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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 TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2005-23473; Directorate
Identifier 2005-CE-54—-AD; Amendment 39—
14451; AD 2005-26-53]

RIN 2120-AA64

Airworthiness Directives; Pacific
Aerospace Corporation Ltd. Model
750XL Airplanes

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule; request for
comments.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for all
Pacific Aerospace Corporation (PAC)
Ltd. Model 750XL airplanes. This AD
contains the same information as
emergency AD 2005-26—53 and
publishes the action in the Federal
Register. This AD requires you to insert
text into the Limitations Section of the
Airplane Flight Manual (AFM) that
reduces the maximum takeoff weight
from 7,500 pounds to 7,125 pounds.
This AD results from mandatory
continuing airworthiness information
(MCAI) issued by the airworthiness
authority for New Zealand. We are
issuing this AD to reduce the maximum
takeoff weight that will allow wing
ultimate load requirements to be met. If
wing ultimate load requirements are not
met, wing failure could result and
subsequent loss of control of the
airplane.

DATES: This AD becomes effective on
January 16, 2006, to all affected persons
who did not receive emergency AD
2005-26-53, issued December 22, 2005.
Emergency AD 2005-26-53 contained
the requirements of this amendment and
became effective immediately upon
receipt.

We must receive any comments on
this AD by February 14, 2006.
ADDRESSES: Use one of the following to
submit comments on this AD:

e DOT Docket Web site: Go to
http://dms.dot.gov and follow the
instructions for sending your comments
electronically.

o Government-wide rulemaking Web
site: Go to http://www.regulations.gov
and follow the instructions for sending
your comments electronically.

e Mail: Docket Management Facility;
U.S. Department of Transportation, 400
Seventh Street, SW., Nassif Building,
Room PL-401, Washington, DC 20590—
0001.

e Fax:1-202—493-2251.

e Hand Delivery: Room PL-401 on
the plaza level of the Nassif Building,
400 Seventh Street, SW., Washington,
DC, between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.

To get the service information
identified in this proposed AD, contact
Pacific Aerospace Corporation Ltd.,
Hamilton Airport, Private Bag HN 3027,
Hamilton, New Zealand.

To view the comments to this AD, go
to http://dms.dot.gov. The docket
number is FAA-2005-23473;
Directorate Identifier 2005-CE-54—AD.

FOR FURTHER INFORMATION CONTACT: Karl
Schletzbaum, Aerospace Engineer, FAA,
Small Airplane Directorate, 901 Locust,
Room 301, Kansas City, Missouri 64106;
telephone: (816) 329—4146; facsimile:
(816) 329-4090.

SUPPLEMENTARY INFORMATION:

Discussion

What events have caused this AD?
The Civil Aviation Authority (CAA),
which is the airworthiness authority for
New Zealand, recently notified FAA
that an unsafe condition may exist on
all PAC Ltd. Model 750XL airplanes.
The CAA reports that the wings of these
airplanes may not meet the ultimate
load requirements for a maximum
takeoff weight of 7,500 pounds. PAC
found the condition on a production
wing during an ultimate load test.
Investigation is not complete, but
indications show that some critical
rivets were not fully age-hardened. PAC
is developing a modification that will
replace the critical rivets with “AN”
bolts. In the interim, PAC is reducing
the maximum takeoff weight from 7,500
pounds to 7,125 pounds. The maximum
takeoff weight reduction will allow the

airplane to meet the ultimate load
requirements for an airplane certificated
in the Normal Category.

The CAA issued emergency New
Zealand AD Number DCA/750XL/7,
dated December 22, 2005, to ensure the
continued airworthiness of these
airplanes in New Zealand. These PAC
Model 750XL airplanes are
manufactured in New Zealand and are
type-certificated for operation in the
United States under the provisions of
section 21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement.

Under this bilateral airworthiness
agreement, the CAA of New Zealand has
kept us informed of the situation
described above.

On December 22, 2005, FAA issued
emergency AD 2005-26—53 to require
incorporating information into the
Limitations Section of the Airplane
Flight Manual (AFM) on the affected
airplanes that are registered in the
United States. The AFM limitation
reduces the maximum takeoff weight
from 7,500 pounds to 7,125 pounds.

Why is it important to publish this
AD? The FAA found that immediate
corrective action was required, that
notice and opportunity for prior public
comment were impracticable and
contrary to the public interest, and that
good cause existed to make the AD
effective immediately by individual
letters issued on December 23, 2005, to
all known U.S. operators of PAC Ltd.
Model 750XL airplanes. These
conditions still exist, and the AD is
published in the Federal Register as an
amendment to section 39.13 of the
Federal Aviation Regulations (14 CFR
39.13) to make it effective to all persons.

Comments Invited

Will I have the opportunity to
comment before you issue the rule? This
AD is a final rule that involves
requirements affecting flight safety and
was not preceded by notice and an
opportunity for public comment;
however, we invite you to submit any
written relevant data, views, or
arguments regarding this AD. Send your
comments to an address listed under
ADDRESSES. Include the docket number,
“FAA-2005—-23473; Directorate
Identifier 2005—~CE-54—AD” at the
beginning of your comments. We will
post all comments we receive, without
change, to http://dms.dot.gov, including
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any personal information you provide.
We will also post a report summarizing
each substantive verbal contact with
FAA personnel concerning this AD.

Using the search function of our
docket Web site, anyone can find and
read the comments received into any of
our dockets, including the name of the
individual who sent the comment (or
signed the comment on behalf of an
association, business, labor union, etc.).
This is docket number FAA-2005—
23473; Directorate Identifier 2005—CE—
54—AD. You may review the DOT’s
complete Privacy Act Statement in the
Federal Register published on April 11,
2000 (65 FR 19477-78) or you may visit
http://dms.dot.gov.

Are there any specific portions of this
AD I should pay attention to? We
specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. If you contact us through a
nonwritten communication and that
contact relates to a substantive part of
this AD, we will summarize the contact
and place the summary in the docket.
We will consider all comments received
by the closing date and may amend this
AD in light of those comments and
contacts.

Docket Information

Where can I go to view the docket
information? You may view the AD
docket that contains the AD, any
comments received, and any final
disposition in person at the DMS Docket
Offices between 9 a.m. and 5 p.m.
(eastern standard time), Monday
through Friday, except Federal holidays.
The Docket Office (telephone 1-800—
647-5227) is located on the plaza level
of the Department of Transportation
NASSIF Building at the street address
stated in ADDRESSES. You may also view
the AD docket on the Internet at
http://dms.dot.gov. The comments will
be available in the AD docket shortly
after the DMS receives them.

Authority for This Rulemaking

What authority does FAA have for
issuing this rulemaking action? Title 49
of the United States Code specifies the

FAA’s authority to issue rules on
aviation safety. Subtitle I, section 106
describes the authority of the FAA
Administrator. Subtitle VII, Aviation
Programs, describes in more detail the
scope of the agency’s authority.

We are issuing this rulemaking under
the authority described in subtitle VII,
part A, subpart III, section 44701,
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this AD.

Regulatory Findings

Will this AD impact various entities?
We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect 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.

Will this AD involve a significant rule
or regulatory action? For the reasons
discussed above, I certify that this AD:

1. Is not a “‘significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule”” under the
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.

