Evaluation material used to
determine potential for promotion in the

Military Services may be exempt
pursuant to 5 U.S.C. 552a(k)(7), but only
to the extent that the disclosure of such
material would reveal the identity of a
confidential source.

(H) Portions of this system of records
may be exempt pursuant to 5 U.S.C.
552a (k)(1) through (k)(7) from
subsections (c)(3), (d), (e)(1), (e)(4)(G)
and (H), and (f).

(iii) Authority: 5 U.S.C. 552a(k)(1)
through (k)(7).

(iv) Reasons: (A) From subsection
(c)(3) because the release of the
disclosure accounting could alert the
subject of an investigation of an actual
or potential criminal, civil, or regulatory
violation to the existence of the
investigation and the fact that they are
subjects of the investigation. It could
permit the subject of an investigation or
matter under investigation to obtain
valuable information concerning the
nature of that investigation which will
present a serious impediment to law
enforcement.

(B) From subsection (d) because
access to the records contained in this
system would inform the subject of an
investigation of the existence of that
investigation, provide the subject of the
investigation with information that
might enable him to avoid detection of
apprehension, and would present a
serious impediment to law enforcement.

(C) From subsection (e)(1) because in
the course of criminal investigations
information is often obtained
concerning the violation of laws or civil
obligations of others not relating to
active case or matter. In the interest of
effective law enforcement, it is
necessary that this information be
retained since it can aid in establishing
patterns of activity and provide valuable
leads for other agencies and future cases
that may be brought.

(D) From subsections (e)(4)(G) and (H)
because this system of records is exempt
from individual access pursuant to
subsections (k)(2) of the Privacy Act of
1974.

(E) From subsection (f) because this
system of records has been exempted
from the access provisions of subsection
(d).

* * * * *
Dated: February 4, 2000.

L.M. Bynum,

Alternate OSD Federal Register Liaison
Officer, Department of Defense

[FR Doc. 00-3071 Filed 2—10-00; 8:45 am]
BILLING CODE 5001-10-F
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DEPARTMENT OF DEFENSE

Department of the Army; Corps of
Engineers

36 CFR Part 327

Public Use of Water Resources
Development Projects Administered by
the Chief of Engineers

AGENCY: U.S. Army Corps of Engineers,
DOD.

ACTION: Final rule.

SUMMARY: The U.S. Army Corps of
Engineers has amended the rules and
regulations governing public use of
water resources development projects
administered by the Chief of Engineers.
This final rulemaking supersedes the
regulation dated September 3, 1985 and
is designed to ensure safe, enjoyable and
environmentally sound visitation on the
public lands, free from unwarranted
disturbances. This is accomplished by
setting minimum standards of conduct
for individuals using the public lands
and establishing penalties that may be
imposed for failure to obey the
regulations.

These rules and regulations apply to
water resources development projects
completed or under construction, which
are administered by the Chief of
Engineers, and to those portions of
jointly administered water resources
development projects, which are under
the administrative jurisdiction of the
Chief of Engineers.

EFFECTIVE DATE: Apl‘il 1, 2000.

FOR FURTHER INFORMATION CONTACT: Mr.
Stephen Austin, Outdoor Recreation
Planner, 202-761-1796.
SUPPLEMENTARY INFORMATION:

I. Comments on the Proposed Rule

Thirteen responses were received
pertaining to the following six
paragraphs of the regulation:

36 CFR 327.1(e) Policy. One
commentator questioned the use of the
word “outgranted”, stating that it
should not be used since it is not
included in the Webster Collegiate
Dictionary.

The word outgranted is an
appropriate and legally acceptable term
as defined in Army Regulation 405-80
(10 October 1997) as “‘a legal document
which conveys or grants the right to use
Army-controlled real property”. No
changes are necessary to this paragraph.

36 CFR 327.3(k) Vessels. One
commentator expressed concern as to
whether the Corps would still have
authority to enforce boating regulations
under the proposed new language.

