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Briefings on how to use the Federal Register
For information on briefings in Washington, DC, see the
announcement on the inside cover of this issue.

Now Available Online

Code of Federal Regulations
via

GPO Access

(Selected Volumes)

Free, easy, online access to selected Code of Federal
Regulations (CFR) volumes is now available via GPO
Access, a service of the United States Government Printing
Office (GPO). CFR titles will be added to GPO Access
incrementally throughout calendar years 1996 and 1997
until a complete set is available. GPO is taking steps so
that the online and printed versions of the CFR will be
released concurrently.

The CFR and Federal Register on GPO Access, are the
official online editions authorized by the Administrative
Committee of the Federal Register.

New titles and/or volumes will be added to this online
service as they become available.

http://www.access.gpo.gov/nara/cfr
For additional information on GPO Access products,

services and access methods, see page Il or contact the
GPO Access User Support Team via:

0  Phone: toll-free: 1-888-293-6498

O  Email: gpoaccess@gpo.gov
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Presidential Documents

Title 3—

The President

[FR Doc. 97-31456
Filed 11-25-97; 2:50 pm]
Billing code 3195-01-P

Executive Order 13068 of November 25, 1997

Closing of Government Departments and Agencies on Friday,
December 26, 1997

By the authority vested in me as President of the United States of America,
it is hereby ordered as follows:

Section 1. All executive departments and agencies shall be closed and their
employees excused from duty on Friday, December 26, 1997, the day follow-
ing Christmas Day, except as provided in section 2 below.

Sec. 2. The heads of executive departments and agencies may determine
that certain offices and installations of their organizations, or parts thereof,
must remain open and that certain employees must report for duty on
December 26, 1997, for reasons of national security or defense or for other
public reasons.

Sec. 3. Friday, December 26, 1997, shall be considered as falling within
the scope of Executive Order 11582 and of 5 U.S.C. 5546 and 6103(b)
and other similar statutes insofar as they relate to the pay and leave of
employees of the United States.

THE WHITE HOUSE,
November 25, 1997.
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This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF JUSTICE
Immigration and Naturalization Service

8 CFR Part 245

[INS No. 1607-93]

RIN 1115-AD33

Adjustment of Status; Certain

Nationals of the People’s Republic of
China

AGENCY: Immigration and Naturalization
Service, Justice.
ACTION: Final rule.

SUMMARY: This rule adopts, with one
change, an interim rule published in the
Federal Register on July 1, 1993, by the
Immigration and Naturalization Service
(Service), which implemented the
Chinese Student Protection Act of 1992
(CSPA). Although the Service no longer
accepts applications from CSPA
principals, this rule finalizes the
procedures by which the spouses and
children of CSPA beneficiaries who
have been temporarily residing in the
United States may become lawful
permanent residents of this country. It
also removes the procedures for granting
voluntary departure for certain
dependents pursuant to recent
legislative changes.

EFFECTIVE DATE: December 29, 1997.
FOR FURTHER INFORMATION CONTACT:
Pearl B Chang, Chief, Residence and
Status Services Branch, Office of
Adjudications, Immigration and
Naturalization Service, 425 | Street,
NW., Room 3214, Washington, DC
20536, Telephone (202) 514-5014.

SUPPLEMENTARY INFORMATION:
Background

Executive Order 12711 of April 11,
1990, provided temporary protection for
certain nationals of the People’s
Republic of China (PRC) and their
dependents who were in the United

States on or after June 5, 1989, up to and
including the date of Executive Order
12711. It permitted temporary deferral
of enforcement of their departure from
the United States and conferred
eligibility for certain other benefits
through January 1, 1994.

The CSPA, Public Law 102-404,
dated October 9, 1992, was enacted to
regularize the status of, and extended
permanent protections to, most of the
PRC nationals and their dependents
who were covered by Executive Order
12711. It provides these persons with
the opportunity to become lawful
permanent residents through adjustment
of status under section 245 of the
Immigration and Nationality Act (Act),
a procedure whereby persons in the
United States in temporary immigration
status may convert to lawful permanent
resident status. Section 245 of the Act
requires most persons seeking to adjust
status to show that they meet strict
eligibility requirements; however, the
CSPA allows many of these
requirements to be waived for eligible
CSPA applicants. If the Service denies
an application for adjustment of status
under the CSPA, the applicant, if not an
arriving alien, may renew his or her
application in proceedings under 8 CFR
part 240. See 8 CFR 245.2(a)(5)(ii). The
CSPA application period lasted from
July 1, 1993, until June 30, 1994.

The CSPA does not allow every
person covered by Executive Order
12711 to become a lawful permanent
resident of the United States. A
qualified CSPA applicant must have
initially entered the United States on or
before April 11, 1990, and must
otherwise be a person described in
section 1 of the Executive Order 12711;
must have resided continuously in the
United States since April 11, 1990,
except for brief, casual, and innocent
departures; and may not have spent
more than 90 days in the PRC between
April 11, 1990, and October 9, 1992. A
qualified applicant must also meet the
requirements for adjustment of status
under section 245 of the Act, unless
such requirements have been expressly
waived by, or are waived at the
discretion of, the Attorney General in
accordance with the CSPA.

OnJuly 1, 1993, at 58 FR 35832—
35839, the Service published an interim
rule with request for comments in the
Federal Register. The rule established
procedures for adjustment of status of

persons meeting the requirements of the
CSPA.. The interim rule became effective
onlJuly 1, 1993.

All CSPA applications had to be filed
before July 1, 1994. There was no
provision in the CSPA for late filings.
The CSPA program was a success. The
Service was able to promptly adjudicate
the great majority of CSPA applications.
A total of 52,425 applicants were
granted adjustment of status under the
CSPA during fiscal years 1993, 1994,
and 1995. A very small number of CSPA
applications remain pending. The
Service is publishing this final rule to
respond to comments received during
the comment period, to further clarify
the Service’s position on the interim
rule, and to provide for certain
dependents currently in the United
States who are not yet eligible to file for
adjustment of status.

Comments

Interested persons were invited to
submit written comments on or before
August 2, 1993. The Service received
349 properly addressed written
comments during the comment period.
The discussion that follows summarizes
the issues that have been raised relating
to the interim rule and provides the
Service’s position on the issues.

General

The majority of commenters were
pleased with the enactment of the
CSPA. A small number of writers,
however, recommended that the law be
rescinded. Their concerns included the
economic and social consequences of
increased immigration, the CSPA’s
possible encouragement of unlawful
immigration, the delays in
implementation of democratic reforms
in the PRC caused by the permanent
migration of potential supporters, and
the possibility that many CSPA
beneficiaries would not need the
protections offered by this legislation.
Other writers were disturbed by the
likelihood that persons who had not
been actively involved in the
democratic movement in the PRC or
who had been communist party
supporters would be able to obtain
lawful permanent residence under the
CSPA

The Service’s implementing
regulations cannot be used to rescind or
change statutory benefits provided by
the CSPA. The provisions of this rule
minimize the potential for abuse of the
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benefits provided by the CSPA, by
ensuring that only persons who meet
the requirements enacted by Congress
will become lawful permanent
residents. Accordingly, the provisions of
the rule have not been changed because
of these recommendations.

Visa Number Allocation for CSPA
Applicants

Many commenters were concerned
about the interim rule’s requirement
that a CSPA applicant have an
immediately available visa number
under the worldwide third employment-
based skilled worker preference
category prior to approval of his or her
adjustment application. Some writers
urged the service to approve CSPA
adjustments without regard to visa
number availability, stating that any
delay in granting permanent residency
to qualified applicants would be
contrary to the spirit and intent of the
CSPA. Other commenters recommended
that visa numbers for CSPA applicants
be obtained from the refugee category or
from a preference classification other
than the third employment-based
skilled worker category, since
oversubscription by CSPA applicants
could delay the immigration of urgently
needed skilled workers.

Adjustments of status under the third
employment-based skilled worker
preference category are subject to
several numerical limitations under the
Act. The CSPA modifies the application
of two of these restrictions; however, it
does not waive all of the applicable
statutory numerical limitations. The
CSPA allows the Service to ‘““consider,”
or accept a CSPA adjustment of status
application for processing, without
regard to whether an immigrant visa
number is immediately available. It also
allows applications to be approved
without regard to the per-country
numerical limitations of section
202(a)(2) of the Act, and provides for a
subsequent gradual deduction of these
numbers from the China per-country
quota. It does not allow such applicants
to be approved without regard to the
worldwide numerical restrictions of
sections 201 and 203 of the Act.

The CSPA clearly requires applicants
to adjust status under the third
employment-based skilled worker
category. Section 2(a)(1) of the CSPA
directs the Service to regard each CSPA
applicant as having been approved for
classification under section
203(b)(3)(A)(i) of the Act as a third
employment-based skilled worker.

A review of the legislative history also
supports the rule’s interpretation of the
CSPA. The House report accompanying
the CSPA clearly shows that CSPA

adjustments of status are intended to be
placed within the worldwide quota of
section 201 of the Act. See H.R. No. 826,
102d Cong., 2d Sess. 5-6 (1992). In the
report, Representative Jack Brooks
states.

[S.] 1216 places the number of Chinese
adjustments within the worldwide annual
quota of section 201 of the Immigration and
Nationality Act and deducts from the PRC’s
per country ceiling each year a portion of the
number of Chinese who adjust under this act.
Because the worldwide quota is not waived,
applicants will be required to await the
availability of a visa number * * *.Id.

In the discussion in the Senate,
managers of the bill also explained that
CSPA adjustments will be counted
against the worldwide quota. See 138
Cong. Rec. S7150 (daily ed. May 21,
1992). During this discussion, Senator
Slade Gorton stated:

*** A second change involves a provision
to count those persons receiving permanent
residency under new worldwide immigration
levels as established by the Immigration Act
of 1990. Additional provisions also address
the need to count them under China’s per
country ceiling without adversely affecting
ongoing immigration from China. 1d. At
S7150.

The Service has minimized any
adverse impact of the CSPA upon the
availability of immigrant visa numbers
for skilled workers. With the assistance
of the Department of State, the Service
was able to significantly streamline
CSPA application processing and
approve more than three-quarters of
CSPA adjustment of status applications
during the final 3 months of fiscal year
1993. These procedural changes allowed
CSPA applicants to use immigrant visa
numbers which would not otherwise
have been utilized by any immigrant,
due to lack of demand.

The interim rule’s provisions
concerning immigrant visa number
limitations reflect statutory
requirements of the CSPA and the Act.
Accordingly, the rule has not been
changed in response to these comments.

Order of Approval and Priority Date
Assignment

A number of comments addressed the
interim rule’s procedure for determining
the order in which adjustments would
be granted to eligible CSPA applicants.
These commenters felt that the date the
application was properly filed with the
Service should not determine the order
of approval and suggested alternative
procedures. Some commenters wanted
the Service to give preference to
applications submitted by students
because they felt that the CSPA was
primarily intended to protect them.
Other suggestions included approving

applications based on the date the
applicant arrived in the United States;
giving priority to applications filed by
heads of families; delaying the
adjustment of Chinese who have the
right to reside in third countries, such
as Hong Kong; and giving priority to
applications submitted by persons who
had not returned to the PRC after their
initial admission to the United States. A
few commenters also wanted to know
how the Service determines whether an
application has been “properly filed.”

The CSPA does not address the order
in which qualified CSPA applicants
should be allowed to adjust status. In
the absence of a statutory directive, the
Service elected to follow its standard
practice by assigning each application a
priority data based on the date on which
the properly filed application was
received by the Service, and by using
this priority date to determine the order
in which available visa numbers would
be allocated and adjustments granted to
qualified applicants. The Service has
considered the alternatives suggested by
these commenters; however, their
proposals have not been adopted
because they could not be efficiently
implemented or because their
implementation would unfairly delay
the processing of other employment-
based third preference skilled workers
whose initial applications were filed
before July 1, 1994.

Guidelines for determining when an
application is considered to be properly
filed are contained in the Service’s
regulations at 8 CFR 103.2(a)(7). An
application is not considered properly
filed if the application has not been
properly signed, or unless a fee waiver
has been granted, if the required fee is
not attached.

Accordingly, the provisions of the
rule have not been changed as a result
of these comments.

Date of Arrival in the United States

Some commenters objected to the
interim rule’s requirement that eligible
CSPA applicants must have been in the
United States between June 5, 1989, and
April 11, 1990. They pointed out that
some persons who participated in the
democratic movement may have been
unable to leave the PRC or to enter the
United States before the cut-off date.

This regulatory requirement reflects
one of the three fundamental statutory
requisites for CSPA eligibility. Section
2(b)(1) of the CSPA requires all eligible
applicants to be persons described in
section 1 of Executive Order 12711.
Section 1 of Executive Order 12711
covers only persons who were in the
United States on or after June 5, 1989,
up to and including April 11, 1990.
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There is no provision of the CSPA or
Executive Order 12711 which would
confer CSPA eligibility on persons who
initially arrived in the United States
after April 11, 1990.

Criteria for CSPA coverage were
discussed several times in both the
House and the Senate. The record
contains no indication that Congress
intended the Service to grant CSPA
benefits to persons who are unable to
meet this requirement. In the discussion
on the final version of the bill as it
passed in the House, supporters of the
legislation addressed the fundamental
requirements for CSPA eligibility. See
138 Cong. Rec. H7819-7820 (daily ed.
Aug. 10, 1992). During this discussion,
Congresswoman Nancy Pelosi
explained:

S. 1216 would allow Chinese nationals
who were in the United States during the
Tiananmen Square massacre to apply for
permanent residency in the United States. To
be eligible for permanent residency, the
Chinese national must have first, been in the
United States sometime between June 4, 1989
and April 11, 1990. Id. At H7820.

The Service had previously
determined that a brief, casual, and
innocent departure from the United
States between June 5, 1989, and April
11, 1990, inclusive, would not preclude
an individual from coverage under
section 1 of Executive Order 12711 and
eligibility for Executive Order 12711
benefits. As explained in the
Supplementary Information to the
interim rule, this same interpretation of
the Executive Order 12711 requirements
is applied when determining whether a
CSPA applicant is a person described in
section 1 of Executive Order 12711.

The requirement that an eligible
applicant establish that he or she was in
the United States at some time between
June 5, 1989, and April 11, 1990,
inclusive, or would have been in the
United States during this time period
except for a brief, casual, and innocent
departure from this country, is based
upon clear statutory requirements;
accordingly, it has not been changed.

Physical Presence in the PRC

Many commenters discussed the
prohibition on granting CSPA benefits
to persons who had remained in the
PRC for an aggregate of more than 90
days during the period between April
11, 1990, and October 9, 1992. Most of
these writers recommended that the
restriction be waived if circumstances
beyond the applicant’s control
prevented his or her timely departure
from the PRC, or if the applicant had
obtained an advance parole prior to
departing the United States. Other
commenters felt that the rule should be

modified to prohibit adjustment of
status under the CSPA if the applicant
traveled to the PRC for any reason after
April 10, 1990; if the applicant stayed
in the PRC for more than 30 days during
the restricted period; or if the applicant
stayed in the PRC for more than 90 days
at any time after April 11, 1990. Some
writers felt that the interim rule’s
restriction should be applied only if the
applicant stayed in the PRC for more
than 90 days on any single occasion.

The regulatory restriction on physical
presence in the PRC is based on the
third of the three fundamental statutory
requisites for CSPA eligibility. Section
2(b)(3) of the CSPA states that the CSPA
covers only a person who “was not
physically present in the People’s
Republic China for longer than 90 days
after such date [April 11, 1990] and
before the date of the enactment of this
Act [October 9, 1992].”

A review of the legislative history also
supports the rule’s provisions. The
fundamental requirements for CSPA
eligibility were discussed prior to
passage of the final version of the bill by
the House. See 138 Cong. Rec. H7819—
7820 (daily ed. Aug. 10, 1992). During
this discussion, Congresswoman Pelosi
explained that to be eligible for CSPA
benefits the applicant, inter alia, must
have ““not been to China for more than
90 days after April 11, 1990.” 1d. At
H7820 (emphasis added).

There is no indication in this
discussion that Congress intended the
Service to grant CSPA benefits to any
person unable to meet basic eligibility
requirements, or that the 90-day
limitation should apply only to
applicants who had remained in the
PRC for more than 90 days on any one
occasion.

If eligible, a person who has spent
more than 90 days in the PRC may be
able to request permission to remain in
the United States under another
provision of the Act. For example, a
person who has reason to fear
persecution upon return to his or her
home country and believes that he or
she meets the definition of “‘refugee”
found in section 101(a)(42) of the Act
may be eligible to apply under section
208 of the Act for asylum.

The interim rule’s provisions
concerning physical presence in the
PRC during the restricted period are
based on the statutory requirements of
the CSPA. Accordingly, the final rule
makes no changes to these provisions.

Entry Without Inspection

Some commenters objected to the
interim rule’s requirement that, in order
to be eligible for adjustment of status
under the CSPA, an applicant must

establish that he or she was inspected
and admitted or paroled into the United
States upon his or her last arrival in this
country. A number of writers felt that
entry without inspection should not
preclude adjustment of status under the
CSPA because these persons also
deserved the protections offered by the
CSPA. Others felt that persons who
reentered the United States with an
advance parole after having initially
entered the country without inspection
should not be allowed to adjust status
because they had violated the U.S.
immigration laws.

The CSPA expressly provides for
certain rules that shall apply to an
eligible alien who applies for
adjustment of status under section 245
of the Act. While the CSPA does
provide an exemption from ineligibility
under section 245(c) of the Act, which
generally precludes adjustment if the
applicant has been employed without
authorization; is not in lawful status
when seeking employment-based
immigrant status; had failed to
continuously maintain a lawful
nonimmigrant status or otherwise
violated the terms of a nonimmigrant
visa; or was admitted to the United
States as a crewman, in transit without
visa status, in S visa status, or under the
visa waiver programs of sections 212(1)
or 217 of the Act, it does not exempt
applicants from compliance with the
requirements of section 245(a) of the Act
that they be inspected and admitted or
paroled into the United States. Since the
CSPA specifically requires applicants to
apply under section 245 of the Act;
expressly waives a portion of the
requirements for adjustment under
section 245 of the Act (section 245(c) of
the Act); and makes no mention of
waiving the other requirements of
section 245, the Service has determined
that CSPA applicants must comply with
the requirements of section 245(a) of the
Act. To date, several courts have
concurred with the Service’s
interpretation.

While the Service cannot waive the
requirements of section 245(a) of the Act
for CSPA applicants, it also cannot
impose additional restrictions beyond
those required by the statute. A person
who was paroled into the United States
upon his or her last arrival meets the
requirements of section 245(a) of the Act
regardless of whether he or she had
previously entered this country in
violation of the immigration laws.