We prepared a summary of the costs
to comply with this AD (and other
information as included in the
Regulatory Evaluation) and placed it in
the AD Docket. You may get a copy of
this summary by sending a request to us
at the address listed under ADDRESSES.
Include “Docket No. FAA-2005-23473;
Directorate Identifier 2005-CE-54—-AD”
in your request.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

Adoption of the Amendment

m Accordingly, under 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

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

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

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new airworthiness
directive (AD):

2005-26-53 Pacific Aerospace Corporation
Ltd.: Amendment 39-14451; Docket No.
FAA-2005-23473; Directorate Identifier
2005-CE-54—-AD.

When Does This AD Become Effective?

(a) This AD becomes effective on January
16, 2006, to all affected persons who did not
receive emergency AD 2005—-26-53, issued
December 22, 2005. Emergency AD 2005-26—
53 contained the requirements of this
amendment and became effective
immediately upon receipt.

Are Any Other ADs Affected by This Action?
(b) None.

What Airplanes Are Affected by This AD?

(c) This AD affects Model 750XL airplanes,
all serial numbers, that are certificated in any
category.

What Is the Unsafe Condition Presented in
This AD?

(d) This AD is the result of mandatory
continuing airworthiness information (MCAI)
issued by the airworthiness authority for
New Zealand. We are issuing this AD to
reduce the maximum takeoff weight that will
allow wing ultimate load requirements to be
met. If wing ultimate load requirements are
not met, wing failure could result and
subsequent loss of control of the airplane.

What Must I Do To Address This Problem?

(e) To address this problem, you must do
the following:

Actions

Compliance

Procedures

Insert the following information into the Limita-
tions Section of the Airplane Flight Manual
(AFM). You may do this by inserting a copy
of this AD into the Limitations Section of the
AFM.

“The maximum takeoff weight is reduced from
7,500 pounds to 7,125 pounds.”

Prior to further flight after January 16, 2006
(the effective date of this AD), except for
those who received emergency AD 2005-
26-53, issued December 22, 2005, unless
already done. Emergency AD 2005-26-53
contained the requirements of this amend-
ment and became effective immediately
upon receipt.

The owner/operator holding at least a private
pilot certificate as authorized by section
43.7 of the Federal Aviation Regulations
(14 CFR 43.7) may do the flight manual
changes requirement of this AD. Make an
entry in the aircraft records showing compli-
ance with this portion of the AD following
section 43.9 of the Federal Aviation Regula-
tions (14 CFR 43.9).
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May I Request an Alternative Method of
Compliance?

(f) You may request a different method of
compliance or a different compliance time
for this AD by following the procedures in 14
CFR 39.19. Unless FAA authorizes otherwise,
send your request to your principal
inspector. The principal inspector may add
comments and will send your request to the
Manager, Standards Office, Small Airplane
Directorate, FAA. For information on any
already approved alternative methods of
compliance, contact Karl Schletzbaum,
Aerospace Engineer, FAA, Small Airplane
Directorate, 901 Locust, Room 301, Kansas
City, Missouri 64106; telephone: (816) 329—
4146; facsimile: (816) 329—-4090.

Is There Other Information That Relates to
This Subject?

(g) Civil Aviation Authority airworthiness
directive DCA/750XL/7, dated December 22,
2005, also addresses the subject of this AD.

Issued in Kansas City, Missouri, on January
5, 2006.

John R. Colomy,

Acting Manager, Small Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 06—260 Filed 1-13-06; 8:45 am|]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2005-22035; Directorate
Identifier 2005-NM-016—-AD; Amendment
39-14442; AD 2006-01-03]

RIN 2120-AA64

Airworthiness Directives; Airbus Model
A300 B2 and B4 Series Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for all
Airbus Model A300 B2 and B4 series
airplanes. This AD requires repetitive
replacement of the angle of attack
(AOA) sensors with new or overhauled
AOA sensors. This AD also provides an
optional terminating action for the
repetitive replacements. This AD results
from reports of several false stall
warnings associated with stick-shaker
activation, occurring during take-off. We
are issuing this AD to prevent false stall
warnings associated with stick-shaker
activation, which could result in
increased pilot workload as the pilot
tries to determine the cause of the stall
warning and possible reduction in the
pilot’s ability to control the airplane.

DATES: This AD becomes effective
February 21, 2006.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of February 21, 2006.

ADDRESSES: You may examine the AD
docket on the Internet at http://
dms.dot.gov or in person at the Docket
Management Facility, U.S. Department
of Transportation, 400 Seventh Street
SW., Nassif Building, room PL—401,
Washington, DC.

Contact Airbus, 1 Rond Point Maurice
Bellonte, 31707 Blagnac Cedex, France,
for service information identified in this
AD.

FOR FURTHER INFORMATION CONTACT: Tom
Stafford, Aerospace Engineer,
International Branch, ANM-116,
Transport Airplane Directorate, FAA,
1601 Lind Avenue, SW., Renton,
Washington 98055—-4056; telephone
(425) 227-1622; fax (425) 227-1149.

SUPPLEMENTARY INFORMATION:
Examining the Docket

You may examine the airworthiness
directive (AD) docket on the Internet at
http://dms.dot.gov or in person at the
Docket Management Facility office
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The Docket Management Facility office
(telephone (800) 647-5227) is located on
the plaza level of the Nassif Building at
the street address stated in the
ADDRESSES section.

Discussion

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 to include an AD that would
apply to all Airbus Model A300 B2 and
B4 series airplanes. That NPRM was
published in the Federal Register on
August 8, 2005 (70 FR 45592). That
NPRM proposed to require an
inspection to determine the part number
of all angle of attack (AOA) sensors, and
repetitive replacement of the AOA
sensors with new or overhauled AOA
sensors if necessary.

Relevant Service Information

After the NPRM was issued, we
received Airbus Service Bulletin A300—
34-0092, Revision 04, dated April 25,
2005. Revision 03, dated November 2,
2004, was referenced as the appropriate
source of service information for
accomplishing the optional terminating
action specified in paragraph (g) of the
NPRM. We have reviewed Revision 04
of the service bulletin and have
determined that the procedures for
replacing the Honeywell AOA sensors
with “vane type” AOA sensors and

replacing the current detectors in relay
boxes 252VU and 107VU with new
current detectors are identical to the
procedures in Revision 03 of the service
bulletin. Therefore, we have revised
paragraph (g) of this AD to reference
Revision 04 of the service bulletin as the
appropriate source of service
information for accomplishing the
optional terminating action. We have
also moved reference to Revision 03 of
the service bulletin to paragraph (k) of
this AD to give credit for actions done
in accordance with Revision 03 before
the effective date of this AD.

Comments

We provided the public the
opportunity to participate in the
development of this AD. We have
considered the comments received.

Request To Revise the Applicability

One commenter, the airplane
manufacturer, requests that we limit the
applicability of the NPRM to certain
Airbus Model A300 B2 and B4 series
airplanes equipped with Honeywell
angle of attack (AOA) sensors having
part number 965—4020-007. The
commenter states that this matches the
applicability of French airworthiness
directive F-2003—457 R1, dated
December 22, 2004. As justification for
limiting the applicability, the
commenter asserts that operators can
easily trace the affected part on their
airplanes. The commenter also states
that limiting the applicability will
relieve operators from inspecting
airplanes, which are not equipped with
the affected AOA sensor.