Enforcement responsibility will
remain unchanged under the revised

regulation. The language is essentially
the same as the previous edition (Sept.
3, 1985) and is exactly the same as
paragraph 327.2h (Vehicles) which also
specifies that the operation of a vehicle
must be “in accordance with applicable
Federal, state and local laws, which
shall be regulated by authorized
enforcement officials as prescribed in
Sec. 327.26.” No changes are necessary
to this paragraph.

36 CFR 327.7(c). Camping. One
commentator questioned the
elimination of the “overnight
occupancy’’ requirement, stating that
the new language could allow reserved
sites to be unoccupied for up to 14 days
without penalty.

The intent of Corps policy is to
encourage the actual occupancy of all
reserved campsites. Based on this
comment, the phrase “without daily
occupancy’’ has been inserted between
the words “campsite” and ““for the
purpose.”

One commentator also questioned the
use of the word “unauthorized”, stating
that the word could be interpreted to
mean that authorized placement of
equipment or personal appearance (for
the purposes of reserving a campsite) is
acceptable.

The term ‘“‘unauthorized”
acknowledges that there may be
instances where there are “‘authorized”
placement of equipment at a site
depending on local management
policies. For example, when an entrance
station is closed, many projects place a
sign in the window instructing the
camper to select an unoccupied site, set
up camp and report back when the
entrance station reopens. Eliminating
the term ‘“‘unauthorized” would cause
this management practice to be in
violation of 36 CFR 327. The term
“unauthorized” will remain in this
paragraph.

36 CFR 327.7(e) Camping. One
commentator suggested that the words
“is posted” be removed from the
paragraph, stating that this phrase could
be interpreted to mean that campsites
must be physically posted by a sign, site
marker, etc.

For the safety and convenience of all
visitors, a method of indicating that a
site has been reserved (either by
physical posting or by other means) is
necessary to avoid possible user
conflicts. As a result of this comment,
the phrase “or otherwise marked or
indicated’” has been inserted between
the phrase ““is posted” and before the
phrase “as reserved”.

36 CFR 327.20 Unauthorized
Structures. Several commentators
expressed concern about adding the
words “hunting stands or blinds” to the

list of items that can only be placed on
project lands or waters with a prior
permit or other appropriate written
authorization by the District
Commander.

As a result of these comments, the
language has been changed to allow for
the use of portable hunting stands or
blinds without having to obtain a permit
or other written approval by the District
Commander. The term “non-portable”
will be inserted between the words
“signs” and “hunting stands”. A second
sentence will be added to state,
“Portable hunting stands, climbing
devices, steps, or blinds, that are not
nailed or screwed into trees and are
removed at the end of the day’s hunt
may be used”.

36 CFR 327.21(a). Special Events.
Several commentators expressed
concern over adding ““fishing
tournaments” to the list of special
events items that are prohibited unless
written permission has been granted by
the District Commander. Some of these
commentators requested that a size limit
be set, allowing tournaments under 30
boats to be conducted without a permit.
Upon further review, fishing
tournaments will remain in the
regulation as stated due to the size and
other variations of Corps projects
nationwide. However, to increase
flexibility, the following sentence has
been added after the first sentence of the
paragraph: “Where appropriate, District
Commanders can provide the state a
blanket letter of permission to permit
fishing tournaments while coordinating
the scheduling and details of
tournaments with individual projects”.

II. Amendments

The following amendments to 36 CFR
Chapter III Part 327, as further revised
based on the comments received
through the Proposed Rule process, are
necessary to clarify and strengthen
selected regulations for more effective
management and to enhance public
safety and enjoyment of Corps water
resource development projects. Some of
the sections have been reworded and/or
have had information added or deleted
to clarify the regulations. These minor
changes are editorial in nature and have
been made to express the intent of the
regulation more concisely, and to
maintain consistency with existing
Public Laws.

Discussion of Specific Rule Changes

In Part 327, Secs. 327.1 through
327.26, all references to “District
Engineer” have been changed to read
“District Commander.”
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36 CFR 327.0 Applicability

Section 327.0 is republished with no
changes.