The Service wishes to point out that
the Supplementary Information to the
interim rule contains a typographical
error, which may have confused some
readers. The sentence reading: “The
CSPA also allows eligible applicants to
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adjust status without regard to the
provisions of section 245(a) of the Act.”
should have read: “The CSPA allows
eligible applicants to adjust status
without regard to the provisions of
section 245(c) of the Act.” See 58 FR
35835 (1993). The following paragraph
and the interim rule’s regulatory
language correctly state that the
requirements of section 245(a) of the Act
have not been waived. The Service
regrets any confusion caused by this
typographical error, which does not
necessitate any changes to the final rule.

The Service received a number of
inquiries after the end of the comment
period concerning the effect of a
recently enacted law on eligibility under
the CSPA. Specifically, section 245(i) of
the Act allows otherwise qualified
persons who entered the United States
without having been inspected and
admitted or paroled to be granted
adjustment of status upon payment of
an additional sum of $1000. This
provision became effective on October
1, 1994, 3 months after the close of the
CSPA application period. It is due to
sunset on October 23, 1997. Since the
new law applies only to applications
filed after October 1, 1994, (see 8 CFR
245.10(e)) it has no effect on CSPA
adjustment-of-status applications.
Accordingly, the interim rule’s
requirement that an eligible CSPA
applicant show that he or she entered
the United States following an
inspection and admission or parole has
not been changed.

Ineligibility Under Section 245(d) of the
Act

A small number of commenters felt
that otherwise-eligible applicants
should be allowed to adjust status under
the CSPA without regard to the
provisions of section 245(d) of the Act,
or requested further clarification
concerning this provision.

Section 245(d) of the Act prohibits the
approval of an adjustment-of-status
application filed under section 245 of
the Act if the applicant is a person
lawfully admitted to the United States
on a conditional basis under section 216
of the Act based on a recent marriage to
a citizen or lawful permanent resident
of the United States. It also prohibits the
approval of an adjustment-of-status
application filed under section 245 of
the Act if the applicant last entered the
United States in K-1 or K-2
nonimmigrant status as a fiancé(e) of a
U.S. citizen or as the child of a K-1
nonimmigrant fiancé(e). By regulation,
the Service had created an exception
only in cases where the adjustment
application is based on the marriage to
the U.S. citizen who filed the fiancé(e)

petition (See 8 CFR 245.1(c)(6)). Since
CSPA adjustment-of-status applications
are filed under section 245 of the Act
and the CSPA does not waive this
restriction, the Service must deny a
CSPA adjustment-of-status application
if the adjustment is prohibited under
section 245(d) of the Act. The
prohibition on adjustment of status does
not apply to a person whose conditional
residency under section 216 of the Act
has been terminated. See Matter of
Stockwell, 20 | & N Dec. 309 (BIA 1991).
Accordingly, no changes have been
made as a result of these comments.

Waivers of Inadmissibility

Several commenters asked the Service
to modify the interim rule’s provisions
concerning inadmissibility under
section 212(a) of the Act. Some
commenters were concerned that the
elderly or persons first entering the
labor market would be unable to meet
public charge requirements and asked
that a blanket waiver be provided. Other
writers felt that inadmissibility for
health reasons was unfair and asked the
Service to automatically waive that
basis for inadmissibility. A few
commenters asked the Service to
include stronger statements concerning
ineligibility based on current or former
communist party membership and not
to waive inadmissibility on this basis
unless the applicant has provided
evidence that his or her membership has
been terminated.

The CSPA provides two blanket
waivers of inadmissibility under section
212(a) of the Act. It automatically
waives inadmissibility under section
212(a)(5) of the Act because the
applicant did not obtain a labor
certification or failed to meet certain
requirements applicable to foreign-
trained physicians. It also provides a
blanket waiver of the provisions of
section 212(a)(7)(A) of the Act relating
to documentary requirements for entry
as an immigrant. The CSPA also allows
most other grounds of inadmissibility
under section 212(a) of the Act to be
individually waived at the discretion of
the Attorney General for purposes of
ensuring family unity or if approval of
the waiver is otherwise in the public
interest. Both health-related and public
charge inadmissibility may be waived
for these reasons at the discretion of the
Attorney General. There is, however, no
statutory foundation for providing a
blanket waiver of inadmissibility on this
basis, nor does such a blanket waiver
appear to be necessary. Inadmissibility
based on communist party membership
may also be individually waived at the
discretion of the Attorney General for
purposes of ensuring family unity, if

approval of a waiver is otherwise in the
public interest, or if the applicant
qualifies for any of the waivers provided
in section 212(a)(3)(D) of the Act. The
Service will, of course, deny an
adjustment-of-status application filed by
any person who is a current or former
communist party member who does not
qualify for a waiver. An applicant who
has terminated communist party
membership is encouraged to provide
evidence of the termination with his or
her application.

Accordingly, the interim rule’s
provisions relating to inadmissibility
under section 212(a) of the Act have not
been changed.

Dual Nationality

A few commenters discussed whether
persons who are nationals of both the
PRC and a second country should be
allowed to adjust status under the
CSPA. One commenter felt that dual
nationals should not be allowed to
adjust status under the CSPA, while
another writer felt that a CSPA
applicant should not be bound by the
country of nationality claimed or
established at the time of entry for the
duration of his or her stay in the United
States. A third commenter wanted
clarification of dual nationality as it
applies to persons bearing Hong Kong
travel documents.

Although the Service explained its
position concerning dual nationality in
the Supplementary Information to the
interim rule, the interim rule’s
regulatory language merely requires
CSPA principal applicants to be
nationals of the PRC. As explained in
the Supplementary Information, the
Service would not necessarily preclude
a person who is a dual national of the
PRC and one or more other countries
from satisfying the PRC nationality
requirement under the CSPA. The
Service has held for other purposes,
however, that a person is bound by the
nationality claimed at the time of entry
into the United States for the duration
of his or her stay and sees no reason to
alter this practice for purposes of the
CSPA. Accordingly, no changes have
been made as a result of these
comments.

Late Arriving Dependents

Most commenters discussed the
benefits provided to family members in
the United States who are unable to
qualify for CSPA adjustment of status
because they arrived in the United
States after April 11, 1990. Many writers
felt that these late arriving dependents
(LADs) should be allowed to adjust
status under the CSPA or should be
granted benefits similar to those
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provided to qualified CSPA principals.
They suggested that LADs be granted
benefits such as: A waiver of per-
country quota limitations; a waiver of
the 2-year home-country residency
requirement of section 212(e) of the Act;
a waiver of the requirements of section
245(c) of the Act; placement under the
second family-sponsored preference
category; and establishment of a family
unity program similar to that provided
for the spouses and children of persons
who adjusted status under the
Immigration Reform and Control Act of
1986, Public Law 99-603. Some
commenters objected to the rumored
inclusion of LADs in the second
employment-based preference category.
Other writers asked that LADs be
granted liberal approval of advance
parole requests and employment
authorization; excused from presenting
birth and marriage certificates with an
adjustment-of-status application;
allowed to file adjustment-of-status
applications at the Service Centers;
permitted to apply for adjustment of
status before the principal’s CSPA
adjustment application is approved;
granted adjustment if the principal
could have adjusted under the CSPA but
chose to utilize another classification;
and allowed to adjust status or to apply
for immigrant visas in a third country,
rather than being forced to return to the
PRC.

As discussed in the Supplementary
Information to the interim rule, the
CSPA requires eligible applicants to
meet three basic eligibility
requirements. He or she: (1) Must have
initially entered the United States on or
before April 11, 1990, and must
otherwise be a person described in
section 1 of Executive Order 12711; (2)
must have resided continuously in the
United States since April 11, 1990,
except for brief, casual, and innocent
departures; and (3) may not have spent
more than 90 days in the PRC between
April 11, 1990, and October 9, 1992.
Persons who do not meet these
requirements cannot adjust status under
the CSPA or be granted CSPA benefits.
The CSPA also provides no authority to
waive any of the statutory requirements
of the Act for persons who do not meet
the eligibility requirements for CSPA
adjustment of status. Section 203(d) of
the Act, however, allows a spouse or
child who is not otherwise entitled to an
immigrant status and the immediate
issuance of an immigrant visa to be
eligible for the same preference
immigrant classification and priority
date if the relationship existed at the
time the principal became a lawful
permanent resident. A LAD who is the

spouse or child of a CSPA principal
may, therefore, use the principal’s CSPA
priority date under the third
employment-based preference
classification and seek immigrant visa
issuance or adjustment of status when
the priority date becomes current. LADs
who were unable to maintain lawful
nonimmigrant status have been allowed
to remain in the United States in
voluntary departure status pending the
availability of the appropriate visa
numbers.

The ability of the Attorney General to
grant voluntary departure has been
limited by the enactment of 240B of the
Act which took effect on April 1, 1997.
Section 240B of the Act limited the
grant of voluntary departure in lieu of
removal proceedings or before the
conclusion thereof, to a period not to
exceed 120 days including extensions. If
such relief was granted at the
conclusion of removal proceedings, the
period may not exceed 60 days
including extensions. Persons granted
voluntary departure under such
circumstances may not receive work
authorization. However, if the grant of
voluntary departure was given either
during, or at the conclusion of,
exclusion or deportation proceedings
that were commenced prior to April 1,
1997, the Attorney General may grant
voluntary departure for an unspecified
period of time consistent with both
Service regulations and policies.
Persons granted voluntary departure
under these circumstances may
continue to receive employment
authorization.

Although in recent months the third
employment-based skilled worker
category has once again become current,
not all remaining LADs will be able to
file for adjustment of status
immediately. Recognizing that with the
new restrictions on duration, voluntary
departure is no longer an adequate
option for such aliens, the Service may
consider granting remaining LADs
deferred action on a case-by-case basis.
Accordingly, 8 CFR 245.9(m) has been
amended to remove the reference to
voluntary departure. This regulation is
being adopted as a final rule without
public comment because such comment
is both impracticable and unnecessary.
This change simply amends Service
regulations to reflect a statutory change
which severely curtails and, in the vast
majority of cases, effectively nullifies
part of the existing regulation.

In cases where an LAD requests that
the Service grant deferred action, the
Service will proceed according to
section X of the Service’s Standard
Operating Procedures for Enforcement
Officers: Arrest, Detention, Processing

and Removal (1997). Specifically, a
Service director may, in his or her
discretion, recommend deferral of
(removal). Deferred action recognizes
that the Service has limited enforcement
resources and that every attempt should
be made administratively to use these
resources in a manner which will
achieve the greatest impact under the
immigration laws. Deferred action does
not confer any immigration status on an
alien, nor is it in any way a reflection

of an alien’s lawful immigration status.
It does not affect periods of unlawful
presence previously accrued or accruing
while in such *‘status’ as defined in
section 212(a)(9) of the Act, and does
not alter the status of any alien who is
present in the United States without
being inspected and admitted. Under no
circumstances does deferred action cure
any defect in status under any section
of the Act for any purpose. Since
deferred action is not an immigration
status, no alien has the right to deferred
action. It is used solely for the
administrative convenience of, and in
the discretion of, the Service and
confers no protection or benefit on an
alien. Deferred action does not preclude
the Service from commencing removal
proceedings at any time against an alien.
While in deferred action status, an alien
may be granted work authorization
pursuant to 8 CFR 274a.12(c)(14).

LADs who apply for adjustment of
status in the United States while section
245(i) of the Act remains in effect may
adjust status despite ineligibility under
section 245(c) of the Act upon payment
of the additional sum.

Other Dependents

Some commenters asked for further
clarification about benefits available
under the CSPA to sons and daughters
who reach 21 years of age or marry.
Other writers asked that family
members living in the PRC be paroled
into the United States or be issued
nonimmigrant visas to immigrate to the
United States.

A son or daughter who is over the age
of 21 and meets the CSPA eligibility
requirements, including arrival in the
United States before April 11, 1990, may
adjust status under the CSPA without
regard to age or marital status at the
time of adjustment. See 8 CFR
245.9(c)(2), which specifies only that he
or she was unmarried and under the age
of 21 on April 11, 1990. A spouse or
child who does not meet the CSPA
requirements may be eligible to adjust
status as a family-based second
preference immigrant. The CSPA,
however, provides no authority for
parole of family members into the
United States, nor does it allow the use
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of nonimmigrant visas to immigrate to
this country.

Accordingly, no changes have been
made as a result of these comments.

Regulatory Flexibility Act

In accordance with 5 U.S.C. 605(b),
the Commissioner of the Immigration
and Naturalization Service certifies that
this rule will not, if promulgated, have
a significant adverse economic impact
on a substantial number of small
entities. This rule allows certain
nationals of the PRC to apply for
adjustment of status; it has no effect on
small entities as that term is defined in
5 U.S.C. 601(6).

Executive Order 12866

This rule is not considered by the
Department of Justice, Immigration and
Naturalization Service, to be a
“*significant regulatory action’ under
Executive Order 12866, section 3(f),
Regulatory Planning and Review, and
the Office of Management and Budget
has waived its review process under
section 6(a)(3)(A).

Executive Order 12612

The regulation will not have
substantial direct effects on the States,
on the relationship between the
National Government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this rule does not
have sufficient federalism implications
to warrant the preparation of a
Federalism Assessment.

Small Business Regulatory Enforcement
Fairness Act of 1996

This rule is not a major rule as
defined by section 804 of the Small
Business Regulatory Enforcement Act of
1996. This rule will not result in an
annual effect on the economy of $100
million or more; a major increase in
costs or prices; or significant adverse
effects on competition, employment,
investment, productivity, innovation, or
on the ability of United States-based
companies to compete with foreign-
based companies in domestic and
export markets.

Executive Order 12988 Civil Justice
Reform

This interim rule meets the applicable
standards set forth in section 3(a) and
3(b)(2) of E.O. 12988.

Unfunded Mandates Reform Act of
1995

This rule will not result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the

private sector, of $100 million or more
in any 1 year, and will not significantly
or uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

List of Subjects in 8 CFR Part 245

Aliens, Immigration, Reporting and
recordkeeping requirements.

Accordingly, the interim rule
amending 8 CFR part 245 which was
published at 58 FR 35832 on July 1,
1993, is adopted as a final rule with the
following change:

PART 245—ADJUSTMENT OF STATUS
TO THAT OF A PERSON ADMITTED
FOR PERMANENT RESIDENCE

1. The authority citation for part 245
continues to read as follows:

Authority: 8 U.S.C. 1101, 1103, 1182, 1255;
8 CFR part 2.

2.1n §245.9, paragraph (m) is revised
to read as follows:

§245.9 Adjustment of Status of Certain
Nationals of the People’s Republic of China
under Public Law 102—-404.

* * * * *

(m) Effect of enactment on family
members other than qualified family
members. The adjustment of status
benefits and waivers provided by Public
Law 102-404 do not apply to a spouse
or child who is not a qualified family
member as defined in paragraph (c) of
this section. However, a spouse or child
whose relationship to the principal
alien was established prior to the
approval of the principal’s adjustment-
of-status application may be accorded
the derivative priority date and
preference category of the principal
alien, in accordance with the provisions
of section 203(d) of the Act. The spouse
or child may use the priority date and
category when it becomes current, in
accordance with the limitations set forth
in sections 201 and 202 of the Act.

Dated: October 31, 1997.
Doris Meissner,

Commissioner, Immigration and
Naturalization Service.

[FR Doc. 97-31033 Filed 11-26-97; 8:45 am]
BILLING CODE 4410-10-M

DEPARTMENT OF AGRICULTURE
Food Safety and Inspection Service

9 CFR Parts 301, 307, 308, 310, 318,
381, 416, and 417

[Docket No. 97—-067N]

Livestock Carcasses and Poultry
Carcasses Contaminated With Visible
Fecal Material

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Notice on complying with food
safety standards under the HACCP
system regulations.

SUMMARY: The Food Safety and
Inspection Service is publishing this
notice to assure that the owners and
operators of federally inspected
slaughter establishments are aware that
the Agency views its ‘‘zero tolerance”
for visible fecal material as a food safety
standard. Fecal material is a vehicle for
microbial pathogens, and
microbiological contamination is a food
safety hazard that is reasonably likely to
occur in the slaughter production
process. In controlling microbiological
contamination, a hazard analysis and
critical control point plan for slaughter
must be designed, among other things,
to ensure that, by the point of post-
mortem inspection of livestock
carcasses or when poultry carcasses
enter the chilling tank, no visible fecal
material is present.

FOR FURTHER INFORMATION CONTACT:
Patricia F. Stolfa, Assistant Deputy
Administrator, Regulations and
Inspection Methods, Food Safety and
Inspection Service, Washington, DC
20250-3700; (202) 205-0699.
SUPPLEMENTARY INFORMATION: The Food
Safety and Inspection Service (FSIS)
administers a regulatory program under
the Federal Meat Inspection Act (FMIA)
(21 U.S.C. 601 et seq.) and the Poultry
Products Inspection Act (PPIA) (21
U.S.C. 451 et seq.) to protect the health
and welfare of consumers by preventing
the distribution of livestock products
and poultry products that are
unwholesome, adulterated, or
misbranded. A livestock product or
poultry product is adulterated under
any of a number of circumstances,
including the following: if it bears or
contains any poisonous or deleterious
substance which may render it injurious
to health, unless when the substance is
not an added substance, the quantity in
or on the article does not ordinarily
render it injurious to health; if it
consists in whole or in part of any
filthy, putrid, or decomposed substance
or is for any other reason unsound,
unhealthful, unwholesome, or otherwise
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unfit for human food; or if it has been
prepared, packed, or held under
unsanitary conditions whereby it may
have become contaminated with filth or
whereby it may have been rendered
injurious to health (21 U.S.C. 453(g)(1),
(9)(3), and (9)(4) and 601(m)(1), (M)(3),
and (m)(4)). Both the FMIA and the
PPIA include requirements for
government inspection and prohibit
transactions in products required to be
inspected unless they have been
“inspected and passed” or if they are
adulterated (21 U.S.C. 458(a)(2) and
610(c)).

FSIS enforces a “‘zero tolerance”
standard for visible fecal material on
carcasses and carcass parts at inspected
establishments that slaughter livestock
or poultry. This standard is reflected in
the Agency’s regulations under the
FMIA and the PPIA (9 CFR chapter llI,
subchapter A and subchapter C,
respectively), which require (among
other things) that establishments handle
livestock carcasses and carcass parts to
prevent contamination with fecal
material and promptly remove
contamination if it occurs (§310.18) and
that establishments prevent poultry
carcasses contaminated with visible
fecal material from entering the chilling
tank (8§ 381.65(e)). When inspection
program personnel observe fecal
material at post-mortem livestock
inspection or thereafter (i.e., at or after
the final rail) under the FMIA or when
poultry carcasses are about to enter the
chilling tank or thereafter (i.e., at any
point after the final pre-chiller wash)
under the PPIA, they condemn affected
carcasses and carcass parts unless the
contamination is removed in accordance
with regulatory requirements.