We do not agree to revise the
applicability of this AD. Even if
operators could easily trace AOA
sensors installed on an airplane, this AD
must be applicable to all Model A300
B2 and B4 series airplanes to ensure that
an affected AOA sensor is not installed
on an airplane after the effective date of
this AD. However, we have added a
provision to paragraph (f) of this AD to
relieve operators of the inspection
requirement. Operators may conduct a
review of airplane maintenance records,
instead of doing an inspection, if the
part numbers of the AOA sensors can
positively be determined from that
review.

Request To Delete Compliance Time

The same commenter requests that we
delete the compliance time for replacing
the AOA sensor before further flight, as
specified in paragraph (f) of the NPRM.
The commenter states that it is not
possible to comply with this compliance
time because Airbus Service Bulletin
A300-34-0176, Revision 01, dated
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February 3, 2004, recommends
replacing an affected AOA sensor with
an overhauled AOA sensor, which
would require operators to return the
affected AOA sensor to the parts
manufacturer for overhaul.

We do not agree. In developing an
appropriate compliance time for this
action, we considered the safety
implications, parts availability, and
normal maintenance schedules for the
timely accomplishment of the
replacement. In consideration of these
items, we have determined that
replacing an affected AOA sensors
before further flight after inspecting to
the determine its part number will
ensure an acceptable level of safety and
allow the replacement to be done during
scheduled maintenance intervals for
most affected operators. Also, we point
out that paragraph (g) of this AD
provides an optional terminating action
to the repetitive replacements required
by paragraph (f) of this AD. This
terminating action allows operators to
replace the affected AOA sensors with
“vane type” AOA sensors and does not
require returning an affected AOA
sensor to the parts manufacturer for
overhaul. According to the
manufacturer, an ample number of
“vane type”” AOA sensors will be
available to modify the U.S. fleet within
the proposed compliance time.
Furthermore, according to the
provisions of paragraph (1) of this AD,
we may approve requests to adjust the

compliance time if the request includes

data that prove that the new compliance
time would provide an acceptable level

of safety.

Request To Reduce the Compliance
Time

One commenter states that a
compliance time of 4,500 flight hours or
36 months is too long given that the
unsafe condition could result in
increased pilot workload as the pilot
tries to determine the cause of the stall
warning and possible reduction in the
pilot’s ability to control the airplane. We
infer the commenter would like us to
reduce the compliance time.

We disagree. After considering all the
available information, we have
determined that the compliance time, as
proposed, represents an appropriate
interval of time for accomplishing the
required actions in a timely manner
within the affected fleet, while still
maintaining an adequate level of safety.
In developing an appropriate
compliance time, we considered the
safety implications, parts availability,
and normal maintenance schedules for
timely accomplishment of the
inspection. Furthermore, we arrived at
the compliance time of 4,500 flight
hours or 36 months, whichever is first,
with concurrence from the manufacturer
and the Direction Générale de 1’Aviation
Civile (DGAC), which is the
airworthiness authority for France.
Reducing the compliance time would

ESTIMATED COSTS

necessitate (under the provisions of the
Administrative Procedure Act) reissuing
the notice, reopening the period for
public comment, considering additional
comments subsequently received, and
eventually issuing a final rule. That
procedure could take as long as four
months. We have determined that
further delay of this AD is
inappropriate. However, if additional
data are presented that would justify a
shorter compliance time, we may
consider further rulemaking on this
issue.

Clarification of Alternative Method of
Compliance (AMOC) Paragraph

We have revised this AD to clarify the
appropriate procedure for notifying the
principal inspector before using any
approved AMOC on any airplane to
which the AMOC applies.

Conclusion

We have carefully reviewed the
available data, including the comments
received, and determined that air safety
and the public interest require adopting
the AD with the changes described
previously. We have determined that
these changes will neither increase the
economic burden on any operator nor
increase the scope of the AD.

Costs of Compliance

The following table provides the
estimated costs for U.S. operators to
comply with this AD.

Number of
Average
Action X\éﬂrrl; Iaborh rgte Parts gﬁ;}a%eer re g:féte';ed Fleet cost
per hour airplanes
Inspection .........cccceeeveeeveennen. 1 $65 | NONE ...ooeeeeecieeieeeeee e $65 20 | $1,300.
Replacement, per replace- 2 65 | $3,300 ($1,100 per sensor) 3,430 20 | $68,600, per replacement
ment cycle. cycle.
Optional terminating action .. 7 65 | $8,780 ....ooeeveeeeeieeeee 9,235 20 | $184,700.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII,
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in subtitle VII,
part A, subpart III, section 44701,
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures

the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We have determined that this AD will
not have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect 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.

For the reasons discussed above, I
certify that this AD:

(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.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.
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See the ADDRESSES section for a location
to examine the regulatory evaluation.

List of Subjects in 14 CFR Part 39

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

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:

PART 39—AIRWORTHINESS
DIRECTIVES

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

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

§39.13 [Amended]

m 2. The Federal Aviation
Administration (FAA) amends §39.13
by adding the following new
airworthiness directive (AD):

2006-01-03 Airbus: Amendment 39-14442.
Docket No. FAA-2005-22035;
Directorate Identifier 2005-NM-016—AD.

Effective Date

(a) This AD becomes effective February 21,
2006.

Affected ADs

(b) None.
Applicability

(c) This AD applies to all Airbus Model
A300 B2—-1A, B2-1C, B2K-3C, and B2-203
airplanes; and Model A300 B4-2C, B4-103,

and B4-203 airplanes; certificated in any
category.

Unsafe Condition

(d) This AD was prompted by reports of
several false stall warnings associated with
stick-shaker activation, occurring during
take-off. We are issuing this AD to prevent
false stall warnings associated with stick-
shaker activation, which could result in
increased pilot workload as the pilot tries to
determine the cause of the stall warning and
possible reduction in the pilot’s ability to
control the airplane.

Compliance

(e) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Repetitive Replacements

(f) Within 4,500 flight hours or 36 months
after the effective date of this AD, whichever
is first: Inspect zone 120 to determine the
part numbers (P/Ns) of all three angle of
attack (AOA) sensors, in accordance with the
Accomplishment Instructions of Airbus
Service Bulletin A300-34—0176, Revision 01,
dated February 3, 2004. Instead of inspecting
zone 120 to determine the P/Ns of the AOA
sensors, a review of airplane maintenance
records is acceptable if the P/Ns of the AOA

sensors can be conclusively determined from
that review. If no Honeywell AOA sensor
having part number (P/N) 965—-4020-007 is
found, then no further action is required by
this paragraph. If any Honeywell AOA sensor
having P/N 965-4020-007 is found, before
further flight, replace the AOA sensor with

a new or overhauled AOA sensor having

P/N 965—-4020-007, in accordance with the
service bulletin. Repeat the replacement
thereafter at intervals not to exceed 8,000
flight hours or 96 months, whichever is first.
Accomplishing the actions specified in
paragraph (g) of this AD terminates the
repetitive replacements.

Optional Terminating Action

(g) Replacement of all Honeywell AOA
sensors having P/N 965-4020-007 between
frame (FR)18 and FR19 with “vane type”
AOA sensors; and replacement of the current
detectors in relay boxes 252VU and 107VU
with new current detectors; in accordance
with the Accomplishment Instructions of
Airbus Service Bulletin A300-34—-0092,
Revision 04, dated April 25, 2005; terminate
the repetitive replacements required by
paragraph (f) of this AD.