36 CFR 327.1 Policy

Section 327.1, paragraph (h), is
revised to better define the
responsibility of an operator or owner of
any vehicle, vessel, or aircraft.
Paragraph (i) is added to define the
responsibility of a registered user of a
campsite, picnic area, or other facility.

36 CFR 327.2 Vehicles

Section 327.2, paragraphs (b) and (d),
is edited for consistency. A portion of a
sentence has been moved from
paragraph (d) into a new paragraph (h)
to emphasize the laws and regulating
authority for the operation of vehicles.
Paragraph (e) is revised by removing the
word “project” and paragraph (f) is
revised by using the word “‘designated”
to define the recreation area.

36 CFR 327.3 Vessels

Section 327.3, paragraph (a), is
revised to substitute the term “‘personal
watercraft” for “jetskis”” and to add
navigation on ice. A portion of a
sentence has been moved from
paragraph (c) into a new paragraph (k)
to emphasize the laws and regulating
authority for the operation of vessels.
Paragraph (d) is rewritten for ease of
readability and to include
environmental features. Paragraph (e)
has been edited for clarity and to
include requirements of enforcement for
non-compliance. Paragraph (h) has been
modified to include a restriction about
mooring vessels to project structures.

36 CFR 327.4 Aircraft

Section 327.4 is revised to include
environmental features in paragraph (c),
and the retrieval of person or material
or equipment from project lands, and
the use of balloons in paragraph (e).
Paragraph (f)(3) is revised to be
consistent with other sections, and to
more concisely define navigation rules.
Paragraph (f)(6) is revised to remove
repetitiveness.

36 CFR 327.5 Swimming

Section 327.5, paragraph (a), is
updated to include wading and public
docks, and the last sentence is removed
to eliminate repetitiveness with
paragraph (c) of this section. Paragraph
(b) is revised to include appropriate
terminology. Paragraph (c) is revised to
include the activity of swinging, and to
include trees and structures which are
adjacent to project waters.

36 CFR 327.6 Picnicking

Section 327.6 is revised for
consistency with current Corps of
Engineers terminology.

36 CFR 327.7 Camping

Section 327.7 is revised to comply
with the National Recreation
Reservation Service.

36 CFR 327.8 Hunting, Fishing, and
Trapping

Section 327.8 is revised by breaking
out each activity into separate
paragraphs for better clarification.

36 CFR 327.9 Sanitation

Section 327.9, paragraph (a), is
revised to include gray water. Paragraph
(b) is revised to clarify the responsibility
of the owner of garbage as defined in
this section. Paragraph (c) is revised to
include disposal of wastes for
consistency with other paragraphs in
this section.

36 CFR 327.10 Fires

Section 327.10, paragraph (b), is
revised to include floatation materials
and to clarify the regulation of open
burnings for environmental
considerations.

36 CFR 327.11 Control of Animals

Section 327.11, paragraph (a), is
revised to include waters adjacent to
developed recreation areas; to include a
sentence which provides enforcement
for animals which unreasonably disturb
other people; to include the prohibition
of animals and pets on playgrounds; and
to include a sentence on the prohibition
of abandoning any animal on project
lands or waters. Paragraph (b) is revised
to remove the words, “in sanitary
facilities”. The word ‘““trails” is added to
paragraph (c) for clarification on the
types of recreation areas at Corps
projects. Paragraph (g) is added to this
section to restrict the presence of wild
or exotic pets and animals, or any pets
or animals displaying vicious or
aggressive behavior or posing a threat to
public safety or deemed a public
nuisance on project lands and waters
unless authorized by the District
Commander.

36 CFR 327.12 Restrictions

Section 327.12 is revised by adding
resource protection to the list of reasons
that a District Commander may close or
restrict the use of a project or portion of
a project. Paragraph (c) has been
modified by changing the phrase “the
safety of another person” to “the safety
of any person”. The list of audio
producing devices has been removed in
paragraph (d) and is now generalized to

read as a “sound producing device” and
generators have been added to the
examples of motorized equipment.
Paragraph 