The Agency is publishing this notice
to assure that the owners and operators
of federally inspected slaughter
establishments are aware that FSIS
regards its zero tolerance for visible
fecal material as a food safety standard
under both the FMIA and the PPIA.
Reiterating the Agency’s position is
particularly appropriate now, as
federally inspected establishments
prepare to comply with the hazard
analysis and critical control point
(HACCP) system regulations (part 417).1

1Part 417 requirements, as well as pathogen
reduction performance standards for Salmonella in
establishments that slaughter cattle, swine,
chickens, or turkeys, prepare ground beef or fresh
pork sausage, or process ground chicken or turkey
(88 310.25(b) and 381.94(b)) will apply as of January
26, 1998, in establishments with 500 or more
employees; January 25, 1999, in establishments
with 10 or more but fewer than 500 employees

The essence of FSIS’s position is that
fecal material is a vehicle for microbial
pathogens, and microbiological
contamination is a food safety hazard
that is reasonably likely to occur in the
slaughter production process (§417.2(a)
and (b)). Consequently, HACCP plans
must control for microbiological
contamination at slaughter, and to meet
the zero tolerance standard, an
establishment’s controls must (among
other things) include limits that ensure
that no visible fecal material is present
by the point of post-mortem inspection
of livestock carcasses or before poultry
carcasses enter the chilling tank
(8417.2(c)).

In the Pathogen Reduction-HACCP
Systems final rule (61 FR 38806, July 25,
1996), FSIS explained the reasoning
underlying its position on fecal
contamination, and at the beginning of
this year, FSIS addressed the role of its
zero tolerance for visible fecal material
on poultry carcasses in the final rule
that codified the standard under the
PPIA (62 FR 5139, February 4, 1997).
Preparation for implementation of the
HACCP system regulations has not
changed the Agency’s conclusions about
the appropriateness of this standard,
under the FMIA as well as the PPIA.

As the Agency stated in the Pathogen
Reduction-HACCP Systems final rule
(61 FR 38837):

In slaughter establishments, fecal
contamination of carcasses is the primary
avenue for contamination by pathogens.
Pathogens may reside in fecal material and
ingesta, both within the gastrointestinal tract
and on the exterior surfaces of animals going
to slaughter. Therefore, without care being
taken in handling and dressing procedures
during slaughter and processing, the edible
portions of the carcass can become
contaminated with bacteria capable of
causing illness in humans. Additionally,
once introduced into the establishment
environment, the organisms may be spread
from carcass to carcass.

Because the microbial pathogens
associated with fecal contamination are the
single most likely source of potential food
safety hazard in slaughter establishments,
preventing and removing fecal contamination
and associated bacteria are vital
responsibilities of slaughter establishments.
Further, because such contamination is
largely preventable, controls to address it
will be a critical part of any slaughter
establishment’s HACCP plan. Most slaughter
establishments already have in place
procedures designed to prevent and remove
visible fecal contamination.

(unless the establishment has annual sales of less
than $2.5 million); and January 25, 2000, in
establishments with fewer than 10 employees or
annual sales of less than $2.5 million.

As noted in the zero tolerance final
rule and confirmed today with respect
to livestock as well as poultry,
establishments that process animals
must adopt controls that they can
demonstrate are effective in reducing
the occurrence of microbial pathogens,
including controls that prevent the fecal
contamination of carcasses (62 FR
5140). Under the HACCP system
regulations, critical control points to
eliminate contamination with visible
fecal material are predictable and
essential components of all slaughter
establishments’ HACCP plans. Initial
validation of a HACCP plan for
slaughter and monitoring thereunder, as
verified and documented in
establishment records, must
demonstrate the effective operation of
the plan’s controls on a continuing basis
(88417.3(a), 417.4, and 417.5).

FSIS personnel will continue to verify
compliance with the zero tolerance
standard in slaughter establishments
that are subject to part 417
requirements. The Agency will use
visual observations and other findings
by FSIS personnel in evaluating the
effectiveness of an establishment’s
preventive controls and corrective
actions for fecal contamination (88417.6
and 417.8). The presence of visible fecal
contamination on livestock carcasses
presented for post-mortem inspection or
poultry carcasses entering the chilling
tank will mean that establishment
controls have failed; repeated failures
will evidence that establishment
corrective actions have failed to prevent
recurrence and, thus, possible system
inadequacy.

In addition to enforcing the zero
tolerance for visible fecal material, FSIS
will use the results of establishment
testing for generic E. coli (Escherichia
coli Biotype I, as already required by
§310.25(a) or §381.94(a)) in assessing
how well an establishment is
controlling its slaughter and dressing
processes to prevent fecal
contamination. The pathogen reduction
performance standards for Salmonella
(88310.25(b) and 381.94(b)), which FSIS
will enforce through its own testing
program, will complement the zero
tolerance standard and E. coli testing.

Done at Washington, DC, on November 18,
1997.
Thomas J. Billy,
Administrator.
[FR Doc. 97-31176 Filed 11-26-97; 8:45 am]
BILLING CODE 3410-DM-P
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FEDERAL DEPOSIT INSURANCE
CORPORATION

12 CFR Part 363
RIN 3064—-AC06

Independent Audits and Reporting
Requirements

AGENCY: Federal Deposit Insurance
Corporation (FDIC or Corporation).

ACTION: Final rule.

SUMMARY: The FDIC is amending its
regulations concerning annual
independent audits and reporting
requirements which implement section
36 of the Federal Deposit Insurance Act
(FDI Act). Section 36 is generally
intended to facilitate early identification
of problems in financial management at
larger insured depository institutions
through annual independent audits,
assessments of the effectiveness of
internal controls and compliance with
designated laws and regulations, and
more stringent reporting requirements.

Section 2301 of the Economic Growth
and Regulatory Paperwork Reduction
Act of 1996 (EGRPRA) repealed section
36(e) of the FDI Act which required that
each insured depository institution over
a certain size have an independent
public accountant perform specified
procedures for determining compliance
with designated safety and soundness
laws. Accordingly, the FDIC is
eliminating Schedule A to Appendix A,
“Agreed Upon Procedures for
Determining Compliance with
Designated Laws”.

Section 2301 of EGRPRA also permits
the FDIC in certain circumstances to
exempt institutions from the
requirement that audit committees be
comprised entirely of outside directors.
It further permits the FDIC to designate
certain information filed under section
36 as privileged and confidential and
therefore not available to the public.

The FDIC is also making several
technical changes to the Guidelines and
Interpretations (Guidelines) published
as an appendix to the annual
independent audit rule. The changes
delete certain filing requirements that
have been determined to be
unnecessary, and clarify ambiguities
identified by the Corporation, financial
institutions, and accountants since the
audit rule was promulgated.

EFFECTIVE DATE: The final regulation is
effective January 1, 1998.

FOR FURTHER INFORMATION CONTACT:
Doris L. Marsh, Examination Specialist,
Division of Supervision (202) 898—8905,
FDIC, 550 17th Street, N.W.,
Washington, DC 20429, or Sandra

Comenetz, Counsel, Legal Division,
(202) 898-3582, FDIC, 550 17th Street
N.W., Washington, DC 20429.

SUPPLEMENTARY INFORMATION:
I. Background

Section 112 of the Federal Deposit
Insurance Corporation Improvement Act
of 1991 (FDICIA) added section 36,
“Independent Annual Audits of Insured
Depository Institutions,” to the FDI Act
(12 U.S.C. 1831m). As enacted, section
36 required the FDIC, in consultation
with the appropriate federal banking
agencies, to promulgate regulations
requiring each insured depository
institution over a certain asset size
(covered institution) to have an annual
independent audit of its financial
statements performed in accordance
with generally accepted auditing
standards and section 37 of the FDI Act
(12 U.S.C. 1831n), and to provide a
management report and an independent
public accountant’s attestation
concerning the effectiveness of the
institution’s internal controls for
financial reporting and its compliance
with designated safety and soundness
laws. Section 36 also requires each
covered institution to have an
independent audit committee. The audit
committee of each large covered
institution (total assets exceeding $3
billion) must meet certain additional
requirements.

In June 1993, the FDIC published 12
CFR part 363 (58 FR 31332, June 2,
1993) to implement the provisions of
section 36 of the FDI Act. Under part
363, the requirements of section 36
apply to each insured depository
institution with $500 million or more in
total assets at the beginning of any fiscal
year that begins after December 31,
1992. Part 363 also includes Guidelines
and Interpretations (Appendix A to part
363), which are intended to assist
institutions and independent public
accountants in understanding and
complying with section 36 and part 363.

Section 314 of the Riegle Community
Development and Regulatory
Improvement Act of 1994 amended
sections 36(i) and 36(g)(2) of the FDI Act
(12 U.S.C. 1831m (i) and (9)(2))- The
purpose of section 314(a) was to provide
relief from certain duplicative reporting
under section 36 of the FDI Act for
sound, well managed insured
depository institutions with over $9
billion in total assets which are
subsidiaries of multibank holding
companies. The regulation was
amended effective April 1, 1996, to
implement section 314.

Section 2301 of EGRPRA repealed
section 36(e) and amended sections

36(a)(3) and 36(g)(1) of the FDI Act.
Section 36(e) required that each covered
institution have an independent public
accountant perform specified
procedures for determining compliance
with designated safety and soundness
laws. To comply with the repeal of
section 36(e), the FDIC is removing
Schedule A to Appendix A, “Agreed
Upon Procedures for Determining
Compliance with Designated Laws,”
and is making conforming changes to
the regulation and the Guidelines.

The amendment to section 36(g)(1) of
the FDI Act grants authority for each
appropriate federal banking agency to
permit a covered institution under its
supervision to have an audit committee
consisting of a majority of outside
directors, instead of consisting entirely
of outside directors, if the agency
determines that the institution has
encountered hardships retaining and
recruiting a sufficient number of
competent outside directors to serve on
the committee. The amendment to
section 36(a)(3) permits the FDIC and
the appropriate federal banking agency
to designate certain information filed
under section 36 as privileged and
confidential and not available to the
public.

Since 1993 when part 363 was
promulgated, no institution has
requested relief from the FDIC because
the institution had difficulty in
recruiting or retaining outside directors
for its audit committee nor has any
institution requested confidential
treatment of any otherwise public
information filed under section 36.
Because the banking agencies would
consider such matters on a case-by-case
basis, and to avoid additional burden,
no implementing regulations are being
promulgated.

I1. Discussion of Amendment

The FDIC is amending part 363 to:
conform it to the amended statute,
update certain references, eliminate an
unnecessary filing by independent
public accountants, and align the filing
requirements with the FDIC’s current
approach for supervising banking
organizations.

The FDIC is deleting Schedule A to
Appendix A, “Agreed Upon Procedures
for Determining Compliance with
Designated Laws”’, and Guideline 19 to
conform the regulation to the amended
statute which repealed the requirement
that each covered institution have an
independent public accountant perform
specified procedures for determining
compliance with designated safety and
soundness laws. In addition, §8 363.3(b)
and 363.4 (a) and (b) have been
amended to delete references to
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Schedule A and the independent public
accountant’s attestation on compliance
with Designated Laws and Regulations
(Designated Laws). Guidelines 8, 16,
and 18 likewise have been revised.

Although section 2301 of EGRPRA
repealed the statutory requirement that
an independent public accountant
provide an attestation report on the
performance of agreed-upon procedures
for determining an institution’s
compliance with Designated Laws,
management is still required to file an
annual report with the FDIC and
appropriate federal and state banking
agencies which includes a statement of
its responsibility for complying with
Designated Laws and an assessment of
the institution’s compliance with such
laws and regulations. Revised Guideline
12 identifies the two categories of
Designated Laws. Table 1 to Appendix
A lists the specific federal laws and
regulations within these categories.

The Introduction to the Guidelines
and Interpretations has been amended
to remove outdated language. Also, the
references to documents which provide
information on safeguarding of assets
and standards for internal control in
footnote 2 to Guideline 10 have been
updated.

The FDIC has removed the provision
in Guideline 16 that an accountant may
elect to file a list of covered institutions
that are audit clients in lieu of a peer
review report for each client. The FDIC
has found that the list of client
institutions is not needed.

Revised Guideline 22 (previously
numbered Guideline 23) has been
amended to reflect the FDIC’s current
approach to supervising banking
organizations which own more than one
depository institution. In such cases,
one FDIC region is designated to manage
supervision of the entire organization.
The amended guideline states that
covered institutions filing under part
363 on a holding company basis should
submit their reports to the appropriate
FDIC regional office.

I11. Public Comment Waiver and
Effective Date

The Administrative Procedure Act, 5
U.S.C. 551 et seq. (APA), requires that
general notice of a proposed rulemaking
be published in the Federal Register. 5
U.S.C. 553(b). An exception to the rule
exists if the agency for good cause finds
“* * * that notice and public procedure
thereon are impracticable, unnecessary,
or contrary to the public interest.”” 5
U.S.C. 553(b)(B). The FDIC is publishing
the amendments to part 363 as a final
rule without notice and comment
because the amendments consist of only
minor and technical changes. The FDIC

finds that publication in this case is
unnecessary.

IVV. Paperwork Reduction Act

This regulation contains
modifications to a collection of
information that have been reviewed
and approved by the Office of
Management and Budget on November
5, 1997, under control number 3064—
0113 pursuant to the Paperwork
Reduction Act (44 U.S.C. 3501 et seq.).
The primary modification is the
deletion, from Appendix A, of Schedule
A “Agreed Upon Procedures for
Determining Compliance with
Designated Laws”.

Comments are invited on: (a) Whether
the collection of information is
necessary for the proper performance of
the FDIC’s functions, including whether
the information has practical utility; (b)
the accuracy of the estimates of the
burden of the information collection; (c)
ways to enhance the quality, utility, and
clarity of the information to be
collected; and (d) ways to minimize the
burden of the information collection on
respondents, including through the use
of automated collection techniques or
other forms of information technology.

Comments should be addressed to the
Office of Information and Regulatory
Affairs, Office of Management and
Budget, Attention: Desk Officer
Alexander Hunt, New Executive Office
Building, Room 3208, Washington, D.C.
20503, with copies of such comments to
Steven F. Hanft, Assistant Executive
Secretary (Regulatory Analysis), Federal
Deposit Insurance Corporation, Room
F—4001-B, 550 17th Street, NW,
Washington, D.C. 20429. All comments
should refer to “3064-0113"".

The estimated reporting burden for
the collection of information under part
363 is:

Number of Respondents: 420.

Number of Responses per
Respondent: 3.

Total Annual Responses: 1,260.
Hours per Response: 32.
Total Annual Burden Hours: 40,320.

V. Regulatory Flexibility Act

The rule expressly exempts insured
depository institutions having assets of
less than $500 million, and, for that
reason, is inapplicable to small entities.
Therefore, pursuant to section 605(b) of
the Regulatory Flexibility Act (Pub. L.
96-354, 5 U.S.C. 601 et seq.), it is
certified that the rule would not have a
significant impact on a substantial
number of small entities.

V1. Small Business Regulatory
Enforcement Fairness Act

The Small Business Regulatory
Enforcement Fairness Act of 1996
(SBREFA) (Title Il, Pub. L. 104-121)
provides generally for agencies to report
rules to Congress and the General
Accounting Office (GAO) for review.
The reporting requirement is triggered
when a federal agency issues a final
rule. The FDIC will file the appropriate
reports with Congress and the GAO as
required by SBREFA.

Because the Office of Management
and Budget has determined that the rule
does not constitute a ““major rule’” as
defined by SBREFA, the final rule will
take effect on January 1, 1998.

List of Subjects in 12 CFR Part 363

Accounting, Administrative practice
and procedure, Banks, banking,
Reporting and recordkeeping
requirements.

For the reasons set forth in the
preamble, the Board of Directors of the
FDIC hereby amends Part 363 of title 12,
chapter Ill, of the Code of Federal
Regulations as follows:

PART 363—ANNUAL INDEPENDENT
AUDITS AND REPORTING
REQUIREMENTS

1. The authority citation for part 363
continues to read as follows:

Authority: 12 U.S.C. 1831m.

2. Section 363.3 is amended by
revising paragraph (b) to read as follows:

§363.3 Independent public accountant.
* * * * *

(b) Additional report. Such
independent public accountant shall
examine, attest to, and report separately
on, the assertion of management
concerning the institution’s internal
control structure and procedures for
financial reporting. The attestation shall
be made in accordance with generally
accepted standards for attestation
engagements.

* * * * *

3. Section 363.4 is amended by
revising paragraphs (a) and (b) to read
as follows:

§363.4 Filing and notice requirements.

(a) Annual reporting. Within 90 days
after the end of its fiscal year, each
insured depository institution shall file
with each of the FDIC, the appropriate
federal banking agency, and any
appropriate state bank supervisor, two
copies of an annual report containing
audited annual financial statements, the
independent public accountant’s report
thereon, management’s statements and
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assessments, and the independent
public accountant’s attestation report
concerning the institution’s internal
control structure and procedures for
financial reporting as required by
§8363.2(a), 363.3(a), 363.2(b), and
363.3(b), respectively.

(b) Public availability. The annual
report in paragraph (a) of this section
shall be available for public inspection.
* * * * *

4. Appendix A to part 363 is amended
by revising the table of contents entry
for item 18, by removing the table of
contents entry for item 19, by
redesignating table of contents entries
20 through 37 as 19 through 36,
respectively, by revising the
introduction and guidelines 8, 10, 12,
16, 18 to read as follows:

Appendix A to Part 363—Guidelines
and Interpretations

Table of Contents
* * * * *

18. Attestation Report

* * * * *

Introduction

Congress added section 36, “Early
Identification of Needed Improvements in
Financial Management” (section 36), to the
Federal Deposit Insurance Act (FDI Act) in
1991.

The FDIC Board of Directors adopted 12
CFR part 363 of its rules and regulations (the
Rule) to implement those provisions of
section 36 that require rulemaking. The FDIC
also approved these ““Guidelines and
Interpretations” (the Guidelines) and
directed that they be published with the Rule
to facilitate a better understanding of, and
full compliance with, the provisions of
section 36.

Although not contained in the Rule itself,
some of the guidance offered restates or refers
to statutory requirements of section 36 and is
therefore mandatory. If that is the case, the
statutory provision is cited.

Furthermore, upon adopting the Rule, the
FDIC reiterated its belief that every insured
depository institution, regardless of its size or
charter, should have an annual audit of its
financial statements performed by an
independent public accountant, and should
establish an audit committee comprised
entirely of outside directors.

The following Guidelines reflect the views
of the FDIC concerning the interpretation of
section 36. The Guidelines are intended to
assist insured depository institutions
(institutions), their boards of directors, and
their advisors, including their independent
public accountants and legal counsel, and to
clarify section 36 and the Rule. Itis
recognized that reliance on the Guidelines
may result in compliance with section 36 and
the Rule which may vary from institution to
institution. Terms which are not explained in
the Guidelines have the meanings given them

in the Rule, the FDI Act, or professional
accounting and auditing literature.
* * * * *

Annual Reporting Requirements (8§ 363.2)

* * * * *

8. Management Report. Management
should perform its own investigation and
review of the effectiveness of internal
controls and compliance with the Designated
Laws defined in Guideline 12. Management
also should maintain records of its
determinations and assessments until the
next federal safety and soundness
examination, or such later date as specified
by the FDIC or appropriate federal banking
agency. Management should provide in its
assessment of the effectiveness of internal
controls, or supplementally, sufficient
information to enable the accountant to
report on its assertion. The management
report of an insured branch of a foreign bank
should be signed by the branch’s managing
official if the branch does not have a chief
executive or financial officer.