No Reporting Requirement

(h) Although Airbus Service Bulletin
A300-34-0176, Revision 01, dated February
3, 2004, specifies to submit certain
information to the manufacturer, this AD
does not include that requirement.

Parts Installation

(i) As of the effective date of this AD, no
person may install an AOA sensor having
P/N 965-4020-007 on any airplane, unless it
is new or overhauled. Thereafter repetitively
replace the new or overhauled AOA sensor
in accordance with paragraph (f) of this AD.

Credit for Previously Accomplished Actions

(j) Actions done before the effective date of
this AD in accordance with Airbus Service
Bulletin A300-34—-0176, dated July 9, 2003,
are acceptable for compliance with the
corresponding requirements of paragraph (f)
of this AD.

Credit for Optional Terminating Action

(k) Actions done before the effective date
of this AD in accordance with Airbus Service
Bulletin A300-34—-092, Revision 2, dated July
18, 1985, or Airbus Service Bulletin A300—
34-0092, Revision 03, dated November 2,
2004, are acceptable for compliance with the
requirements of paragraph (g) of this AD.

Alternative Methods of Compliance
(AMOCs)

(1)(1) The Manager, International Branch,
ANM-116, Transport Airplane Directorate,
FAA, has the authority to approve AMOCGCs
for this AD, if requested in accordance with
the procedures found in 14 CFR 39.19.

(2) Before using any AMOC approved in
accordance with 14 CFR 39.19 on any
airplane to which the AMOC applies, notify
the appropriate principal inspector in the
FAA Flight Standards Certificate Holding
District Office.

Related Information

(m) French airworthiness directive F—
2003—457 R1, dated December 22, 2004, also
addresses the subject of this AD.

Material Incorporated by Reference

(n) You must use Airbus Service Bulletin
A300-34-0176, Revision 01, excluding
Appendix 01, dated February 3, 2004, to
perform the actions that are required by this
AD, unless the AD specifies otherwise. The
optional terminating action provided by
paragraph (g) of this AD, if accomplished,
must be done in accordance with Airbus
Service Bulletin A300—34—0092, Revision 04,
dated April 25, 2005. The Director of the
Federal Register approved the incorporation
by reference of these documents in
accordance with 5 U.S.C. 552(a) and 1 CFR
part 51. Contact Airbus, 1 Rond Point
Maurice Bellonte, 31707 Blagnac Cedex,
France, for a copy of this service information.
You may review copies at the Docket
Management Facility, U.S. Department of
Transportation, 400 Seventh Street, SW.,
room PL—401, Nassif Building, Washington,
DC; on the Internet at http://dms.dot.gov; or
at the National Archives and Records
Administration (NARA). For information on
the availability of this material at the NARA,
call (202) 741-6030, or go to http://
www.archives.gov/federal_register/
code_of_federal_regulations/
ibr_locations.html.

Issued in Renton, Washington, on January
5, 2006.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 06—315 Filed 1-13-06; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HOMELAND
SECURITY

Bureau of Customs and Border
Protection

19 CFR Part 101
[CBP Dec. 05-38]

Extension of Port Limits of Rockford,
IL

AGENCY: Customs and Border Protection;
Department of Homeland Security.

ACTION: Final rule.

SUMMARY: This rule amends the
Department of Homeland Security
regulations pertaining to the field
organization of the Bureau of Customs
and Border Protection by extending the
geographical limits of the port of entry
at Rockford, Illinois, to include the City
of Rochelle, Illinois. The extension of
the port is necessary to accommodate
the Union Pacific Railroad Company’s
new intermodal facility in Rochelle.
This change is part of the Bureau of



2458

Federal Register/Vol. 71, No. 10/ Tuesday, January 17, 2006 /Rules and Regulations

Customs and Border Protection’s
continuing program to utilize more
efficiently its personnel, facilities, and
resources, and to provide better service
to carriers, importers, and the general
public.

DATES: Effective Date: February 16,
2006.

FOR FURTHER INFORMATION CONTACT:
Dennis Dore, Office of Field Operations,
202-344-2776.

SUPPLEMENTARY INFORMATION:

Background

The Union Pacific Railroad Company
has a new state-of-the-art intermodal rail
facility that is located 25 miles south of
Rockford in Rochelle, Illinois. This
facility provides the capacity necessary
to support the efficient interchange of
shipments to and from rail connections
and to expedite the operation of trains
and containers. In order to
accommodate this new facility, and
provide better service to carriers,
importers, and the public, the Bureau of
Customs and Border Protection (CBP) is
extending the port limits of the port of
Rockford, Illinois, to include the City of
Rochelle, Illinois.

A Notice of Proposed Rulemaking
concerning this extension was
published in the Federal Register (69
FR 50107) on August 13, 2004. No
comments were received in response to
the Notice of Proposed Rulemaking. As
CBP believes that the extension of the
Port of Rockford, Illinois, to include the
City of Rochelle, will improve service to
importers and the rail transportation
industry in Illinois, CBP is expanding
the limits of the port of Rockford as
proposed.

New Port Limits of Rockford, Illinois

CBP extends the limits of the port of
Rockford, Illinois, to include the City of
Rochelle, Illinois, so that the description
of the limits of port reads as follows:

Bounded to the north by the Illinois/
Wisconsin border; bounded to the west
by Illinois State Route 26; bounded to
the south by Interstate Route 88;
bounded to the east by Illinois State
Route 23 to the Wisconsin/Illinois
border.

Authority

This change is being made under the
authority of 5 U.S.C. 301 and 19 U.S.C.
2, 66 and 1624, and the Homeland
Security Act of 2002, Public Law 107—
296 (November 25, 2002).

The Regulatory Flexibility Act and
Executive Order 12866

With DHS approval, CBP establishes,
expands, and consolidates CBP ports of

entry throughout the United States to
accommodate the volume of CBP-related
activity in various parts of the country.
It also will not have significant
economic impact on a substantial
number of small entities. Accordingly, it
is certified that this document is not
subject to the additional requirements of
the provisions of the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.).

In addition, DHS and the Office of
Management and Budget have
determined that this final rule does not
constitute a significant regulatory action
as defined under Executive Order
12866.

Signing Authority

The signing authority for this
document falls under 19 CFR 0.2(a).
Accordingly, the final rule is signed by
the Secretary of Homeland Security.

List of Subjects in 19 CFR Part 101

Customs ports of entry, Exports,
Imports, Organization and functions
(Government Agencies).

Amendment to the Regulations

m For the reasons set forth above, 19
CFR part 101 is amended as set forth
below.

PART 101—GENERAL PROVISIONS

m 1. The general authority citation for
part 101 is revised and the specific
authority provision for § 101.3
continues to read as follows:

Authority: 5 U.S.C. 301; 19 U.S.C. 2, 66,
1202 (General Note 3(i), Harmonized Tariff
Schedule of the United States), 1623, 1624,
1646a.

Sections 101.3 and 101.4 also issued under
19 U.S.C. 1 and 58b;

* * * * *

§101.3 [Amended]

m 2. In the list of ports in § 101.3(b)(1),
under the state of Illinois, the “Limits of
port” column adjacent to “‘Rockford” in
the “Ports of entry”’ column is amended
by removing the citation “T.D. 95-62"
and adding in its place “CBP Dec. 05—
38”.