* * * * *

10. Standards for Internal Controls. Each
institution should determine its own
standards for establishing, maintaining, and
assessing the effectiveness of its internal
controls.2
* * * * *

12. Compliance with Laws and
Regulations. The designated laws and
regulations are the federal laws and
regulations concerning loans to insiders and
the federal and state laws and regulations
concerning dividend restrictions (the
Designated Laws). Table 1 to this Appendix
A lists the designated federal laws and
regulations pertaining to insider loans and
dividend restrictions that are applicable to
each type of institution.

Role of Independent Public Accountant
(8363.3)

* * * * *

16. Filing Peer Review Reports. Within 15
days of receiving notification that the peer
review has been accepted, or before
commencing any audit under the Rule,

2|n considering what information is needed on
safeguarding of assets and standards for internal
controls, management may review guidelines
provided by its primary federal regulator; the
FDIC’s Division of Supervision Manual of
Examination Policies; the Federal Reserve Board’s
Commercial Bank Examination Manual and other
relevant regulations; the Office of Thrift
Supervision’s Thrift Activities Handbook; the
Comptroller of the Currency’s Handbook for
National Bank Examiners; and standards published
by professional accounting organizations, such as
the American Institute of Certified Public
Accountants’ (AICPA) Statement on Auditing
Standards No. 55, “Consideration of the Internal
Control Structure in a Financial Statement Audit,”
as amended by Statement of Auditing Standards
No. 78; the Committee of Sponsoring Organizations
(COSO) of the Treadway Commission’s Internal
Control—Integrated Framework, including its
addendum on safeguarding of assets; and other
internal control standards published by the AICPA,
other accounting or auditing professional
associations, and financial institution trade
associations.

whichever is earlier, two copies of the most
recent peer review report, accompanied by
any letter of comments and letter of response,
should be filed by the independent public
accountant (if not already on file) with the
FDIC, Registration and Disclosure Section,
550 17th Street, N.W., Washington, D.C.
20429, where they will be available for
public inspection. All corrective action
required under any qualified peer review
report should have been taken before
commencing services under this Rule.

* * * * *

18. Attestation Report. The independent
public accountant should provide the
institution with an internal controls
attestation report and any management letter
at the conclusion of the audit as required by
section 36(c)(1). If a holding company
subsidiary relies on its holding company
management report, the accountant may
attest to and report on management’s
assertions in one report, without reporting
separately on each subsidiary covered by the
Rule. The FDIC has determined that
management letters are exempt from public
disclosure.

* * * * *

5. Appendix A to part 363 is amended
by removing Guideline 19 and
redesignating Guidelines 20 through 37
as 19 through 36, respectively.

6. Appendix A to part 363 is amended
by revising newly designated Guideline
22 to read as follows:

* * * * *

Filing and Notice Requirements (§ 363.4)

22. Place for Filing. Except for peer review
reports filed pursuant to Guideline 16, all
reports and notices required by, and other
communications or requests made pursuant
to, the Rule should be filed as follows:

(a) FDIC: Appropriate FDIC Regional Office
(Supervision), i.e., the FDIC regional office in
the FDIC region in which the institution is
headquartered or, in the case of a subsidiary
institution of a holding company, the FDIC
regional office that is responsible for
monitoring the consolidated company. A
filing made on behalf of several covered
institutions owned by the same parent
holding company should be accompanied by
a transmittal letter identifying all of the
institutions covered.

(b) Office of the Comptroller of the
Currency (OCC): appropriate OCC
Supervisory Office.

(c) Federal Reserve: appropriate Federal
Reserve Bank.

(d) Office of Thrift Supervision (OTS):
appropriate OTS District Office.

(e) State bank supervisor: the filing office
of the appropriate state bank supervisor.

* * * * *

7. Schedule A to Appendix A of part
363 and the Tables to Schedule A are
removed.

8. Table 1 is added to Appendix A to
read as follows:
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TABLE 1 TO APPENDIX A

Designated Federal Laws and Regulations Applicable to

State non-

National State mem- Savings as-
banks ber banks rr;gﬂllggr socia%ions
Insider Loans—Parts and/or Sections of Title 12 of the United States Code
3758 . Loans to Executive Officers of Banks .........cccccoeeviiieiniiieiniieenien. ad d ® ®)
375b i Prohibitions Respecting Loans and Extensions of Credit to Execu- O O ®) ®)
tive Officers and Directors of Banks, Political Campaign, Com-
mittees, etc.
1468(b) .....ccvvee Extensions of Credit to Executive Officers, Directors, and Principal | .........ccccccees | covvviiiniviiins | e O
Shareholders.
1828()(2) .eveeneen Provisions Relating to Loans, Extensions of Credit, and Other | .......ccococces | ciiiiiiiiiiiieenne O ] e
Dealings Between Member Banks and Their Affiliates, Executive
Officers, Directors, etc.
1828())(3)(B) ...... Extensions of Credit Applicability of Provisions Relating to Loans, () | (B) |
Extensions of Credit, and Other Dealings Between Insured
Branches of Foreign Banks and Their Insiders.
Parts and/or Sections of Title 12 of the Code of Federal Regulations
235 e Application of Legal Lending Limits; Restrictions on Transactions A P IS
With Affiliates.
Extensions of Credit to National Bank Insiders ............cccccevivieinens O | e | e | e,
Subpart A—Loans by Member Banks to Their Executive Officers, O | *) )
Directors, and Principal Shareholders.
Subpart B—Reports of Indebtedness of Executive Officers and O O *) ®)
Principal Shareholders of Insured Nonmember Banks.
337.3 e, Limits on Extensions of Credit to Executive Officers, Directors, and | .......ccccccceee | vovevieenieeiinnens O ] e
Principal Shareholders of Insured Nonmember Banks.
3493 ... Reports by Executive Officers and Principal Shareholders ............. | cocooviiiniicns | vveviiiiiciieee 8
563.43 ... Loans by Savings Associations to Their Executive Officers, DIir€C- | .....ccoccvvvicees | covvviineviiiinenes | eevviveeesiineennnns O

tors, and Principal Shareholders.

Dividend Restrictions—Parts and/or Sections of Title 12 of the United States Code

Prohibition on Withdrawal of Capital and Unearned Dividends ....... O ]

Dividends and Surplus FUNAS ..........ccoovieiiiiiiniiieie e O O

Declaration of DIVIdENAS ........cccccoiiiiiiiiiiiiisic e ieeis | e | e

Prompt Corrective Action—Dividend Restrictions ............cccocceeeenee. O O
Parts and/or Sections of Title 12 of the Code of Federal Regulations

Payment of dividends; capital limitation
Payment of dividends; earnings limitation
Prompt Corrective Action—Dividend Restrictions ...
Dividends Payable in Property Other Than Cash
Payments of Dividends
Prompt Corrective Action ...
Prompt Corrective Action
Capital Distributions
Prompt Corrective Action

1Subsections (g) and (h) only.

2 Applies only to insured federal branches of foreign banks.
3 Applies only to insured state branches of foreign banks.
4See 12 CFR parts 337.3 and 349.3.

5See 12 CFR part 563.43.
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By Order of the Board of Directors.

Dated at Washington, D.C., this 12th day of
November, 1997.

Federal Deposit Insurance Corporation.
Robert E. Feldman,

Executive Secretary.

[FR Doc. 97-30860 Filed 11-26-97; 8:45 am]
BILLING CODE 6714-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 95-NM-29—-AD; Amendment
39-10223; AD 97-24-16]

RIN 2120-AA64

Airworthiness Directives; Fokker
Model F28 Mark 0070 and 0100 Series
Airplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain Fokker Model F28
Mark 0070 and 0100 series airplanes,
that requires a one-time operational test
of a certain pitot heating system, repair
or replacement of failed elements, and
repair or replacement of the pitot
heating system with a new improved
system. This amendment also requires
installation of new power supply wiring
with increased gauge thickness, and a
circuit breaker with an increased
amperage rating. This amendment is
prompted by the issuance of mandatory
continuing airworthiness information by
a foreign civil airworthiness authority.
The actions specified by this AD are
intended to prevent icing of the No. 1
pitot tube, which could result in failure
of the No. 1 Air Data Computer, or
output of erroneous airspeed data to all
on-side subsidiary systems, including
the Automatic Flight Control and
Augmentation System.

DATES: Effective January 2, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 2,
1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from 95-NM-29-AD. This information
may be examined at the Federal
Aviation Administration (FAA),
Transport Airplane Directorate, Rules
Docket, 1601 Lind Avenue, SW.,
Renton, Washington; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain Fokker
Model F28 Mark 0070 and 0100 series
airplanes was published as a
supplemental notice of proposed
rulemaking (NPRM) in the Federal
Register on February 3, 1997 (62 FR
4944). That action proposed to require
a one-time operational test of the No. 1
pitot heating system, repair or
replacement of failed elements, and
repair or replacement of the pitot
heating system with a new improved
system. That action also proposed to
require installation of new power
supply wiring with increased gauge
thickness, and a circuit breaker with an
increased amperage rating.

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. Due
consideration has been given to the
comments received.

One commenter supports the
proposed rule.

Requests To Extend the Compliance
Time for Replacement of Pitot Tube

Two commenters request that the
compliance time, specified in paragraph
(b)(2) of the proposed AD, for
accomplishing the replacement of the
pitot tube and associated electrical
modifications be extended from the
proposed 18 months to 24 months. The
commenters state that such an extension
will allow the replacement to be
accomplished during a regularly
scheduled heavy maintenance check for
all but 7 of its affected airplanes, and
thereby minimize any additional
expenses that would be associated with
special scheduling.

The FAA does not concur with the
commenters’ request. In developing an
appropriate compliance time for this
action, the FAA considered not only the
degree of urgency associated with
addressing the subject unsafe condition,
but the manufacturer’s and foreign
airworthiness authority’s
recommendations as to an appropriate
compliance time, the availability of
required parts, and the practical aspect
of installing the required replacement
within an interval of time that parallels
the normal scheduled maintenance for
the majority of affected operators. The
FAA has determined that the
compliance time, as proposed,

represents the maximum interval of
time allowable for the affected airplanes
to continue to operate prior to
accomplishing the required replacement
without compromising safety. In
addition, the commenters have not
provided any data to substantiate why
an extension of the compliance time
would not compromise safety.

In consideration of all of these factors,
and in consideration of the amount of
time that has already elapsed since
issuance of the original NPRM, the FAA
has determined that further delay of this
modification is not appropriate.
However, under the provisions of
paragraph (d) of the final rule, the FAA
may approve requests for adjustments to
the compliance time if data are
submitted to substantiate that such an
adjustment would provide an acceptable
level of safety.

Conclusion

After careful review of the available
data, including the comments noted
above, the FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 129 Fokker
Model F28 Mark 0100 and 0070 series
airplanes of U.S. registry will be affected
by this AD.

The required operational check will
take approximately 1 work hour per
airplane to accomplish, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact for the
operational check required by this AD
on U.S. operators is estimated to be
$7,740, or $60 per airplane.

The required replacement of the pitot
heating system will take approximately
36 work hours per airplane, at an
average labor rate of $60 per work hour.
Required parts will cost approximately
$16,000 per airplane. Based on these
figures, the cost impact of this
replacement required by this AD on U.S.
operators is estimated to be $18,160 per
airplane.

For airplanes on which replacement
of the pitot heating system has been
accomplished previously, the required
installation of the power supply
electrical wiring and circuit breaker will
take approximately 12 work hours per
airplane, at an average labor rate of $60
per work hour. Required parts will cost
approximately $350 per airplane. Based
on these figures, the cost impact is
estimated to be $1,070 per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
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those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action” under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

97-24-16 Fokker: Amendment 39-10223.
Docket 95—-NM—-29-AD.

Applicability: Model F28 Mark 0070 and
0100 series airplanes, certificated in any

category, and having the following serial
numbers:

11244 through 11495, inclusive;
11497 through 11507, inclusive;
11509;

11511 through 11517, inclusive;
11519 through 11523, inclusive;
11527 through 11529, inclusive;
11532;

11536 through 11541, inclusive;
11543,;

11545;

11547,

11549;

11551,

11553 through 11565, inclusive;
11567,

11570;

11573; and

11574.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent icing of the No. 1 pitot tube,
which could result in failure of the No. 1 Air
Data Computer (ADC #1) or output of
erroneous airspeed data to all on-side
subsidiary systems, including the Automatic
Flight Control and Augmentation System
(AFCAS), accomplish the following:

(a) For airplanes that have type 853JB pitot
tubes installed: Within 30 days after the
effective date of this AD, perform an
operational test of the No. 1 pitot heating
system in accordance with Part 1 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF100-30-015, Revision 2,
dated January 25, 1995.

(1) If the pitot heating system passes the
operational test, accomplish the requirements
of either paragraph (b)(1) or (b)(2) of this AD,
as applicable, at the time specified.

(2) If any pitot tube heating element is
found to be inoperative, prior to further
flight, repair or replace the failed element
with a serviceable element, in accordance
with the Fokker 100 Aircraft Maintenance
Manual (AMM).

(b) For airplanes on which Fokker Service
Bulletin SBF100-30-017, dated August 23,
1995, has not been accomplished: At the

applicable time specified in either paragraph
(b)(1) or (b)(2) of this AD, replace the type
853JB or type 853KK No. 1 pitot tube, with

a type 853BR pitot tube; and install the
inverter, current sensor, wiring, and circuit
breaker; in accordance with Fokker Service
Bulletin SBF100-30-019, dated June 20,
1996.

(1) For airplanes with the flight warning
system (FWS) speed comparator not activated
and with a type 853JB No. 1 pitot tube
installed: Accomplish the replacement
within 9 months after the effective date of
this AD.

(2) For airplanes with the FWS speed
comparator activated or with a type 853KK
No. 1 pitot tube installed: Accomplish the
replacement within 18 months after the
effective date of this AD.

(c) For airplanes on which Fokker Service
Bulletin SBF100-30-017, dated August 23,
1995, has been accomplished, either in
service or factory-incorporated: Within 18
months after the effective date of this AD,
replace the No. 1 pitot heating circuit breaker
and modify the power supply electrical
wiring, in accordance with Fokker Service
Bulletin SBF100-30-020, dated June 20,
1996.

(d) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(e) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(f) The actions shall be done in accordance
with Fokker Service Bulletin SBF100-30—
015, Revision 2, dated January 25, 1995;
Fokker Service Bulletin SBF100-30-019,
dated June 20, 1996; and Fokker Service
Bulletin SBF100-30-020, dated June 20,
1996. Revision 2 of Fokker Service Bulletin
SBF100-30-015 contains the following list of
effective pages:

Page No.

Revision level shown

on page Date shown on page

1, 3,9, 15,17, 18, 22, 35, 36, 38 ..
2,12, 14, 16, 25, 26, 30-32, 37

4-8, 10, 11, 13, 19-21, 23, 24, 27-29, 33, 34, 39

January 25, 1995.
September 14, 1994.
July 7, 1994.
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This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Fokker Services B.V., Technical
Support Department, P.O. Box 75047, 1117
ZN Schiphol Airport, The Netherlands.
Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Note 3: The subject of this AD is addressed
in Netherlands airworthiness directive BLA
94-114(A), dated August 5, 1994.

(9) This amendment becomes effective on
January 2, 1998.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31021 Filed 11-26-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96-NM-185—-AD; Amendment
39-10218; AD 97-24-11]

RIN 2120-AA64
Airworthiness Directives; Fokker
Model F28 Mark 0100 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain Fokker Model F28
Mark 0100 series airplanes, that requires
repetitive inspections of certain flanges
and finger strips at rib 5.0 of the vertical
stabilizer to detect fatigue cracking, and
repairs, if necessary. This amendment
also requires modifications that would
strengthen the torsion box at rib 5.0 and
prevent fatigue cracking; one of these
modifications constitutes terminating
action for the repetitive inspections.
This amendment is prompted by reports
indicating that, during full-scale fatigue
testing, cracking has been found on the
vertical stabilizer of the test article. The
actions specified by this AD are
intended to detect and prevent fatigue
cracking in the subject area, which, if
not corrected, could reduce the
structural integrity of the vertical
stabilizer.
DATES: Effective January 2, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director

of the Federal Register as of January 2,
1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from Fokker Services B.V., Technical
Support Department, P.O. Box 75047,
1117 ZN Schiphol Airport, The
Netherlands. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain Fokker
Model F28 Mark 0100 series airplanes
was published in the Federal Register
on January 14, 1997 (62 FR 1866). That
action proposed to require repetitive
eddy current inspections to detect
fatigue cracking of the left-hand and
right-hand flanges and finger strips at
rib 5.0 of the vertical stabilizer, and
repair, if necessary. That action also
proposed to require modification of rib
5.0 by the installation of a stiffener to
the torsion box; this modification would
be preceded by an eddy current
inspection to detect fatigue cracking,
and repair, if necessary.
Accomplishment of this modification
constitutes terminating action for the
repetitive inspection requirements. In
addition, that action proposed to require
another modification of rib 5.0 by cold-
expanding certain bolt holes on the
torsion box.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. Due
consideration has been given to the
comments received.

One commenter supports the
proposed rule.

Requests To Extend the Compliance
Time

Two commenters request that the
compliance time for accomplishing the
proposed eddy current inspection and
modification of rib 5.0 of the vertical
stabilizer [required by paragraphs (b)(1)
and (b)(2) of the proposed AD,
respectively] be extended from “prior to
the accumulation of 13,500 total

landings, or within 6 months * * *” to
“prior to the accumulation of 16,000
total landings or within 12 months.”
One of these commenters states that it

is currently performing the subject
inspection and modification during its
F100 “Q” check visit, which is currently
scheduled at 16,000 flight hours or
16,000 landings, whichever occurs first.
The commenter also states that ten of its
airplanes, which have accumulated
between 10,972 and 14,976 flight cycles,
have been inspected and modified. This
commenter points out that no cracks
have been detected on these airplanes.
This commenter contends that
accomplishment of the repetitive
inspections required by paragraph (a) of
the proposed AD at 2,000 flight cycle
intervals will assure that the required
level of safety is maintained.

The FAA does not concur with the
commenters’ request to extend the
compliance time. The FAA points out
that the proposed compliance time of
paragraphs (b)(1) and (b)(2) of the AD
was developed in consideration of not
only the degree of urgency associated
with addressing the unsafe condition,
but such factors as the manufacturer’s
and the foreign airworthiness
authority’s [i.e., Rijksluchtvaartdienst
(RLD)] recommendations, the
availability of required parts, and the
practical aspect of installing the
required modification within an interval
of time that parallels normal scheduled
maintenance for the majority of affected
operators. The FAA also has consulted
with the manufacturer and RLD and
determined that 13,500 flight cycles
represents the maximum number of
flight cycles allowable for the affected
airplanes to continue to operate prior to
accomplishing the required inspections
and modification without compromising
safety. The proposed compliance times
are based on results of fatigue tests and
analysis of the effects of the thrust
reverser loads on adjacent structure.