Dated: January 3, 2006.
Michael Chertoff,
Secretary.
[FR Doc. 06—359 Filed 1-13-06; 8:45 am]
BILLING CODE 9110-06-U

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 210
[Docket No. 2005N-0285]
Current Good Manufacturing Practice

Regulation and Investigational New
Drugs

AGENCY: Food and Drug Administration,
HHS.
ACTION: Direct final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending its
current good manufacturing practice
(CGMP) regulations for human drugs,
including biological products, to exempt
most investigational “Phase 1"’ drugs
from complying with the requirements
in FDA’s regulations. FDA will instead
exercise oversight of production of these
drugs under the agency’s general
statutory CGMP authority and
investigational new drug application
(IND) authority. In addition, FDA is
making available simultaneously with
the publication of this direct final rule,
a guidance document setting forth
recommendations on approaches to
CGMP compliance for the exempted
Phase 1 drugs.

Elsewhere in this issue of the Federal
Register, FDA is publishing a
companion proposed rule, under FDA’s
usual procedure for notice-and-
comment rulemaking, to provide a
procedural framework to finalize the
rule in the event the agency receives any
significant adverse comments and
withdraws this direct final rule. The
companion proposed rule and direct
final rule are substantively identical.

Elsewhere in this issue of the Federal
Register, FDA is announcing the
availability of a draft guidance for
industry entitled “INDs—Approaches to
Complying With CGMP During Phase 1"
to provide further guidance on the
subject.

DATES: This rule is effective June 1,
2006. Submit written or electronic
comments on or before April 3, 2006. If
FDA receives no significant adverse
comments within the specified
comment period, the agency will
publish a document confirming the
effective date of the final rule in the
Federal Register within 30 days after
the comment period on this direct final
rule ends. If timely significant adverse
comments are received, the agency will
publish a notice of significant adverse
comment in the Federal Register
withdrawing this direct final rule before
May 2, 2006.
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ADDRESSES: Submit written comments
on the direct final rule to the Division
of Dockets Management (HF A—-305),
Food and Drug Administration, 5630
Fishers Lane, rm. 1061, Rockville, MD
20852. Submit electronic comments to
http://www.fda.gov/dockets/ecomments.

FOR FURTHER INFORMATION CONTACT:
Monica Caphart, Center for Drug
Evaluation and Research (HFD-320),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-9047; or Christopher Joneckis,
Food and Drug Administration, Center
for Biologics Evaluation and Research
(HFM-1), 1401 Rockville Pike,
Rockville, MD 20852, 301-435-5681.

SUPPLEMENTARY INFORMATION:
I. Discussion

This action is intended to streamline
and promote the drug development
process while ensuring the safety and
quality of the earliest stage
investigational drug products, those
intended for use in Phase 1 clinical
trials. Together with its companion
guidance, this rule represents a
significant step in the agency’s plan to
formally lay out an approach to aid
manufacturers in implementing
manufacturing controls that are
appropriate for this stage of
development.

As defined in 21 CFR 312.21, a Phase
1 clinical trial includes the initial
introduction of an investigational new
drug into humans. Such studies are
aimed at establishing basic safety and
are designed to determine the
metabolism and pharmacologic actions
of the drug in humans. The total number
of subjects in a Phase 1 study is
limited—generally no more than 80
subjects. This is in contrast to Phase 2
and Phase 3 trials, which may involve
substantially greater numbers of subjects
being exposed to the drug product, and
which aim to test the effectiveness of
the drug product. During Phase 2 or 3,
drug products may be made available
for treatment use through one of several
mechanisms for expanded access to
investigational drugs.

FDA’s general CGMP regulations for
human drugs are set forth in parts 210
and 211 (21 CFR parts 210 and 211).
Although the preamble to the September
1978 final rule issuing these regulations
expressly stated that the CGMP
regulations applied to investigational
drug products, it also raised the
possibility of proposing an additional
CGMP regulation to cover drugs being
used in research:

The Commissioner finds that, as

stated in § 211.1, these CGMP
regulations apply to the preparation

of any drug product for
administration to humans or
animals, including those still in
investigational stages. It is
appropriate that the process by
which a drug product is
manufactured in the development
phase be well documented and
controlled in order to assure the
reproducibility of the product for
further testing and for ultimate
commercial production. The
Commissioner is considering
proposing additional CGMP
regulations to cover drugs in
research stages (43 FR 45014 at
45029, September 29, 1978).

Such additional regulations have
never been issued.

In 1991, the agency issued a
“Guideline on the Preparation of
Investigational New Drug Products
(Human and Animal).” That document,
however, did not discuss all
manufacturing scenarios, and did not
clearly address small- or laboratory-
scale production of drug products for
use in Phase 1 clinical trials.
Additionally, the 1991 guidance did not
fully discuss the agency’s expectations
on appropriate approaches to
manufacturing controls for batches
produced during drug development.

For several reasons, FDA believes that
production of human drug products,
including biological drug products,
intended for use in Phase 1 clinical
trials should be exempted from
complying with the specific regulatory
requirements set forth in parts 210 and
211. First, even if exempted from the
requirements of parts 210 and 211,
investigational drugs remain subject to
the statutory requirement that deems a
drug adulterated:

if * * * the facilities or controls used

for, its manufacture, processing,
packing, or holding do not conform
to or are not operated or
administered in conformity with
current good manufacturing
practice to assure that such drug
meets the requirements of * * *
[the Federal Food, Drug, and
Cosmetic] Act as to safety and has
the identity and strength, and meets
the quality and purity
characteristics, which it purports or
is represented to possess (21 U.S.C.
351(a)(2)(B)).

Second, FDA oversees drugs for use in
Phase 1 trials through its existing IND
authority. Every IND must contain,
among other things, a section on
chemistry, manufacturing, and control
information that describes the
composition, manufacture, and control
of the investigational drug product (21
CFR 312.23(a)(7)). Submission of this

information, along with other
information required in the IND,
informs the agency of the steps that the
manufacturer is taking to ensure the
safety and quality of the investigational
drug. Under this IND authority, FDA has
the option to place an IND on clinical
hold if the study subjects would be
exposed to an unreasonable and
significant risk or if the IND does not
contain sufficient information to assess
the risks to subjects (21 CFR 312.42).
FDA also may terminate an IND if the
methods, facilities, and controls used
for the manufacturing, processing, and
packing of the investigational drug are
inadequate to establish and maintain
appropriate standards of identity,
strength, quality, and purity as needed
for subject safety (21 CFR 312.44(b)(iii)).

Thus, even though FDA is exempting
Phase 1 drug products from compliance
with the specific requirements of the
CGMP regulations, the agency retains
the ability to take appropriate actions to
address manufacturing issues. For
example, in addition to the authority to
put an IND on clinical hold or terminate
an IND, FDA may initiate an action to
seize an investigational drug or enjoin
its production if its production does not
occur under conditions sufficient to
ensure the identity, strength, quality,
and purity of the drug, which may
adversely affect its safety.

FDA believes this change in the
CGMP regulations (parts 210 and 211) is
appropriate because many of the issues
presented by the production of
investigational drugs intended for use in
the relatively small Phase 1 clinical
trials are different from issues presented
by the production of drug products for
use in the larger Phase 2 and Phase 3
clinical trials or for commercial
marketing. We are considering
additional guidance and regulations to
clarify the agency’s expectations with
regard to fulfilling CMGP requirements
when producing investigational drugs
for Phase 2 and Phase 3 clinical studies.