In addition, the FAA finds that the
commenters have not submitted any
data to substantiate why a 2,500 flight-
cycle extension of the compliance time
would not compromise safety, nor have
the commenters addressed whether
further inspections would be necessary
to ensure the long term operational
safety. However, under the provisions of
paragraph (e) of the final rule, the FAA
may approve requests for adjustments to
the compliance time if sufficient data
are submitted to substantiate that such
an adjustment would provide an
acceptable level of safety.

Conclusion

After careful review of the available
data, including the comments noted
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above, the FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 122 Fokker
Model F28 Mark 0100 series airplanes of
U.S. registry will be affected by this
proposed AD.

Approximately 77 airplanes will be
required to conduct repetitive
inspections of the left-hand and right-
hand flanges and finger strips at rib 5.0
of the vertical stabilizer. It will take
approximately 10 work hours per
airplane to accomplish each required
inspection. The average labor rate is $60
per work hour. Based on these figures,
the cost impact of these inspections
required by this AD on U.S. operators of
these airplanes is estimated to be
$46,200, or $600 per airplane, per
inspection.

Approximately 77 airplanes also will
be required to accomplish the
installation of steel reinforcement in the
torsion box at rib 5.0 of the vertical
stabilizer. It will take approximately 170
work hours per airplane to accomplish
this modification (including a pre-
modification inspection). The average
labor rate is $60 per work hour.
Required parts will cost approximately
$27,000. Based on these figures, the cost
impact of this modification required by
this AD on U.S. operators of these
airplanes is estimated to be $2,864,400,
or $37,200 per airplane.

Approximately 122 airplanes will be
required to accomplish the cold
expansion of holes in the torsion box at
rib 5.0 of the vertical stabilizer. It will
take approximately 17 work hours per
airplane to accomplish this
modification, or approximately 8 work
hours per airplane if this modification is
done at the same time as the installation
of steel reinforcement. The average labor
rate is $60 per work hour. Required
parts will cost approximately $206.
Based on these figures, the cost impact
of this modification required by this AD
on U.S. operators of these airplanes is
estimated to be between $83,692 and
$149,572, or between $686 and $1,226
per airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or

on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

97-24-11 Fokker: Amendment 39-10218.
Docket 96—NM-185-AD.

Applicability: Model F28 Mark 0100 series
airplanes having the serial numbers specified
in Table 1 of this AD; certificated in any
category.

TABLE 1.—SERIAL NUMBERS OF
AIRPLANES SUBJECT TO THIS AD

inclusive
inclusive

11244 through 11460,
11463 through 11469,
11471
11474 through 11483,
11489 through 11491,
11497 through 11499,
11501
11502
11504
11506

inclusive
inclusive
inclusive

TABLE 1.—SERIAL NUMBERS OF AIR-
PLANES SUBJECT TO THIS AD—
Continued

11507
11512 through 11515, inclusive
11517
11520

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (e) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To detect and prevent fatigue cracking in
the vertical stabilizer, which consequently
could reduce its structural integrity,
accomplish the following

(a) For airplanes having serial numbers
11244 through 11419, inclusive, and 11421:
Except as provided by paragraph (c) of this
AD, prior to the accumulation of 8,500 total
landings or within 30 days after the effective
date of this AD, whichever occurs later,
perform an eddy current inspection to detect
fatigue cracking in the left-hand and right-
hand flanges and finger strips at rib 5.0 of the
vertical stabilizer, in accordance with Fokker
Service Bulletin SBF100-55-019, Revision 1,
dated May 19, 1993.

(1) If no cracking is detected, repeat this
inspection thereafter at intervals not to
exceed 2,000 landings until the requirements
of paragraph (b) of this AD are accomplished.

(2) If any cracking is detected, prior to
further flight, repair in accordance with a
method approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate.

(b) For airplanes with serial numbers
11244 through 11419 inclusive, and 11421,
accomplish the requirements of both
paragraphs (b)(1) and (b)(2) of this AD:

(1) Except as provided by paragraph (c) of
this AD, prior to the accumulation of 13,500
total landings, or within 6 months after the
effective date of this AD, whichever occurs
later, perform an eddy current inspection to
detect fatigue cracking in the left-hand and
right-hand flanges and finger strips at rib 5.0
of the vertical stabilizer, in accordance with
Part 1 of the Accomplishment Instructions of
Fokker Service Bulletin SBF100-55-018,
Revision 1, dated December 27, 1993.

(i) If no cracking is detected, prior to
further flight, accomplish the requirements of
paragraph (b)(2) of this AD.

(i) If any cracking is detected, prior to
further flight, repair in accordance with a
method approved by the Manager,
International Branch, ANM-116, and
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accomplish the requirements of paragraph
(b)(2) of this AD.

(2) After accomplishing the requirements
of paragraph (b)(1) of this AD, modify rib 5.0
of the vertical stabilizer by installing new
stiffening, in accordance with Part 2 of the
Accomplishment Instructions of Fokker
Service Bulletin SBF100-55-018, Revision 1,
dated December 27, 1993. Accomplishment
of this modification constitutes terminating
action for the repetitive inspections required
by paragraph (a) of this AD.

(c) The following exceptions apply with
regard to the requirements of paragraphs (a)
and (b) of this AD:

(1) Accomplishment of the inspection
specified in paragraph (a) and (b)(1) of this
AD is not required if the modification
specified in paragraph (b)(2) is accomplished
prior to the accumulation of 7,300 total
landings on the airplane.

(2) Compliance with AD 91-18-15,
amendment 39-8018, is not required if the
requirements of paragraph (b)(2) of this AD

are accomplished prior to the accumulation
of 6,000 total landings on the airplane.

(d) For all airplanes: At the applicable
times specified in paragraph (d)(1) or (d)(2),
modify the Hi-lok bolt holes at rib 5.0 of the
vertical stabilizer by cold expansion, in
accordance with Fokker Service Bulletin
SBF100-55-023, dated January 3, 1995.

(1) For airplanes that have been modified
in accordance with the requirements of
paragraph (b) of this AD prior to the effective
date of this AD: Modify prior to the
accumulation of either 10,000 landings after
in-service modification, or 10,000 landings
after delivery with factory modification, as
applicable; or within 30 days after the
effective date of this AD, whichever occurs
later.

(2) For all other airplanes: Modify
concurrent with accomplishing the
requirements of paragraph (b) of this AD.

(e) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be

used if approved by the Manager,
International Branch, ANM-116. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(f) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(9) The actions shall be done in accordance
with the following Fokker service bulletins,
which contain the following list of effective
pages:

Referenced service bulletin and date Page No. ReViSi%?] Ig;gleshown Date shown on page
SBF100-55-018, Revision 1, December 27, | 1-4, 8-16, 18, 19, 21-23, 25-28 ........ccccuvrrunen 1o December 27, 1993.
1993.
Original ......ccccceveenenen. May 19, 1993.
SBF100-55-019, Revision 1, May 19, 1993 ... i May 19, 1993.
Original .... August 11, 1992.
SBF100-55-023, January 3, 1995 .........cc....... Original ....cccceevvveenen. January 3, 1995.

This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C. 552(a)
and 1 CFR part 51. Copies may be obtained
from Fokker Services B.V., Technical
Support Department, P.O. Box 75047, 1117
ZN Schiphol Airport, The Netherlands.
Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Note 3: The subject of this AD is addressed
in Dutch airworthiness directive (BLA) 93—
069 (A), dated June 1, 1993.

(h) This amendment becomes effective on
January 2, 1998.

Issued in Renton, Washington, on
November 19, 1997.

James V. Devany,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31029 Filed 11-26-97; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96-NM-189-AD; Amendment
39-10220; AD 97-24-13]

RIN 2120-AA64

Airworthiness Directives; British
Aerospace BAe Model ATP Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain British Aerospace
BAe Model ATP airplanes, that requires
a detailed visual inspection of the flap
drive torque tubes in the wing root area
to detect inadequate clearance between
the torque tubes and surrounding
structure or scoring damage to the tubes;
and follow-on repetitive inspections or
corrective action, if necessary.
Accomplishment of certain
replacements and modifications would
constitute terminating action for the
repetitive inspections. This amendment
is prompted by reports of inadequate
clearance between flap drive torque
tubes and surrounding structures, and
possible scoring damage to the tubes.
The actions specified by this AD are

intended to prevent failure of the torque
tubes, which could result in an
asymmetric flap condition and reduced
controllability of the airplane.

DATES: Effective January 2, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 2,
1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from AI(R) American Support, Inc.,
13850 Mclearen Road, Herndon,
Virginia 20171. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.
FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain British
Aerospace BAe Model ATP airplanes
was published in the Federal Register



Federal Register / Vol. 62, No. 229 / Friday, November 28, 1997 / Rules and Regulations

63265

on August 25, 1997 (62 FR 44917). That
action proposed to require a detailed
visual inspection of the flap drive
torque tubes in the wing root area to
detect inadequate clearance between the
torque tubes and surrounding structure
or scoring damage to the tubes; and
follow-on repetitive inspections or
corrective action, if necessary.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 10 British
Aerospace BAe Model ATP airplanes of
U.S. registry will be affected by this AD,
that it will take approximately 1 work
hour per airplane to accomplish the
required actions, and that the average
labor rate is $60 per work hour. Based
on these figures, the cost impact of the
AD on U.S. operators is estimated to be
$600, or $60 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy

of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

97-24-13 British Aerospace Regional
Aircraft [Formerly Jetstream Aircraft
Limited, British Aerospace (Commercial
Aircraft) Limited]: Amendment 39—
10220. Docket 96—-NM—-189-AD.

Applicability: BAe Model ATP airplanes,
constructor numbers 2002 through 2063
inclusive; certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
otherwise modified, altered, or repaired in
the area subject to the requirements of this
AD. For airplanes that have been modified,
altered, or repaired so that the performance
of the requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (c) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of the torque tubes,
which could result in an asymmetric flap
condition and reduced controllability of the
airplane, accomplish the following:

(a) Within 90 days after the effective date
of this AD, conduct a detailed visual
inspection of the flap drive torque tubes in
the left and right wing root areas to detect
inadequate clearance between the torque
tubes and surrounding structure or scoring
damage to the tubes, in accordance with
Jetstream Service Bulletin ATP-27-80, dated
April 23, 1996.

(1) If adequate clearance exists between all
flap drive torque tubes and surrounding
structure at the sites specified in the service
bulletin, with no scoring damage to any of

the tubes, no further action is required by
this AD.

(2) If inadequate clearance exists between
any flap drive torque tube and surrounding
structure at the sites specified in the service
bulletin, with no scoring damage to the tubes:
Accomplish the requirements of paragraphs
(@)(2)(i) and (a)(2)(ii) of this AD.

(i) At intervals not to exceed 250 hours
time-in-service, repeat the detailed visual
inspections required by paragraph (a) of this
AD.

(i) Within 2,000 hours time-in-service after
the initial inspection required by paragraph
(a) of this AD, modify the structure to gain
the required minimum clearance in
accordance with the service bulletin.
Accomplishment of the modification
constitutes terminating action for the
repetitive inspection requirement of
paragraph (a)(2)(ii) of this AD.

(3) If any scoring damage to the torque
tubes is detected, accomplish the
requirements specified in paragraph (a)(3)(i),
(@)(3)(ii), or (a)(3)(iii) of this AD, as
applicable, in accordance with the service
bulletin, and at the time specified in the
applicable paragraph.

(i) If only one torque tube on one side or
both sides of the airplane is damaged, and
the scoring is within the maximum allowable
damage limits in the service bulletin: Within
250 hours time-in-service after any
inspection required by this AD in which the
damage was initially detected, modify the
surrounding structure to gain the required
minimum clearance and install a new torque
tube.

(i) If both torque tubes on the same side
of the airplane are damaged, and the scoring
is within the maximum allowable damage
limits in the service bulletin: Prior to further
flight after any inspection required by this
AD in which damage was initially detected,
modify the surrounding structure to gain the
required minimum clearance and replace at
least one of the damaged torque tubes with
a new torque tube. Within 250 hours time-
in-service after any inspection in which
damage was initially detected, replace the
remaining damaged torque tube with a new
torque tube.

(iii) If any torque tube is damaged, and the
scoring is more than the allowable damage
limits described in the service bulletin: Prior
to further flight, modify the surrounding
structure to gain the required minimum
clearance and replace the damaged tube(s)
with a new torque tube(s).

(b) Accomplishment of the modification to
gain the required minimum clearance
between the torque tubes and surrounding
structure and the replacement of damaged
torque tube(s) with a new torque tube(s)
constitutes terminating action for the
requirements of this AD.

(c) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.
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Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(d) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(e) The actions shall be done in accordance
with Jetstream Service Bulletin ATP-27-80,
dated April 23, 1996. This incorporation by
reference was approved by the Director of the
Federal Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may be
obtained from AI(R) American Support, Inc.,
13850 Mclearen Road, Herndon, Virginia
20171. Copies may be inspected at the FAA,
Transport Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at the
Office of the Federal Register, 800 North
Capitol Street, NW., suite 700, Washington,
DC.

Note 3: The subject of this AD is addressed
in British airworthiness directive 003-04-96.

() This amendment becomes effective on
January 2, 1998.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31027 Filed 11-26-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 96—-NM-187-AD; Amendment
39-10219; AD 97-24-12]

RIN 2120-AA64
Airworthiness Directives; British

Aerospace Model BAC 1-11 200 and
400 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.
ACTION: Final rule.

SUMMARY: This amendment supersedes
an existing airworthiness directive (AD),
applicable to all British Aerospace
Model BAC 1-11 200 and 400 series
airplanes, that currently requires a one-
time inspection to determine the tension
of the control cables of the thrust
reversers, and to detect breakage,
damage, wear, or signs of corrosion; and
corrective actions, if necessary. This
amendment requires that the
inspections be repeated at certain
intervals. This amendment is prompted
by issuance of mandatory continuing
airworthiness information by a foreign
civil airworthiness authority. The

actions specified by this AD are
intended to prevent failure of the
control cables, which may lead to the
inability of the thrust reverser to deploy
and/or an uncommanded deployment of
the thrust reverser while the airplane is
in flight.

DATES: Effective January 2, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 2,
1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from British Aerospace (Operations)
Ltd., trading as British Aerospace
Airbus Ltd., P.O. Box 77, Bristol BS99
7AR, England. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39)
by superseding AD 94-17-02,
amendment 39-8997 (59 FR 41235,
August 11, 1994), which is applicable to
all British Aerospace Model BAC 1-11
200 and 400 series airplanes, was
published in the Federal Register on
September 22, 1997 (62 FR 49458). The
action proposed to require repetitive
inspections of the control cables of the
thrust reverser to determine the tension
of the control cables of the thrust
reversers, and to detect breakage,
damage, wear, or signs of corrosion; and
corrective actions, if necessary.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

There are approximately 42 Model
BAC 1-11 200 and 400 series airplanes
of U.S. registry that will be affected by
this AD.

The actions that are currently
required by AD 94-17-02 take
approximately 3 work hours per
airplane to accomplish, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact of the
previously required actions on U.S.
operators is estimated to be $7,560, or
$180 per airplane, per inspection cycle.

The new actions that are required by
this new AD will take approximately 3
work hours per airplane to accomplish,
at an average labor rate of $60 per work
hour. Based on these figures, the cost
impact of the new requirements of this
AD on U.S. operators is estimated to be
$7,560, or $180 per airplane, per
inspection cycle.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“significant rule’” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:
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PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-8997 (59 FR
41235, August 11, 1994), and by adding
a new airworthiness directive (AD),
amendment 39-10219, to read as
follows:

97-24-12 British Aerospace: Amendment
39-10219. Docket : 96—NM-187—-AD.
Supersedes AD 94-17-02, Amendment
39-8997.

Applicability: All Model BAC 1-11 200
and 400 series airplanes, certificated in any
category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (c) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent failure of the thrust reverser
control cables, which may lead to the
inability of the thrust reverser to deploy and/
or an uncommanded thrust reverser
deployment while the airplane is in flight,
accomplish the following:

(a) Within 100 hours time-in-service or 30
days after the effective date of this AD,
whichever occurs first, perform an inspection
to determine the tension of the control cables
of the thrust reverser, in accordance with
British Aerospace, Alert Service Bulletin 76—
A-PM6031, dated January 18, 1995. If the
tension of any control cable is outside the
limits specified in the alert service bulletin,
prior to further flight, correct the tension of
that cable in accordance with the alert
service bulletin. Thereafter, repeat the
inspection at intervals not to exceed 2,400
hours time-in-service or 12 months,
whichever occurs first.

(b) Within 100 hours time-in-service or 30
days after the effective date of this AD,
whichever occurs first, perform an inspection
to detect breakage, damage, wear, or signs of
corrosion (swelling) of the control cable of
the thrust reverser, in accordance with
British Aerospace Alert Service Bulletin 76—
A-PM6031, dated January 18, 1995.

(1) If no discrepancy is found, prior to
further flight, lubricate the cables in
accordance with the alert service bulletin.
Thereafter, repeat the inspection at intervals

not to exceed 2,400 hours time-in-service or
12 months, whichever occurs first.

(2) If any control cable is damaged, is worn
beyond the limits specified in the alert
service bulletin, is corroded, or has a broken
wire, prior to further flight, replace the
discrepant cable with a serviceable cable, and
lubricate the cables in accordance with the
alert service bulletin. Thereafter, repeat the
inspection at intervals not to exceed 2400
hours time-in-service or 12 months after the
effective date of this AD, whichever occurs
first.

(c) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(d) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(e) The actions shall be done in accordance
with British Aerospace Alert Service Bulletin
76—A—PM6031, dated January 18, 1995. This
incorporation by reference was approved by
the Director of the Federal Register in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Copies may be obtained from British
Aerospace (Operations) Ltd., trading as
British Aerospace Airbus Ltd., P.O. Box 77,
Bristol BS99 7AR, England. Copies may be
inspected at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the Federal
Register, 800 North Capitol Street, NW., suite
700, Washington, DC.

(f) This amendment becomes effective on
January 2, 1998.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31028 Filed 11-26-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration
14 CFR Part 39

[Docket No. 97-NM-126-AD; Amendment
39-10221; AD 97-24-14]

RIN 2120-AA64

Airworthiness Directives; Saab Model
SAAB 2000 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule.

SUMMARY: This amendment adopts a
new airworthiness directive (AD),
applicable to certain Saab Model SAAB
2000 series airplanes, that requires
inspection of the two-way check valve
on the engine fire extinguishing system
for discrepancies, and corrective action,
if necessary. This amendment is
prompted by issuance of mandatory
continued airworthiness information by
a foreign civil airworthiness authority.
The actions specified by this AD are
intended to prevent discrepancies of the
check valve, which could result in
improper functioning of the engine fire
extinguishing system.

DATES: Effective January 2, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of January 2,
1998.

ADDRESSES: The service information
referenced in this AD may be obtained
from Saab Aircraft AB, SAAB Aircraft
Product Support, S-581.88, Linkoping,
Sweden. This information may be
examined at the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, Rules Docket,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the
Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT:
International Branch, ANM-116, FAA,
Transport Airplane Directorate, 1601
Lind Avenue, SW., Renton, Washington
98055-4056; telephone (425) 227-2110;
fax (425) 227-1149.

SUPPLEMENTARY INFORMATION: A
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
include an airworthiness directive (AD)
that is applicable to certain Saab Model
SAAB 2000 series airplanes was
published in the Federal Register on
September 23, 1997 (62 FR 49634). That
action proposed to require inspection of
the two-way check valve on the engine
fire extinguishing system for
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discrepancies, and corrective action, if
necessary.

Comments

Interested persons have been afforded
an opportunity to participate in the
making of this amendment. No
comments were submitted in response
to the proposal or the FAA’s
determination of the cost to the public.

Conclusion

The FAA has determined that air
safety and the public interest require the
adoption of the rule as proposed.

Cost Impact

The FAA estimates that 3 Model
SAAB 2000 series airplanes of U.S.
registry will be affected by this AD, that
it will take approximately 4 work hours
per airplane to accomplish the required
actions, and that the average labor rate
is $60 per work hour. Based on these
figures, the cost impact of the AD on
U.S. operators is estimated to be $720,
or $240 per airplane.

The cost impact figure discussed
above is based on assumptions that no
operator has yet accomplished any of
the requirements of this AD action, and
that no operator would accomplish
those actions in the future if this AD
were not adopted.

Regulatory Impact

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’ under
Executive Order 12866; (2) is not a
“significant rule”” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3)
will not have a significant economic
impact, positive or negative, on a
substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A final evaluation has
been prepared for this action and it is
contained in the Rules Docket. A copy
of it may be obtained from the Rules
Docket at the location provided under
the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

97-24-14 Saab Aircraft AB: Amendment
39-10221. Docket 97-NM-126-AD.

Applicability: Model SAAB 2000 airplanes,
having serial numbers —002 through —043
inclusive, certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (b) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent discrepancies of the check
valve, which could result in improper
functioning of the engine fire extinguishing
system, accomplish the following:

(a) Within 2 months after the effective date
of this AD, perform an inspection of the two-
way check valve on the engine fire
extinguishing system for discrepancies, in
accordance with Saab Service Bulletin 2000—
26-010, dated July 5, 1996. If any
discrepancy is found, prior to further flight,
install a new two-way check valve in
accordance with the service bulletin.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager,
International Branch, ANM-116, FAA,
Transport Airplane Directorate. Operators
shall submit their requests through an
appropriate FAA Principal Maintenance
Inspector, who may add comments and then
send it to the Manager, International Branch,
ANM-116.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the International Branch,
ANM-116.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(d) The actions shall be done in accordance
with Saab Service Bulletin 2000-26-010,
dated July 5, 1996. This incorporation by
reference was approved by the Director of the
Federal Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may be
obtained from Saab Aircraft AB, SAAB
Aircraft Product Support, S-581.88,
Linkodping, Sweden. Copies may be inspected
at the FAA, Transport Airplane Directorate,
1601 Lind Avenue, SW., Renton,
Washington; or at the Office of the Federal
Register, 800 North Capitol Street, NW., suite
700, Washington, DC.

Note 3: The subject of this AD is addressed
in Swedish airworthiness directive SAD No.
1-099, dated July 8, 1996.

(e) This amendment becomes effective on
January 2, 1998.

Issued in Renton, Washington, on
November 19, 1997.

Stewart R. Miller,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 97-31030 Filed 11-26-97; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 314

[Docket No. 85N-0214]

Policy on 180-Day Marketing
Exclusivity for Drugs Marketed Under
Abbreviated New Drug Applications;
Clarification

AGENCY: Food and Drug Administration,
HHS.

ACTION: Clarification.

SUMMARY: The Center for Drug
Evaluation and Research (CDER) of the
Food and Drug Administration (FDA) is
publishing this document to clarify the
status of its practices governing 180
days of marketing exclusivity for generic
drugs and the approval of abbreviated
new drug applications (ANDA's) subject
to patent litigation. This document is
being published due to recent court
decisions interpreting provisions of the
Drug Price Competition and Patent
Term Restoration Act of 1984 (Pub. L.
98-417) (the 1984 amendments).

FOR FURTHER INFORMATION CONTACT: Jerry
Phillips, Center for Drug Evaluation and
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Research (HFD-605), Food and Drug
Administration, 7500 Standish PlI.,
Rockville, MD 20855, 301-827-5846.

SUPPLEMENTARY INFORMATION:

l. Background

The 1984 amendments included a
provision, codified under section
505(j)(4)(B)(iv) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 355(j)(4)(B)(iv)), granting 180
days of marketing exclusivity to the first
applicant to submit an ANDA
containing a challenge to a listed patent.
Regulations interpreting this provision
were proposed in 1989 (54 FR 28872,
July 10, 1989), and made final in 1994
(59 FR 50338, October 3, 1994). These
regulations are codified under
§314.107(c) (21 CFR 314.107(c)).

The regulations state that for a generic
drug to qualify for 180 days of
marketing exclusivity, the first ANDA
applicant submitting a certification
under section 505(j)(2)(A)(vii)(IV) of the
act (paragraph 1V certification) to the
listed patent must, in addition to
submitting the certification, be sued for
patent infringement and successfully
defend that suit (§ 314.107(c)). This
interpretation has been the subject of
legal action in Inwood Laboratories, Inc.
v. Young, 723 F. Supp. 1523 (D.D.C.
1989), vacated as moot, 43 Fed.3d 712
(D.C.Cir. 1989); Mova Pharmaceutical
Corp. v. Shalala, 955 F. Supp. 128
(D.D.C. 1997), and Granutec, Inc. et al.
v. Shalala et al., No. 5:97-CV-485—
BO(1)(E.D.N.C. July 3, 1997). Both the
Inwood and Mova courts held that 180
days of marketing exclusivity should be
granted to the first ANDA applicant who
files a paragraph IV certification,
regardless of whether the applicant is
subsequently sued for patent
infringement. The Mova decision has
been appealed to the U.S. Court of
Appeals for the District of Columbia
Circuit.

Following the Mova decision, in June
1997, the Office of Generic Drugs
notified applicants with ANDA'’s for
ranitidine hydrochloride (HCI) that the
agency would acquiesce to the court’s
holding in Mova, pending an appellate
decision. The agency determined that
temporarily acquiescing to the court’s
holding in Mova would promote
administrative uniformity in the
application of section 505(j)(4)(B)(iv) of
the act and would prevent forum
shopping among disappointed ANDA
applicants. Subsequently, the U.S.
District Court for the Eastern District of
North Carolina addressed the validity of
§314.107(c) in Granutec v. Shalala, and,
in a holding contrary to the earlier Mova
decision, ordered FDA to follow its
regulations in approving ANDA's for

ranitidine HCI. The Granutec decision
was stayed and is on expedited appeal
to the U.S. Court of Appeals for the 4th
Circuit.

Because the uncertain state of the law
makes it difficult for the industry to
make business plans and other
arrangements, CDER wishes to clarify its
policy with respect to these exclusivity
issues, pending their final resolution by
the courts.

11. 180-Day Marketing Exclusivity

It is the agency’s position that, given
the uncertainty created by the conflict
among the courts, the most reasonable
policy is to apply the 180-day
exclusivity provisions of the statute as
set forth in §314.107(c) to all ANDA'’s
to which the regulation would, on its
face, apply, whether they were
submitted before or after the Mova
decision. The only ANDA's to which the
agency applied the Mova analysis, other
than those ANDA's directly involved in
the Mova litigation, were those for
ranitidine HCI.

The regulations in § 314.107(c) were
issued through notice and comment
rulemaking with the active participation
of the pharmaceutical industry and
consumer groups. They are the product
of careful consideration by the agency of
the complex factors at issue in granting
a period of exclusivity to generic drug
applicants and in ensuring that the
statute is implemented in a manner
most consistent with its original
purpose. These regulations will be
applied until such time as the appellate
courts complete their analyses of the
agency’s interpretation.

I11. Approval of ANDA's After
Judgment in the District Courts

The agency does not intend to
acquiesce to the court’s decision in
Torpharm v. Shalala, Civil Action No.
97-1925 (JR) (D.D.C. Sept. 15, 1997), in
which the court, finding that the term
“the court” in section 505(j)(4)(B)(iii) of
the act means district court, ordered
FDA to approve an ANDA after the
applicant had prevailed in patent
infringement litigation in the district
court, but before either the appeal was
resolved or the 30-month stay had
lapsed. The U.S. Court of Appeals for
the District of Columbia has granted the
appeal of Torpharm an expedited
review. While Torpharm is pending on
appeal, FDA will continue to interpret
the statute as described in §314.107(e),
which defines “the court” as “‘the court
that enters final judgment from which
no appeal can be or has been taken.”

Dated: November 7, 1997.
Roger Williams,

Deputy Center Director for Pharmaceutical
Science.

[FR Doc. 97-31150 Filed 11-26-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 510, 520, 522, 524, and
558

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 47 new animal
drug applications (NADA'’s) from Rhone
Merieux, Inc., and 54 NADA'’s from
Merck Research Laboratories, Division
of Merck & Co., Inc., to Merial Ltd.
EFFECTIVE DATE: November 28, 1997.
FOR FURTHER INFORMATION CONTACT:
Thomas J. McKay, Center for Veterinary
Medicine (HFV-102), Food and Drug
Administration, 7500 Standish PI.,
Rockville, MD 20855, 301-827-0213.
SUPPLEMENTARY INFORMATION: Rhone
Merieux, Inc., 7101 College Blvd.,
Overland Park, KS 66210, and Merck
Research Laboratories, Division of
Merck & Co., Inc., Rahway, NJ 07065 has
informed FDA that it has transferred
ownership of, and all rights and
interests in, the approved NADA's to
Merial Ltd., 2100 Ronson Rd., Iselin, NJ
08830-3077.

Accordingly, the agency is amending
the regulations in 21 CFR parts 510, 520,
522, 524, and 558 to reflect the change
of sponsor. The agency is also amending
§510.600(c)(1) and (c)(2) to remove the
sponsor name for Rhone Merieux, Inc.,
and Merck Research Laboratories,
Division of Merck & Co., Inc., because
the firm no longer is the holder of any
approved NADA'’s. The drug labeler
code assigned to Rhone Merieux, Inc., is
being retained as the drug labeler code
for Merial Ltd.

List of Subjects

21 CFR Part 510

Administrative practice and
procedure, Animal drugs, Labeling,
Reporting and recordkeeping
requirements.

21 CFR Parts 520, 522, 524, and 558
Animal drugs.
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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 parts 510, 520, 522, 524, and 558
are amended as follows:

PART 510—NEW ANIMAL DRUGS

1. The authority citation for 21 CFR
part 510 continues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352,
353, 360b, 371, 379e.

2. Section 510.600 is amended in the
table in paragraph (c)(1) by removing
the entries for ““Rhone Merieux, Inc.”
and ‘““Merck Research Laboratories,
Division of Merck & Co., Inc.” and by
alphabetically adding a new entry for
“Merial Ltd.,” and in the table in
paragraph (c)(2) by removing the entry

for “‘000006’" and by revising the entry
for ““050604" to read as follows:

§510.600 Names, addresses, and drug
labeler codes of sponsors of approved
applications.

* *

* * *

Firm name and address

Drug labeler code

* * * * * * *
Merial Ltd., 2100 Ronson Rd., Iselin, NJ 08830—3077 ........ccccccvvvveeeeennns 050604

* * * * * * *

(2) * * *
Drug labeler code Firm name and address

* * * * * * *
050604 ..ottt a e e e e e e e e e e aaaaaaaaaaaaaaaaaaan Merial Ltd., 2100 Ronson Rd., Iselin, NJ 08830-3077

* * * * * * *

PART 520—ORAL DOSAGE FORM
NEW ANIMAL DRUGS

3. The authority citation for 21 CFR
part 520 continues to read as follows:

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

§520.100a [Amended]

4. Section 520.100a Amprolium
drinking water is amended in paragraph
(b) by removing ““000006” and adding in
its place “050604".

§520.100b [Amended]

5. Section 520.100b Amprolium
drench is amended in paragraph (b) by
removing ‘000006 and adding in its
place ““050604"".

§520.100c [Amended]

6. Section 520.100c Amprolium
crumbles is amended in paragraph (b)
by removing ‘000006 and adding in its
place ““050604"".

§520.300a [Amended]

7. Section 520.300a Cambendazole
suspension is amended in paragraph (b)
by removing 000006’ and adding in its
place “050604".

§520.300b [Amended]

8. Section 520.300b Cambendazole
pellets is amended in paragraph (b) by

removing “000006"" and adding in its
place ““050604".

§520.300c [Amended]

9. Section 520.300c Cambendazole
paste is amended in paragraph (b) by
removing ‘000006’ and adding in its
place “050604".

§520.420 [Amended]

10. Section 520.420 Chlorothiazide
tablets and boluses is amended in
paragraph (a)(2) by removing ‘“000006”
and adding in its place “050604".

§520.462 [Amended]

11. Section 520.462 Clorsulon drench
is amended in paragraph (b) by
removing ‘000006’ and adding in its
place ““050604".

§520.804 [Amended]

12. Section 520.804 Enalapril tablets
is amended in paragraph (b) by
removing ‘000006’ and adding in its
place ““050604".

§520.1192

13. Section 520.1192 lvermectin paste
is amended in paragraph (b) by
removing 000006’ and adding in its
place ““050604".

[Amended]

§520.1193 [Amended]

14. Section 520.1193 lvermectin
tablets and chewables is amended in
paragraph (b) by removing ‘“000006”
and adding in its place *“050604".

§520.1194 [Amended]

15. Section 520.1194 lvermectin
drench is amended in paragraph (b) by
removing 000006 and adding in its
place “050604"".

§520.1195 [Amended]

16. Section 520.1195 Ivermectin
liquid is amended in paragraph (b) by
removing ‘000006 and adding in its
place ““050604"".

§520.1196 [Amended]

17. Section 520.1196 Ilvermectin and
pyrantel pamoate chewable tablet is
amended in paragraph (b) by removing
‘000006’ and adding in its place
*050604”.

§520.1197 [Amended]

18. Section 520.1197 Ivermectin
sustained-release bolus is amended in
paragraph (b) by removing ‘“000006”
and adding in its place “050604".

§520.2170 [Amended]

19. Section 520.2170
Sulfabromomethazine sodium boluses is
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amended in paragraph (c) by removing
‘000006’ and adding in its place
*050604”.

§520.2380a [Amended]

20. Section 520.2380a Thiabendazole
top dressing and mineral protein feed
block is amended in paragraph (c)(2) by
removing 000006 and adding in its
place “050604".

§520.2380b [Amended]

21. Section 520.2380b Thiabendazole
drench or oral paste is amended in
paragraph (c) by removing ‘000006’
and adding in its place “050604".

§520.2380c [Amended]

22. Section 520.2380c Thiabendazole
bolus is amended in paragraph (c) by
removing ‘000006 and adding in its
place “050604".

§520.2380d [Amended]

23. Section 520.2380d Thiabendazole,
piperazine citrate suspension is
amended in paragraph (b) by removing
000006’ and adding in its place
050604 .

§520.2380f [Amended]

24. Section 520.2380f Thiabendazole,
piperazine phosphate powder is
amended in paragraph (b) by removing
000006’ and adding in its place
“050604"".

PART 522—IMPLANTATION OR
INJECTABLE DOSAGE FORM NEW
ANIMAL DRUGS

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

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

§522.1150 [Amended]

26. Section 522.1150
Hydrochlorothiazide injection is
amended in paragraph (b) by removing
‘000006’ and adding in its place
“050604"".

§522.1192 [Amended]

27. Section 522.1192 Ivermectin
injection is amended in paragraph (b) by
removing ‘000006 and adding in its
place ““050604"".

§ 522.1193 [Amended]

28. Section 522.1193 lvermectin and
clorsulon injection is amended in
paragraph (b) by removing ‘“000006™
and adding in its place “050604".

§522.1452 [Amended]

29. Section 522.1452 Nalorphine
hydrochloride injection is amended in
paragraph (b) by removing ‘“000006™
and adding in its place “050604".

§522.1885 [Amended]

30. Section 522.1885 Prednisolone
tertiary butylacetate suspension is
amended in paragraph (b) by removing
“000006’" and adding in its place
“050604".

PART 524—OPHTHALMIC AND
TOPICAL DOSAGE FORM NEW
ANIMAL DRUGS

31. The authority citation for 21 CFR
part 524 continues to read as follows:

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

§524.1193 [Amended]

32. Section 524.1193 lvermectin pour-
on is amended in paragraph (b) by
removing ‘000006’ and adding in its
place ““050604".

§524.1484g [Amended]

33. Section 524.1484g Neomycin
sulfate-thiabendazole-dexamethasone
solution is amended in paragraph (b) by
removing ‘000006’ and adding in its
place ““050604".

§524.1883 [Amended]

34. Section 524.1883 Prednisolone
sodium phosphate-neomycin sulfate
ophthalmic ointment is amended in
paragraph (b) by removing ‘“000006”
and adding in its place *050604".

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

35. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.

§558.55 [Amended]

36. Section 558.55 Amprolium is
amended in paragraph (a) by removing
000006 and adding in its place
050604,

§558.58 [Amended]

37. Section 558.58 Amprolium and
ethopabate is amended in the table in
paragraph (d)(1), in the “Limitations”
column by removing 000006 each
time it appears and adding in its place
050604,

§558.95 [Amended]

38. Section 558.95 Bambermycins is
amended in paragraphs (d)(1)(ii)(b),
(d)(@)(iii)(b), (d)(1)(iv)(b), (d)(1)(v)(b),
and (d)(2)(xiii)(b)(2)(iii)(b) by removing
*000006"" and adding in its place
050604

§558.235 [Amended]

39. Section 558.235 Efrotomycin is
amended in paragraph (a) by removing
“000006’" and adding in its place
“050604".

§558.300 [Amended]

40. Section 558.300 Ivermectin is
amended in paragraphs (a)(1) and (a)(2)
by removing “000006’’ and adding in its
place “‘050604".

§558.615 [Amended]

41. Section 558.615 Thiabendazole is
amended in paragraph (a) by removing
‘000006’ and adding in its place
“050604".

Dated: November 10, 1997.

Robert C. Livingston,

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

[FR Doc. 97-31148 Filed 11-26-97; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 808
[Docket No. 96N—-0249]
RIN 0910-AB19

Exemption From Preemption of State
and Local Cigarette and Smokeless
Tobacco Requirements; Applications
for Exemption Submitted by Various
State Governments

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is granting
exemptions from Federal preemption for
certain cigarette and smokeless tobacco
requirements in Alabama, Alaska, and
Utah. These exemptions will permit
those States to continue to enforce
certain restrictions on the sale and
distribution of cigarettes and smokeless
tobacco that are more stringent than
FDA counterpart restrictions under its
regulations.