Additionally, many of the specific
requirements in the regulations in part
211 do not apply to the conditions
under which many drugs for use in
Phase 1 clinical trials are produced. For
example, the concerns underlying the
regulations’ requirement for fully
validated manufacturing processes,
rotation of the stock for drug product
containers, the repackaging and
relabeling of drug products, and
separate packaging and production areas
are generally not concerns for these very
limited production investigational drug
products used in Phase 1 clinical trials.
Consequently, in this direct final rule,
FDA is amending the scope section of
the drug CGMP regulations in 21 part
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210 to make clear that production of
investigational drugs for use in Phase 1
studies conducted under an IND does
not need to comply with the regulations
in part 211. However, once an
investigational drug product has been
manufactured by, or for, a sponsor and
is available for use in a Phase 2 or Phase
3 study thus demonstrating an intent to
expose more subjects to the
investigational drug and requiring that
the regulations’ CGMP requirements be
met, the same investigational drug
product used in any subsequent Phase
1 study by the same sponsor must be
manufactured in compliance with part
211. In addition to drug products that,
if eventually approved, would be
approved under section 505 of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 355), this rule would
apply to investigational biological
products that are subject to the CGMP
requirements of section 501(a)(2)(B) of
the act (21 U.S.C. 351(a)(2)(B)).
Examples of such products include
recombinant and nonrecombinant
therapeutic products, vaccine products,
allergenic products, in vivo diagnostics,
plasma derivative products, blood and
blood products, gene therapy products,
and somatic cellular therapy products
(including xenotransplantation
products) that are subject to the CGMP
requirements of section 501(a)(2)(B).

To convey the agency’s current
thinking on the possible approaches to
manufacturing controls for the
production of Phase 1 drugs, FDA is
issuing simultaneously with this direct
final rule a draft guidance titled
“INDs—Approaches to Complying With
CGMP During Phase 1,” which sets forth
recommendations on approaches to
statutory compliance. Comments on that
guidance can be submitted to the public
docket identified in that document.

II. Direct Final Rulemaking

FDA has determined that the subject
of this rulemaking is suitable for a direct
final rule. This direct final rule adds
§210.2(c) to make clear that production
of an investigational drug for use in a
Phase 1 study conducted under an IND,
when the drug has not yet been, or is
not being, manufactured for use in
Phase 2 or 3 studies or for an already
approved use, is not subject to the
requirements in part 211. Additionally,
the rule states that once an
investigational drug product has already
been manufactured and is available for
use in Phase 2 or Phase 3 studies or for
an already approved use, the
investigational drug product used in any
subsequent Phase 1 investigational
studies must comply with part 211.

Because of the small batch size for
these drugs, many of the issues
implicated in larger scale production,
which occurs late in the drug
development process, or in commercial
manufacture are not present during
production of drugs for use in Phase 1
studies. The action taken should be
noncontroversial, and the agency does
not anticipate receiving any significant
adverse comment on this rule.

If FDA does not receive significant
adverse comment the agency will
publish a document in the Federal
Register confirming the effective date of
the final rule. The agency intends to
make the direct final rule effective 30
days after publication of the
confirmation document in the Federal
Register. A significant adverse comment
is one that explains why the rule would
be inappropriate, including challenges
to the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment recommending a rule change
in addition to this rule will not be
considered a significant adverse
comment unless the comment also
states why this rule would be ineffective
without the additional change.

Elsewhere in this issue of the Federal
Register, FDA is publishing a
companion proposed rule, identical in
substance to the direct final rule, that
provides a procedural framework from
which to proceed with standard notice-
and-comment rulemaking should the
direct final rule be withdrawn because
of significant adverse comment. The
comment period for the direct final rule
runs concurrently with that of the
companion proposed rule. Any
comments received under the
companion proposed rule will be
treated as comments regarding this
direct final rule and vice versa. FDA
will not provide additional opportunity
for comment on the companion
proposed rule. A full description of
FDA'’s policy on direct final rule
procedures may be found in a guidance
document published in the Federal
Register of November 21, 1997 (62 FR
62466).

III. Legal Authority

Under section 501(a)(2)(B) of the act
(21 U.S.C. 201 et seq.) a drug is deemed
adulterated if the methods used in, or
the facilities, or controls used for, its
manufacture, processing, packing, or
holding do not conform to or are not
operated in conformity with CGMP to
ensure that such drug meets the
requirements of the act as to safety, and
has the identity and strength, and meets
the quality and purity characteristics,
which it purports or is represented to

possess. The rulemaking authority
conferred on FDA by Congress under
the act permits the agency to amend its
regulations as contemplated by this
direct final rule. Section 701(a) of the
act (21 U.S.C. 371(a)) gives FDA general
rulemaking authority to issue
regulations for the efficient enforcement
of the act. We refer readers to the legal
authority section of the preamble of the
1978 CGMP regulations for a fuller
discussion (43 FR 45014 at 45020—
45026).

IV. Environmental Impact

The agency has determined that under
21 CFR 25.30(h) this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA has examined the impacts of the
direct final rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this direct final rule is not
a significant regulatory action under the
Executive order.

The Regulatory Flexibility Act
requires agencies to analyze regulatory
options that would minimize any
significant impact of the rule on small
entities. Because exempting production
of drugs for use in Phase 1 studies from
compliance with specific regulatory
requirements does not add any burden,
the agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires
that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold



Federal Register/Vol. 71, No. 10/ Tuesday, January 17, 2006 /Rules and Regulations

2461

after adjustment for inflation is $115
million using the most current (2003)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this final rule to result in any 1-year
expenditure that would meet or exceed
this amount.

The purpose of this direct final rule
is to amend our current CGMP
regulations to exempt the manufacture
of Phase 1 drugs from compliance with
the regulatory requirements in part 211.
The rule will affect drug manufacturers,
chemical manufacturers, and
laboratories that manufacture drugs on a
small scale for use in Phase 1 clinical
trials.

For drug manufacturers that produce
Phase 1 drug products in-house and also
produce approved drug products, this
direct final rule is expected to reduce
the amount of documentation they
produce and maintain when they
manufacture a Phase 1 drug. In some
cases, it should also reduce the amount
of component and product testing.

Because they have far less experience
with pharmaceutical CGMPs, some
chemical manufacturers and
laboratories may experience a slight
increase in documentation if they
currently do not have written standard
operating procedures (SOPs), or if they
need to modify existing methods of
documentation. Although formats may
be different, the rule should not require
more information than is already
collected as part of standard laboratory
practices.

Because the actual SOPs and
manufacturing requirements are
different for each new drug product and
manufacturing facility, the procedures
to comply with the statutory CGMP
requirements for Phase 1 production are
generated as part of product
development. The savings or costs
would be incurred on a per-IND and not
per-facility basis.

This rule is intended to clarify
requirements of the statutory CGMPs
that are necessary for Phase 1 products
and to exempt certain drugs produced
under INDs from other CGMP
requirements. Some manufacturers may
realize savings because they no longer
must meet certain requirements. The
savings to drug manufacturers that
produce the phase 1 drugs in-house will
vary greatly from product to product.
FDA lacks data to estimate the extent of
cost savings. Some examples where
substantial savings may be realized are
the level of testing and analyzing
components and in-process materials.
These costs can typically range from $50
to $1,200 per component tested. The
extent of the need for SOPs and
methods validation may also be greatly

reduced. We estimate that large drug
manufacturers that produce Phase 1
drugs in-house could potentially save
between 24 to 40 hours per IND. In
addition, the clarifications we have
made could lead some large firms to
produce future drugs for Phase 1 trials
in-house, rather than contracting the
work out.

For chemical manufacturers and
laboratories, the requirements in this
rule may increase the time required for
developing SOPs for quality, process,
and procedural controls and will be
incurred on a recurring basis for each
new product produced. There may also
be an incremental increase in training
costs to educate employees on the
CGMP requirements. We estimate that
an additional 12 to 24 hours may be
required for these activities depending
on the experience of the entity and its
employees with our current CGMP rule.

The facility that manufactures the
drug for the Phase 1 trials is identified
in the IND. We do not keep a database
of these facilities and, therefore, we do
not have a precise number of entities
that might be affected by this final rule.
To estimate the economic impact, we
derived an estimate of the number
affected annually based on the number
of INDs we receive.

In 2003, we received about 350
research and 500 commercial INDs.
However, this rule would not apply to
the majority of these INDs because they
are for drug products that already have
approvals and thus are subject to part
211. To derive an estimate of the
percentage of INDs that would be
affected by this rule, we used the
percentage of total new drug
applications (NDAs) that were for new
molecular entities (NMEs) and applied
that percentage to the number of annual
IND applications. Historically, about 30
percent of NDAs are for NMEs each
year. Assuming the relationship would
be the same for the INDs and that the
number of INDs will remain at about
850, this rule would affect about 255
INDs per year. A firm may produce
multiple drug products for Phase 1 trials
in a given year and use different
companies to produce each of these
drugs. Therefore, we do not know how
many individual entities would be
affected by this rule each year.

The Small Business Administration
(SBA) defines manufacturers of biologic
drugs as small entities if they employ
fewer than 500 people and other drug
manufacturers as small if they employ
fewer than 750 people. FDA estimates
that about 65 percent of the entities that
submit NDAs and biologics license
applications to the agency meet SBA’s
definition of a small entity. We assume

that the distribution of large to small
entities that submit INDs would be
about the same. Although many of the
entities that produce drug products for
Phase 1 trials are laboratories, they are
usually part of much larger institutions
and are not considered small under
SBA'’s definition. All of the entities
affected by this rule have personnel
with the skills necessary to comply with
the requirements.

Because we do not know the
experience levels the affected entities
have with our current CGMP
requirements, we used the midpoint of
the estimated ranges to estimate the
potential recurring savings or costs.

Savings to large manufacturers from
reduced SOP and validation
requirements for Phase 1 drug
production in-house, assuming a time
savings of 32 hours per application, a
fully loaded wage rate of $45 and 90
INDs per year (approximately 35 percent
of 255) would total $129,600 per year or
$1,440 per IND. This would be in
addition to any other savings from
decreased component testing.

The incremental average annual cost
to chemical manufacturers and
laboratories, assuming all would incur
costs and assuming an average increase
of 18 hours per application for writing
SOPs and training, a fully loaded wage
rate of $45, and 165 INDs
(approximately 65 percent of 255)
affected per year, would total $133,650
per year or $810 per IND.

Although we do not know the number
and size distribution of the entities
affected by this rule, FDA believes that
the impact on them will be negligible
and should actually reduce the
compliance burden for some. To clarify
the requirements for the manufacture of
drugs for Phase 1 trials, we have
prepared a draft guidance document
with recommendations for compliance.

VI. Paperwork Reduction Act of 1995

This direct final rule contains no new
information collection requirements that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520). Under the direct
final rule, the production of human drug
products, including biological drug
products, intended for use in Phase 1
clinical trials will be exempted from
complying with the specific regulatory
requirements set forth in parts 210 and
211. Parts 210 and 211 contain
information collection requirements that
have been approved by OMB under
control number 0910-0139. As
explained in the following paragraph,
the information collection requirements
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in parts 210 and 211 will be reduced
under this direct final rule.

The OMB-approved hourly burden to
comply with the information collection
requirements in parts 210 and 211
(control number 0910-0139) is 848,625
hours. FDA estimates that, under the
direct final rule, approximately 7,315
drugs will be exempted from complying
with the specific regulatory
requirements set forth in parts 210 and
211. Based on this number and the total
number of drugs that are subject to parts
210 and 211, FDA estimates that the
burden hours approved under control
number 0910-0139 will be reduced by
approximately 50,493 hours. Thus, as a
result of the direct final rule, the
amended burden hours in control
number 0910-0139 will be
approximately 798,132 hours.

VII. Federalism

FDA has analyzed this direct final
rule in accordance with the principles
set forth in Executive Order 13132. FDA
has determined that the rule does not
contain policies that 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. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required.

VIIIL Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
Submit a single copy of electronic
comments or two paper copies of any
mailed comments, except that
individuals may submit one paper copy.
Comments are to be identified with the
docket number found in brackets in the
heading of this document. Received
comments may be seen in the Division
of Dockets Management between 9 a.m.
and 4 p.m., Monday through Friday.

List of Subjects in 21 CFR Part 210

Drugs, Packaging and containers.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 210 is
amended as follows:

PART 210—CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING,
PACKING, OR HOLDING OF DRUGS;
GENERAL

m 1. The authority citation for 21 CFR
part 210 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 360b,
371, 374; 42 U.S.C. 216, 262, 263a, 264.

W 2. Section 210.2 is amended by adding
paragraph (c) to read as follows:

§210.2 Applicability of current good
manufacturing practice regulations.
* * * * *

(c) An investigational drug for use in
a Phase 1 study, as defined in
§312.21(a) of this chapter, is subject to
the statutory requirements set forth at 21
U.S.C. 351(a)(2)(B). The production of
such drug is exempt from compliance
with the regulations in part 211 of this
chapter. However, this exemption does
not apply to an investigational drug for
use in a Phase 1 study once the
investigational drug has been made
available for use by or for the sponsor
in a Phase 2 or Phase 3 study, as defined
in § 312.21(b) and (c) of this chapter, or
the drug has been lawfully marketed. If
the investigational drug has been made
available in a Phase 2 or 3 study or the
drug has been lawfully marketed, the
drug for use in the Phase 1 study must
comply with part 211.

Dated: January 9, 2006.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 06—-353 Filed 1-12-06; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[TD 9240]
RIN 1545-BF15

Guidance Under Subpart F Relating to
Partnerships

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Final and temporary
regulations.

SUMMARY: This document contains final
and temporary regulations providing
guidance under subpart F relating to
partnerships. The temporary regulations
add rules for determining whether a
controlled foreign corporation’s (CFC’s)
distributive share of partnership income
is excluded from foreign personal

holding company income under the
exception contained in section 954(i).
These temporary regulations will affect
CFCs that are qualified insurance
companies, as defined in section
953(e)(3), that have an interest in a
partnership and U.S. shareholders of
such CFCs. The text of these temporary
regulations also serves as the text of the
proposed regulations set forth in the
Proposed Rules section in this issue of
the Federal Register.
DATES: Effective Date: These regulations
are effective January 17, 2006.
Applicability Date: For dates of
applicability, see § 1.954-2T(a)(5)(v).
FOR FURTHER INFORMATION CONTACT:
Concerning the regulations, Kate Y.
Hwa, (202) 622—-3840 (not a toll-free
number).