EFFECTIVE DATE: December 29, 1997.

FOR FURTHER INFORMATION CONTACT:
Anne M. Kirchner, Office of Policy (HF—
11), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-827-5321.

SUPPLEMENTARY INFORMATION:

l. Background

Under section 521(a) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360k(a)), any State or local
requirement applicable to a device is
preempted if such requirement: (1) Is
different from, or in addition to, any
requirement applicable under the act to
the device; and (2) relates to the safety
or effectiveness of the device or any
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other matter included in a requirement
applicable to the device under the act.

In implementing section 521 of the
act, FDA historically has interpreted
that provision narrowly and has found
it to have preemptive effect only for
those State and local requirements that,
in fact, clearly impose specific
requirements with respect to specific
devices that are manifestly in addition
to analogous Federal requirements (see
§808.1(d) (21 CFR 808.1(d)). In
addition, section 521 of the act ‘“does
not preempt State or local requirements
that are equal to, or substantially
identical to, requirements imposed by or
under the act” (§ 808.1(d)(2)).

Section 521(b) of the act and its
implementing regulations provide that
by regulation issued after notice and an
opportunity for an oral hearing, FDA
may exempt a State or local requirement
from preemption under such conditions
as the agency may prescribe if the
requirement is: (1) More stringent than
a requirement under the act that would
be applicable to the device if an
exemption were not in effect; or (2)
required by compelling local conditions
and compliance with the State or local
requirement would not cause the device
to be in violation of any requirement
applicable under the act.

In the Federal Register of November
7,1996 (61 FR 57685), FDA invited all
State and local governments to submit
applications for exemptions from
preemption for those State and local
requirements pertaining to cigarettes
and smokeless tobacco that are
preempted by the agency’s final rule at
part 897 (21 CFR part 897) restricting
the sale and distribution of cigarettes
and smokeless tobacco to protect
children and adolescents, and that meet
the exemption criteria. In order to
facilitate and expedite review, FDA
stated that it would consider
applications in two groups. Group 1
applications are those seeking
exemptions from Federal preemption of
State and local age and identification
requirements. Group 2 applications are
those seeking exemptions from Federal
preemption of State and local access,
labeling, and advertising requirements.

This final rule responds to Group 1
applications for exemptions from
preemption for State and local
requirements governing the sale and
distribution of cigarettes and smokeless
tobacco that are different from, or in
addition to, FDA requirements under
§897.14(a) and (b). Section 897.14(a)
prohibits the sale of cigarettes or
smokeless tobacco to any person under
age 18. Section 897.14(b) requires that
retailers verify, by means of
photographic identification containing

the bearer’s birth date, that the person
purchasing the product is at least 18
years of age. No such verification is
required for persons over the age of 26.

The November 1996, Federal Register
notice stated that Group 1 applications
should be submitted by December 9,
1996, and that Group 2 applications, for
exemption from preemption from any of
the requirements under part 897 other
than §897.14(a) and (b), should be
submitted by May 6, 1997 (61 FR 57685
at 57686).

In the Federal Register of February
19, 1997 (62 FR 7390), FDA issued a
proposed rule responding to Group 1
applications submitted by the States of
Alabama, Alaska, Utah, and
Washington. The proposal gave the
public 30 days to submit written
comments. The comment period later
was reopened for an additional 2 weeks
(see 61 FR 11349, March 20, 1996).

FDA proposed to grant exemptions
from Federal preemption for
requirements in the States of Alabama,
Alaska, and Utah. Washington State
requirements were not preempted and,
therefore, no exemption needed to be
granted. The Alabama Code, the Alaska
Statutes, and the Utah Code Annotated
prohibit the sale of cigarettes or
smokeless tobacco to any person under
the age of 19. The proposed rule
explained that these requirements are
different from the age restriction
contained in the tobacco rule at
§897.14(a), which prohibits sales of
cigarettes or smokeless tobacco to
anyone under age 18. However, the
proposal stated FDA'’s tentative
conclusion that the higher minimum age
for sale of these products will provide
increased health benefits and will not
impose significant burdens on retailers.
Therefore, to the extent that these State
requirements are preempted, FDA
proposed to grant them exemptions
from preemption.

1l. Request for a Hearing

FDA received one request for a
hearing. Section 521(b) of the act
requires that FDA offer an opportunity
for an oral hearing to present evidence
that the agency should consider before
granting or denying exemptions from
preemption. The request for a hearing
submitted under this rulemaking raised
only legal and policy issues that may be
addressed adequately without holding
an oral hearing. Consequently,
consistent with FDA'’s regulation at 21
CFR 12.24(b), FDA is denying the
request. The legal and policy issues
raised in the request for a hearing are
addressed in section Il of this
document.

I11. Discussion of Comments

FDA received no comments about the
agency’s action concerning the
application submitted by the State of
Washington for exemption from Federal
preemption for: (1) Section 26.28.080 of
the Revised Code of Washington
(RCW)1, a State law prohibiting any
person from selling or giving tobacco
products to persons younger than 18
years of age, and (2) section 314-10-050
of the Washington Administrative Code
(WAC)?, a State regulation requiring that
purchasers of tobacco products provide
proof of age by providing certain
Government-issued forms of
identification. As discussed in the
proposal (62 FR 7390 at 7393), FDA
determined that portions of the State of
Washington statute and regulations are
narrower in scope than the tobacco rule
and therefore are not preempted.
Because neither RCW 26.28.080 nor
WAC 314-10-050 prohibits the
distribution of free samples of cigarettes
and smokeless tobacco to persons 18
years or older, these provisions are less
stringent than the total prohibition
against free samples in the tobacco rule
at §897.16(d). In addition, to the extent
that the RCW 26.28.080 and WAC 314—
10-050 apply to products other than
cigarettes and smokeless tobacco, they
are not preempted by the tobacco rule
because the tobacco rule does not
establish ““specific counterpart

1RCW 26.28.080 Selling or giving tobacco to
minor—Belief of representative capacity, no
defense—Penalty.

Every person who sells or gives, or permits to be
sold or given to any person under the age of
eighteen years any cigar, cigarette, cigarette paper
or wrapper, or tobacco in any form is guilty of a
gross misdemeanor.

It shall be no defense to a prosecution for a
violation of this section that the person acted, or
was believed by the defendant to act, as agent or
representative of another.

2WAC 314-10-050 Sales to persons under 18
years of age.

(1) No person may sell or give or in any way
provide tobacco products to any person under 18
years of age.

(2) Any person attempting to purchase tobacco
products must present identification to show he/she
is at least 18 years of age upon the request of any
tobacco licensee, employee of tobacco licensee or
enforcement officer as defined by RCW 7.8.040.

(3) All identification used to prove age must be
officially issued and contain the bearer’s age,
signature and photograph. The only forms of
identification which are acceptable as proof of age
for the purchase of tobacco products are:

(a) A liguor control authority card of
identification issued by a state of the United States
or province of Canada,

(b) A driver’s license, instruction permit or
identification card issued by a state of the United
States or a province of Canada,

(c) A United States military identification card,

(d) A passport, or

(e) A merchant marine identification card issued
by the United States Coast Guard.
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regulations” or other requirements with
respect to products other than cigarettes
or smokeless tobacco (see § 808.1(d)).
Finally, WAC 314-10-050 requires
purchasers to present identification
establishing the purchaser’s age and
specifies requirements for the type of
identification that the purchaser must
present. Because FDA has not
established any specific counterpart
regulations that place an affirmative
duty on the purchaser to present
identification or that require a specific
type of photographic identification
containing the bearer’s birth date, WAC
314-10-050 is not preempted.
Therefore, because RCW 26.28.080 and
WAC 314-10-050 are not preempted, no
exemption is necessary.

FDA received 15 comments on the
proposed rule. Notably, none of the
comments argued that FDA should deny
the applications for exemption from
preemption submitted by Alabama,
Alaska, or Utah. In fact, several
comments specifically urged that FDA
grant these applications because active
enforcement of the higher minimum age
for sale in the three States has resulted
in a decline in illegal sales of tobacco
products to underage youths.

The remaining comments, while
supporting FDA'’s proposal to grant
exemptions from preemption for the
Alabama, Alaska, and Utah
requirements, argued that FDA
misinterpreted the scope of preemption
under 521(a) of the act by failing to find
that all State and local requirements that
are less stringent than Federal
counterpart requirements are
preempted. These comments urged FDA
to reconsider its analysis of the Supreme
Court decision in Medtronic, Inc. v.
Lohr, 116 S. Ct. 2240 (1996), in light of
Papike v. Tambrands, 107 F.3d 737
(1997), and argued that the agency’s
interpretation of the narrow scope of
preemption under section 521(a) of the
act would undermine State and local
efforts to promote public health. A few
comments stated that more stringent
State or local restrictions should not be
preempted because they safeguard the
public health more than Federal
counterpart restrictions do. Several
comments argued that Medtronic is not
dispositive of the extent to which 521(a)
of the act preempts State or local
tobacco control laws because the
Medtronic Court determined whether
521(a) preempts general common law
duties, not whether 521(a) would
preempt a specific enactment of State or
local law. Comments noted that,
because State tobacco statutes are
positive enactments of State law, they
are precisely the type of requirement

that is normally preempted by specific
FDA requirements.

Comments relied on the recent Ninth
Circuit decision, Papike, to support
their interpretation of Medtronic and the
scope of preemption under 521(a) of the
act. The Papike court held that section
521(a) of the act preempts a State
common law cause of action for failure
to warn because FDA has established
specific counterpart labeling regulations
mandating the substantive content of
the warning for the particular device
and disease at issue in that case. The
Papike court distinguished the case
before it, which involved specific
Federal requirements applicable to a
specific device, from Medtronic, which
involved general Federal requirements
(good manufacturing practices and
labeling requirements). (See Papike at
740.) Applying the reasoning in Papike,
comments argued that specific Federal
tobacco requirements preempt specific,
and less stringent, State or local
counterpart requirements.

FDA is not persuaded that it erred in
its determination that 521(a) of the act
preempts more restrictive, but not less
restrictive, State or local counterpart
requirements. First, FDA believes that
the Supreme Court in Medtronic has
addressed the very issue of whether less
restrictive State or local requirements
are preempted under section 521(a) of
the act. As the agency stated in the
proposed rule (62 FR 7390 at 7391), the
Medtronic Court held that State
requirements that are similar to, but
narrower than, FDA requirements are
not preempted under section 521 of the
act. The Court reasoned that, while
narrower State restrictions might be
“different from” their more stringent
Federal counterpart restrictions, “* * *
such a difference would surely provide
a strange reason for finding a pre-
emption of a state rule insofar as it
duplicates the federal rule”” (Medtronic,
116 S.Ct. at 2255). Accordingly, FDA
concludes that section 521(a) of the act
does not preempt State or local
restrictions to the extent that they are
similar to, but narrower or less stringent
than, counterpart FDA restrictions.

FDA disagrees with the comments’
analysis of and reliance on Papike. The
agency agrees that a determination of
whether a State or Federal requirement
is general or specific in nature is
essential to any analysis of preemption
under section 521(a) of the act. That
determination, however, is not
dispositive as to whether a particular
State or local requirement is preempted.
Rather, if there are specific Federal and
State requirements applicable to the
specific device at issue, the next
guestion is whether the State

requirement is different from, or in
addition to, the Federal requirement.
The Court in Medtronic concluded that
a State or local requirement that is
narrower than, or duplicative of, a
counterpart Federal requirement, is not
“different from”’ the Federal
requirement and, consequently, is not
preempted under section 521(a) of the
act.

Several comments argued that FDA
weakened the standard by which a
narrower State or local requirement is
found to be preempted. Medtronic held
that State requirements are not
preempted if they parallel Federal
requirements or insofar as they
duplicate Federal requirements (Id.). In
the proposed rule (62 FR 7390 at 7391),
FDA paraphrased this holding in stating
that State or local requirements that are
similar to, but narrower than,
counterpart Federal requirements are
not preempted. FDA believes that it has
not weakened the Medtronic standard
and that its application of the standard
articulated by the Supreme Court in
Medtronic is required by the Court’s
interpretation of the scope of
preemption under section 521 of the act.

Other comments argued that, as a
matter of policy, the finding that less
stringent State or local requirements are
not preempted weakens FDA’s tobacco
rule and undermines State and local
public health initiatives to reduce
tobacco use by children and
adolescents.

First, the act clearly requires that a
State or local enactment be “different
from,” or “in addition to” a counterpart
FDA requirement to be preempted, and
FDA regulations enumerate the types of
evidence or information that the agency
will consider in determining whether to
grant an exemption from preemption
(see 21 CFR part 808). While the agency
is always open to receiving information
regarding its decisions, including
evidence that a State or local
requirement impairs the agency’s ability
to enforce its regulations, preemption
does not occur under section 521 of the
act absent a showing that such a
requirement is “different from,” or “in
addition to,” a specific counterpart FDA
requirement. Second, as a matter of
policy, FDA believes that States and
localities are able to determine whether,
in light of the Supreme Court’s
interpretation of the scope of Federal
preemption under 521(a) of the act,
additional or new legislation is
warranted. If narrower or less stringent
State or local requirements were
preempted, as comments suggest, those
States and localities would be left with
no State or local requirements at all.
Therefore, contrary to the concern
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expressed by comments, the public
health protection in those jurisdictions
would be diminished, not enhanced.

A few comments urged that, rather
than preempt more stringent State or
local requirements, FDA should leave
them intact. In that case, exemptions
from preemption would not be required.
Section 521 of the act clearly states that
State or local restrictions that are
“different from” or *‘in addition to”
FDA restrictions are preempted.
However, FDA will continue to consider
applications for exemptions from
preemption for more stringent State or
local requirements that provide greater
public health protection without
imposing significant burdens on
interstate commerce.

One comment urged FDA to refrain
from issuing general determinations
concerning whether a certain type of
State or local requirement is preempted.
Specifically, the comment disagreed
with FDA’s using as an example of a
narrower restriction in the proposed
rule State or local laws that hold
retailers to a standard lower than strict
liability for selling cigarettes or
smokeless tobacco to persons under 18.
This comment argued that, while as a
general rule Medtronic holds that
narrower State or local laws are not
preempted under section 521(a) of the
act, FDA should accept evidence that a
specific State or local requirement,
although narrower, is nonetheless
“different” from the FDA requirement
and preempted under the act.

FDA believes that it is important to
provide States and localities with
examples of how to apply the agency’s
interpretation of the scope of
preemption under section 521 of the act,
especially because the agency refined its
interpretation of Medtronic. By
providing an example FDA intends to
assist States and localities in
determining whether they need to apply
for an exemption. FDA agrees with the
comment that the agency must
determine whether a particular
requirement is preempted on a case-by-
case basis considering, among other
factors, the statutory, regulatory or other
language, any judicial or administrative
interpretations, and any information
regarding implementation or
enforcement of the requirement.
Therefore, FDA remains open to
receiving specific information regarding
a particular State or local requirement
and would consider the information in
determining whether the requirement
were preempted under section 521(a) of
the act.

Several comments suggested that FDA
preempt certain types of requirements,
including State laws that hold retailers

to a standard lower than strict liability
for illegally selling tobacco products to
minors, and State laws that prohibit
using minors to aid in the inspection of
tobacco retailers3. Comments argued
that these types of requirements should
be preempted because they frustrate the
purpose of the tobacco rule by making
it difficult for FDA to enforce the
Federal requirements.

First, FDA continues to believe that
under Medtronic State or local
requirements holding retailers liable for
knowingly or negligently selling
cigarettes or smokeless tobacco to
persons under age 18 are not preempted.
As explained in the proposal (62 FR
7390 at 7391), State or local statutes that
require proving a retailer’s negligence or
knowledge in an underage sale are
similar to counterpart Federal
requirements holding retailers strictly
liable for illegally selling cigarettes or
smokeless tobacco to minors, but they
are narrower in scope than the tobacco
rule’s prohibition of sales to persons
under age 18 and therefore are not
preempted. Second, because FDA does
not have before it a positive enactment
to consider, the agency declines to issue
an opinion on the preemptive effect of
section 521 of the act on the types of
requirements that prohibit the use of
minors in inspections. Without a
specific State or local enactment before
the agency, including any legislative,
administrative, judicial or enforcement
history, the agency cannot determine
the effect of either section 521(a) of the
act or more general principles of Federal
preemption.

Therefore, in response to applications
received, FDA is granting exemptions
from Federal preemption for certain
State requirements in Alabama, Alaska,
and Utah relating to cigarettes or
smokeless tobacco.

List of Subjects in 21 CFR Part 808

Intergovernmental relations, Medical
devices.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 808 is
amended as follows:

3To ensure that retailers are complying with the
tobacco rule and refusing to sell cigarettes or
smokeless tobacco to persons under age 18, FDA
will conduct compliance checks, wherein an
adolescent, accompanied by a State commissioned
officer, will attempt to purchase cigarettes or
smokeless tobacco.

PART 808—EXEMPTIONS FROM
FEDERAL PREEMPTION OF STATE
AND LOCAL MEDICAL DEVICE
REQUIREMENTS

1. The authority citation for 21 CFR
part 808 continues to read as follows:

Authority: 21 U.S.C. 360j, 360k, 371.

2. Section 808.51 is added to subpart
C to read as follows:

§808.51 Alabama.

To the extent that the age restriction
on the sale, barter, and exchange of
cigarettes and smokeless tobacco found
in Alabama Code, section 13A-12-3, is
preempted under section 521(a) of the
act, the Food and Drug Administration
has exempted it from preemption under
section 521(b) of the act.

3. Section 808.52 is added to subpart
C to read as follows:

§808.52 Alaska.

To the extent that the age restriction
on the sale and exchange of cigarettes
and smokeless tobacco found in Alaska
Statutes, sections 11.76.100(a), is
preempted under section 521(a) of the
act, the Food and Drug Administration
has exempted it from preemption under
section 521(b) of the act.

4. Section 808.94 is added to subpart
C to read as follows:

§808.94 Utah.

To the extent that the age restriction
on sales of cigarettes and smokeless
tobacco found in the Utah Code
Annotated, section 76-10-104, is
preempted under section 521(a) of the
act, the Food and Drug Administration
has exempted it from preemption under
section 521(b) of the act.

Dated: November 18, 1997.
William B. Schultz,
Deputy Commissioner for Policy.
[FR Doc. 97-31213 Filed 11-26-97; 8:45 am)]
BILLING CODE 4160-01-F

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Parts 723, 724, 845, and 846
RIN 1029-AB90

Implementation of the Debt Collection
Improvement Act of 1996

AGENCY: Office of Surface Mining
Reclamation and Enforcement, Interior.

ACTION: Final rule.

SUMMARY: This rule implements the
Federal Civil Monetary Penalty Inflation
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Adjustment Act of 1990, as amended by
the Debt Collection Improvement Act of
1996, by adjusting for inflation, certain
civil money penalties authorized by the
Surface Mining Control and
Reclamation Act of 1977.

EFFECTIVE DATE: November 28, 1997.

FOR FURTHER INFORMATION CONTACT:
Andy DeVito, Office of Surface Mining
Reclamation and Enforcement, Room
117, South Interior Building, 1951
Constitution Avenue, NW, Washington,
DC 20240; Telephone (202) 208-2701.
E-Mail/Internet: adevito@osmre.gov.

SUPPLEMENTARY INFORMATION:

I. Background

A. The Debt Collection Improvement Act of
1996

B. Civil Money Penalties Affected by this
Adjustment

11. Procedural Matters

A. Effect in Federal Program States and on
Indian Lands

B. Effect on State Programs

C. Administrative Procedure Act

D. Executive Order 12866

E. Regulatory Flexibility Act

F. Unfunded Mandates Reform Act

G. Federal Paperwork Reduction Act

H. National Environmental Policy Act

I. Executive Order 12988 on Civil Justice
Reform

l. Background

A. The Debt Collection Improvement
Act of 1996

In an effort to maintain the deterrent
effect of civil money penalties (CMPs)
and promote compliance with the law,
the Federal Civil Monetary Penalty
Inflation Adjustment Act of 1990 (the
Act) (Pub. L. 101-410) was amended by
the Debt Collection Improvement Act of
1996 (Pub. L. 104-134) to require
Federal agencies to regularly adjust
certain CMPs for inflation. As amended,
the Act requires each agency to make an
initial inflationary adjustment for all
applicable CMPs, and to make further
adjustments at least once every four
years thereafter.

Under the amended Act, the inflation
adjustment for a CMP is determined by
increasing the CMP by the amount of
the cost-of-living adjustment which is
defined as the percentage of each CMP
by which the Consumer Price Index
(CPI) for the month of June of the
calendar year preceding the adjustment,
exceeds the CPI for the month of June
of the calendar year in which the
amount of the CMP was last set or
adjusted. The amended Act further
stipulates that any resulting increases in
a CMP due to the calculated inflation
adjustments (1) Should apply only to
violations that occur after the date the

increase takes effect, and (2) should not
exceed 10 percent of the penalty
indicated.

B. Civil Money Penalties Affected By
This Adjustment

Section 518 of the Surface Mining
Control and Reclamation Act of 1977
(SMCRA), 30 U.S.C. 1201 et seq.,
authorizes the Secretary of the Interior
to assess CMPs for violations of SMCRA.
The regulations of the Office of Surface
Mining Reclamation and Enforcement
(OSM) implementing the CMP
provisions of section 518 of SMCRA are
located in 30 CFR 723.14, 723.15,
724.14, 845.14, 845.15, and 846.14.
Sections 723.14 and 723.15 were
promulgated on September 4, 1980 (45
FR 58783), sections 845.14 and 845.15
on August 16, 1982 (47 FR 35640), and
sections 724.14 and 846.14 on February
8, 1988 (53 FR 3664). The CMPs have
not been adjusted since the regulations
were first issued. Since the cost-of-
living adjustment described above
would exceed 10 percent of the CMP,
the adjustments being made to the CMPs
by this rule are being limited to a 10
percent increase as directed by section
7 of the amended Act.

I1. Procedural Matters

A. Effect in Federal Program States and
on Indian Lands

The rule will apply through cross-
referencing to the following Federal
program states: California, Georgia,
Idaho, Massachusetts, Michigan, North
Carolina, Oregon, Rhode Island, South
Dakota, Tennessee and Washington. The
Federal programs for these States appear
at 30 CFR parts 905, 910, 912, 921, 922,
933, 937, 939, 941, 942 and 947,
respectively. The rule also applies
through cross-referencing to Indian
lands under the Federal program for
Indian lands as provided in 30 CFR 750.

B. Effect on State Programs

Section 518(i) of SMCRA and 30 CFR
840.13(a) require that the civil penalty
provisions of each State program
contain penalties which are ‘‘no less
stringent than” those set forth in
SMCRA. Following promulgation of the
final rule, OSM will evaluate State
programs approved under section 503 of
SMCRA to determine any changes in
those programs that will be necessary.
When OSM determines that a particular
State program provision should be
amended in order to be made no less
stringent than the revised Federal
regulations, the particular States will be
notified in accordance with the
provisions of 30 CFR 732.17.

C. Administrative Procedure Act

This final rule has been issued
without prior public notice or
opportunity for public comment. The
Administrative Procedure Act (APA) (5
U.S.C. 553) provides an exception to the
notice and comment procedures when
an agency finds there is good cause for
dispensing with such procedures on the
basis that they are impracticable,
unnecessary or contrary to the public
interest. OSM has determined that
under 5 U.S.C. 553(b)(3)(B) good cause
exists for dispensing with the notice of
proposed rulemaking and public
comment procedures for this rule.
Specifically, this rulemaking is
consistent with the statutory authority
set forth in the Debt Collection
Improvement Act of 1996. In that Act,
Congress required that the agency issue
the inflation adjustment amendments
contained in this rule and provided no
discretion to the agency regarding either
their substance or their issuance. These
same reasons also provide OSM with
good cause under 5 U.S.C. 553(d)(3) of
the APA to have the regulation become
effective on a date that is less than 30
days after the date of publication in the
Federal Register.

D. Executive Order 12866

This rule is not considered a
significant regulatory action under the
provisions of Executive Order 12866.
The rule adjusts OSM’s CMPs according
to the formula contained in the law.
OSM has no discretion in making the
adjustments. Further, most coal mining
operations subject to these regulations
do not engage in prohibited activities
and practices, and, as a result, OSM
believes that the aggregate economic
impact of these revised regulations will
be minimal, affecting only those who
may engage in prohibited behavior in
violation of SMCRA. Consequently, the
amount of the CMPs assessed under the
revised schedule are not expected to
exceed the threshold contained in
Executive Order 12866 for an
economically significant rule.

E. Regulatory Flexibility Act

The Department of the Interior
certifies that this proposed revision
would not have a significant economic
impact on a substantial number of small
entities under the Regulatory Flexibility
Act (5 U.S.C. 601 et seq.). While some
penalties may have an impact on small
entities, it is the nature of the violation
and not the size of the entity that will
result in issuance of a violation notice
and the assessment of a CMP. The
aggregate economic impact of this
rulemaking on small business entities
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should be minimal, affecting only those
who violate the provisions of SMCRA.

F. Unfunded Mandates Reform Act

For purposes of compliance with the
Unfunded Mandates Reform Act of
1995, this rule does not impose any
obligations that individually or
cumulatively would require an
aggregate expenditure of $100 million or
more by State, local, and Tribal
governments and the private sector in
any given year.

G. Federal Paperwork Reduction Act

This rule does not contain collections
of information which require approval
by the Office of Management and
Budget under 44 U.S.C. 3501 et seq.

H. National Environmental Policy Act

This rule has been reviewed by OSM
and it has been determined to be
categorically excluded from the
requirement to prepare an
environmental document under the
National Environmental Policy Act of
1969. This determination was made in
accordance with the Departmental
Manual (516 DM 2, Appendix 1.10).

|. Executive Order 12988 on Civil Justice
Reform

The Department of the Interior has
determined that this rule meets the
requirements of sections (3)(a) and
3(b)(2) of Executive Order 12988, Civil
Justice Reform (61 FR 4729).

List of Subjects
30 CFR Part 723
Administrative practice and

procedure, Penalties, Surface mining,
Underground mining.

30 CFR Part 724

Administrative practice and
procedure, Penalties, Surface mining,
Underground mining.

30 CFR Part 845

Administrative practice and
procedure, Law enforcement, Penalties,
Reporting and recordkeeping
requirements, Surface mining,
Underground mining.

30 CFR Part 846

Administrative practice and
procedure, Penalties, Surface mining,
Underground mining.

Dated: October 28, 1997.
Sylvia V. Baca,
Acting Assistant Secretary, Land and
Minerals Management.

For the reasons set out in the

preamble, 30 CFR parts 723, 724, 845,
and 846 are amended as follows.

PART 723—CIVIL PENALTIES

1. The authority citation for Part 723

is revised to read as follows:

Authority: 30 U.S.C. 1201 et seq., Pub. L.
100-34, Pub. L. 101-410, and Pub. L. 104—

134.

2. Section 723.14 is amended by
revising the table to read as follows:

§723.14 Determination of amount of

penalty.

* * * * *

Points

Dollars

1,980
2,200

2,420
2,530
2,640
2,750
2,860
2,970
3,080
3,190
3,300
3,410
3,520
3,630
3,740
3,850
3,960
4,070
4,180
4,290

Points Dollars

4,400
4,510
4,620
4,730
4,840
4,950
5,060
5,170
5,280
5,390
5,500

3. In Section 723.15, paragraph (b) is
revised by changing the dollar amount
“$750 to “$825.”

PART 724—INDIVIDUAL CIVIL
PENALTIES

4. The authority citation for Part 724
is revised to read as follows:

Authority: 30 U.S.C. 1201 et seq., Pub. L.
100-34, Pub. L. 101-410, and Pub. L. 104—
134.

5. Section 724.14 is amended by
revising the first sentence of paragraph
(b) to read as follows:

§724.14 Amount of individual civil penalty.
* * * * *

(b) The penalty shall not exceed
$5,500 for each violation. * * *

PART 845—CIVIL PENALTIES

6. The authority citation for Part 845
is revised to read as follows:

Authority: 30 U.S.C. 1201 et seq., Pub. L.
100-34, Pub. L. 100-202, Pub. L. 100446,
Pub. L. 101-410, and Pub. L. 104-134.

7. Section 845.14 is amended by
revising the table to read as follows:

§845.14 Determination of amount of
penalty.

* * * * *

Points Dollars
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Points Dollars

506

528

550

660

770

880

990
1,100
1,210
1,320
1,430
1,540
1,650
1,760
1,870
1,980
2,090
2,200
2,310
2,420
2,530
2,640
2,750
2,860
2,970
3,080
3,190
3,300
3,410
3,520
3,630
3,740
3,850
3,960
4,070
4,180
4,290
4,400
4,510
4,620
4,730
4,840
4,950
5,060
5,170
5,280
5,390
5,500

8. In Section 845.15, paragraph (b) is
revised by changing the dollar amount
“$750 to “$825.”

PART 846—INDIVIDUAL CIVIL
PENALTIES

9. The authority citation for Part 846
is revised to read as follows:

Authority: 30 U.S.C. 1201 et seq., Pub. L.
100-34, Pub. L. 101-410, and Pub. L. 104—
134.

10. Section 846.14 is amended by
revising the first sentence of paragraph
(b) to read as follows:

§846.14 Amount of individual civil penalty.
* * * * *

(b) The penalty shall not exceed
$5,500 for each violation. * * *

[FR Doc. 97-31267 Filed 11-26-97; 8:45 am]
BILLING CODE 4310-05-M

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 36
RIN 2900-AH73

Loan Guaranty: Electronic Payment of
Funding Fee

AGENCY: Department of Veterans Affairs.
ACTION: Final rule.

SUMMARY: This document amends the
VA loan guaranty regulations to require
that all funding fees (including late fees
and interest) for VA-guaranteed loans be
paid electronically through the
Automated Clearing House (ACH)
program. The adoption of the ACH
program will eliminate lost mail and
eliminate data errors resulting from
manual recording. Further accounting
reconciliation will be reduced. In
addition, banking costs will be reduced.
This document also corrects a
typographical error in the “Allowable
fees and charges: manufactured home
unit” section.

DATES: Effective date: January 1, 1998.
FOR FURTHER INFORMATION CONTACT: Ms.
Judith Caden, Assistant Director for
Loan Policy (264), Loan Guaranty
Service, Veterans Benefits
Administration, Department of Veterans
Affairs, Washington, DC 20420, (202)
273-7368.

SUPPLEMENTARY INFORMATION: On May 7,
1997, VA published in the Federal
Register (62 FR 24872) proposed
regulations that would require mortgage
lenders to pay all funding fees
(including late fees and interest) for VA-
guaranteed loans electronically through
the ACH program effective January 1,
1998. The regulations provide three
methods for making payments through
the ACH program and specify the
standard information the lender must
provide the collection agent when
submitting loan guaranty funding fees.
Please refer to the May 7, 1997, Federal
Register for a complete discussion of the
proposed amendments.

Public comments were requested on
the proposal. The comment period
ended July 7, 1997. VA received one
comment. The comment supported the
proposal. The commenter, the Financial
Management Service of the Department
of the Treasury, stated “‘that the
proposed rule change will bring
significant cost savings to VA’s internal
operations and provide cash
management savings to the Department
of the Treasury.”

Based on the rationale set forth in the
proposal and this document, the
proposed rule is adopted as a final rule
without change.

Paperwork Reduction Act

Information collection and
recordkeeping requirements associated
with the final rule (38 CFR 36.4232,
36.4254, and 36.4312) have been
approved by OMB under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501-3520) and have been
assighed OMB control humber 2900—
0474. The information collection subject
to this rulemaking concerns the
requirement that lenders provide VA
information necessary to get set up on
the ACH system to pay the funding fee
electronically and the existing
requirement that lenders provide VA
certain standard information when
submitting loan guaranty funding fees.
Interested parties were invited to submit
comments on the collection of
information. However, no comments
were received regarding the collection
of information.

VA is not authorized to impose a
penalty on persons for failure to comply
with information collection
requirements which do not display a
current OMB control number, if
required.

Regulatory Flexibility Act

The Secretary hereby certifies that
this final rule will not have a significant
economic impact on a substantial
number of small entities as they are
defined in the Regulatory Flexibility
Act, 5 U.S.C. 601-612. The rule
implements a program that will enhance
operations and be cost beneficial for all
participating lenders. Lenders will be
able to participate by having access to
a personal computer, and personal
computing is pervasive within the
industry. Lenders will also have the
option of paying funding fees by calling
an operator who will enter the
information into the ACH system for
them. Funding fees represent actions
that have insignificant impact on
lenders. Therefore, pursuantto 5 U.S.C.
605(b), this final rule is exempt from the
initial and final regulatory flexibility
analysis requirements of sections 603
and 604.

The Catalog of Federal Domestic
Assistance Program numbers are 64.114
and 64.119.

List of Subjects in 38 CFR Part 36

Condominiums, Housing, Individuals
with disabilities, Loan programs—
housing and community development,
Manufactured homes, Reporting and
recordkeeping requirements, Veterans.
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Approved: September 3, 1997.
Hershel W. Gober,
Acting Secretary of Veterans Affairs.

For the reasons set out in the
preamble, 38 CFR part 36 is amended as
set forth below.

PART 36—LOAN GUARANTY

1. The authority citation for part 36
continues to read as follows:
Authority: 38 U.S.C. 501, 3701-3704, 3707,

3710-3714, 3719, 3720, 3729, 3762, unless
otherwise noted.

2. In 836.4232, paragraph (e)(1) is
amended by removing ‘‘(e)(4)” and
adding, in its place, ‘‘(e)(5)"’; paragraphs
(e)(2) and (e)(3) are amended by
removing ‘“‘paragraphs (e)(4) and”” and
adding, in its place, ‘“‘paragraph’’; and
by redesignating paragraph (e)(4) as
paragraph (e)(5); by adding a new
paragraph (e)(4); and by revising the
parenthetical at the end of the section to
read as follows:

§36.4232 Allowable fees and charges;
manufactured home unit.
* * * * *

e) * * *

(4) The lender is required to pay to
the Secretary electronically through the
Automated Clearing House (ACH)
system the fees described in paragraphs
(e)(1) and (e)(2) of this section and any
late fees and interest due on them. This
shall be paid to a collection agent by
operator-assisted telephone, terminal
entry, or central processing unit-to-
central processing unit (CPU-to-CPU)
transmission. The collection agent will
be identified by the Secretary. The
lender shall provide the collection agent
with the following: authorization for
payment of the funding fee (including
late fees and interest) along with the
following information: VA lender ID
number; four-digit personal
identification number; dollar amount of
debit; VA loan number; OJ (office of
jurisdiction) code; closing date; loan
amount; information about whether the
payment includes a shortage, late
charge, or interest; veteran name; loan
type; sale amount; downpayment;
whether the veteran is a reservist; and
whether this is a subsequent use of
entitlement. For all transactions
received prior to 8:15 p.m. on a
workday, VA will be credited with the
amount paid to the collection agent at
the opening of business the next
banking day.

(Authority: 38 U.S.C. 3729(a))

* * * * *

(The information collection requirements in
this section have been approved by the Office

of Management and Budget under control
numbers 2900-0474 and 2900-0516.)

3. Section 36.4254 is amended by
redesignating paragraphs (d)(4) and
(d)(5) as paragraphs (d)(5) and (d)(6),
respectively; by adding a new paragraph
(d)(4); and by adding a parenthetical at
the end of the section to read as follows:

836.4254 Fees and charges.
* * * * *
d * * *

(4) The lender is required to pay to
the Secretary electronically through the
Automated Clearing House (ACH)
system the fees described in paragraphs
(d)(1) and (d)(2) of this section and any
late fees and interest due on them. This
shall be paid to a collection agent by
operator-assisted telephone, terminal
entry, or CPU-to-CPU transmission. The
collection agent will be identified by the
Secretary. The lender shall provide the
collection agent with the following:
authorization for payment of the
funding fee (including late fees and
interest) along with the following
information: VA lender ID number; four-
digit personal identification number;
dollar amount of debit; VA loan
number; OJ (office of jurisdiction) code;
closing date; loan amount; information
about whether the payment includes a
shortage, late charge, or interest; veteran
name; loan type; sale amount;
downpayment; whether the veteran is a
reservist; and whether this is a
subsequent use of entitlement. For all
transactions received prior to 8:15 p.m.
on a workday, VA will be credited with
the amount paid to the collection agent
at the opening of business the next
banking day.

(Authority: 38 U.S.C. 3729(a))

* * * * *

(The information collection requirements in
this section have been approved by the Office
of Management and Budget under control
number 2900-0474.)

4. Section 36.4312 is amended by
redesignating paragraph (e)(4) as
paragraph (e)(5); by adding a new
paragraph (e)(4); and by revising the
parenthetical at the end of the section to
read as follows:

§36.4312 Charges and fees.
* * * * *
e * X *

(4) The lender is required to pay to
the Secretary electronically through the
Automated Clearing House (ACH)
system the fees described in paragraphs
(e)(1) and (e)(2) of this section and any
late fees and interest due on them. This
shall be paid to a collection agent by
operator-assisted telephone, terminal
entry, or CPU-to-CPU transmission. The
collection agent will be identified by the
Secretary. The lender shall provide the
collection agent with the following:

authorization for payment of the
funding fee (including late fees and
interest) along with the following
information: VA lender ID number; four-
digit personal identification number;
dollar amount of debit; VA loan
number; OJ (office of jurisdiction) code;
closing date; loan amount; information
about whether the payment includes a
shortage, late charge, or interest; veteran
name; loan type; sale amount;
downpayment; whether the veteran is a
reservist; and whether this is a