SUPPLEMENTARY INFORMATION:

Background

This document contains amendments
to 26 CFR part 1 relating to the rules
under section 954(i) of the Internal
Revenue Code (Code) for determining
whether a controlled foreign
corporation’s (CFC’s) distributive share
of partnership income is excluded from
foreign personal holding company
income under the exception contained
in section 954(i).

Need for Changes

On July 23, 2002, the IRS and the
Treasury Department published in the
Federal Register (TD 9008, 67 FR
48020) final regulations under section
702 and subpart F. Since the publication
of TD 9008, the IRS and the Treasury
Department have received several
comments relating to the rule in the
final regulations regarding the
application of section 954(i) (special
rule for income derived in the active
conduct of an insurance business).
These temporary regulations modify this
rule in response to these comments.

Explanation of Revisions

Section 1.954—2(a)(5)(ii) sets forth
special rules for determining the extent
to which a CFC’s distributive share of an
item of income of a partnership is
foreign personal holding company
income. Section 1.954—2(a)(5)(ii)(C)
addresses the exception contained in
section 954(i) for income derived in the
active conduct of an insurance business.
Investment income that is excluded
from insurance income as exempt
insurance income under section 953(e)
may nevertheless be treated as subpart
F income if it falls within the definition
of foreign personal holding company
income under section 954(c) and the
exception contained in section 954(i) is
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not satisfied. Section 1.954-2(a)(5)(ii)(C)
provides that a CFC’s distributive share
of partnership income is excluded from
foreign personal holding company
income under the exception contained
in section 954(i) only if the CFC is a
qualifying insurance company,
generally as defined in section 953(e)(3),
and the partnership, of which the CFC
is a partner, generates qualified
insurance income within the meaning of
section 954(i)(2), taking into account
only the income of the partnership.
Qualified insurance income is defined
under section 954(i)(2) as income of a
qualifying insurance company that is
derived from investment of certain of its
reserves or surplus if certain other
requirements are satisfied.

Commentators expressed concern that
§1.954—-2(a)(5)(11)(C) would never
permit a CFC’s distributive share of
partnership income to qualify for the
exclusion under section 954(i). Section
7701(a)(3) and the regulations provide
that any entity that is an insurance
company is treated as a corporation for
Federal tax purposes. See Rev. Rul. 83—
132 (1983-2 C.B. 270). Thus, any entity
engaged in an active insurance business
generally would be treated as a
corporation and therefore would not be
subject to the rule in § 1.954—
2(a)(5)(i1)(C).

Commentators also distinguished
section 954(i) from the other exceptions
to foreign personal holding company
income in section 954, arguing that
those exceptions do not provide the
appropriate model for section 954(i).
The special rules in the regulations
regarding the exception to foreign
personal holding company income
contained in section 954(c), or the
exception for income derived from the
active conduct of a banking or similar
business contained in section 954(h),
turn on whether the income was
generated from certain active business
activities. In contrast, income that is
excluded under section 954(i) may be
generated from purely passive
investments as long as the amount of the
investments satisfies the requirements
set forth in section 954(i).
Commentators asked for clarification of
the regulations to take into account the
purposes of section 954(i).

In response to these comments, these
temporary regulations provide that a
CFC’s distributive share of partnership
income will qualify for the exception
contained in section 954(i) if the CFC is
a qualifying insurance company and the
income of the partnership would have
been qualified insurance income under
section 954(i) if received by the CFC
directly. Thus, whether the CFC
partner’s distributive share of

partnership income is qualified
insurance income is determined at the
CFC partner level.

Special Analyses

It has been determined that this
Treasury decision is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
has also been determined that section
553(b) of the Administrative Procedures
Act (5 U.S.C. chapter 5) does not apply
to these regulations and, because the
regulation does not impose a collection
of information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Code, this
temporary regulation will be submitted
to the Chief Counsel for Advocacy of the
Small Business Administration for
comment on its impact on small
business.

Drafting Information

The principal author of these
regulations is Kate Y. Hwa of the Office
of the Associate Chief Counsel
(International), IRS. However, other
personnel from the IRS and the Treasury
Department participated in their
development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Amendments to the Regulations

m Accordingly, 26 CFR part 1 is
amended as follows:

PART 1—INCOME TAXES

m Paragraph 1. The authority citation
for 26 CFR part 1 continues to read, in
part, as follows:

Authority: 26 U.S.C. 7805 * * *

m Par. 2. Section 1.954-2 is amended by
revising paragraphs (a)(5)(ii)(C) and
(a)(5)(iii) Example 2, to read as follows:
§1.954-2 Foreign personal holding
company income.

(a] * % %

(5) * % %

(C) [Reserved]. For further guidance,
see §1.954—-2T(a)(5)(ii)(C).
* * * * *

(111) * K %

Example 2. [Reserved|]. For further
guidance, see § 1.954-2T(a)(5)(iii) Example 2.

* * * * *

m Par. 3. Section 1.954—-2T is added as
follows:

§1.954-2T Foreign personal holding
company income (temporary).

(a)(1) through (5)(ii)(B) [Reserved]. For
further guidance, see § 1.954-2(a)(1)
through (5)(ii)(B).

(C) A controlled foreign corporation’s
distributive share of partnership income
will not be excluded from foreign
personal holding company income
under the exception contained in
section 954(i) unless the controlled
foreign corporation is a qualifying
insurance company, as defined in
section 953(e)(3), and the income of the
partnership would have been qualified
insurance income, as defined in section
954(i)(2), if received by the controlled
foreign corporation directly. See
§1.952—1(g)(1).

(iii) Examples. [Reserved] For further
guidance, see § 1.954—2(a)(5)(iii).

Example 1. [Reserved] For further
guidance, see § 1.954-2(a)(5)(iii) Example 1.

Example 2. D Corp, a Country F
corporation, is a controlled foreign
corporation within the meaning of section
957(a). D Corp is a qualifying insurance
company, within the meaning of section
953(e)(3), that is engaged in the business of
issuing life insurance contracts. D Corp has
reserves of $100x, all of which are allocable
to exempt contracts, and $10x of surplus,
which is equal to 10 percent of the reserves
allocable to exempt contracts. D Corp
contributed the $100x of reserves and $10x
of surplus to DJ Partnership in exchange for
a 40-percent partnership interest. DJ
Partnership is an entity organized under the
laws of Country G and is treated as a
partnership under the laws of Country G and
Country F. DJ Partnership earns $30x of
investment income during the taxable year
that is received from persons who are not
related persons with respect to D Corp,
within the meaning of section 954(d)(3). D
Corp’s distributive share of this investment
income is $12x. This income is treated as
earned by D Corp in Country F under the tax
laws of Country F and meets the definition
of exempt insurance income in section
953(e)(1). This $12x of investment income
would be qualified insurance income, under
section 954(i)(2), if D Corp had received the
income directly, because the $110x invested
by D Corp in DJ Partnership is equal to D
Corp’s reserves allocable to exempt contracts
under section 954(i)(2)(A) and allowable
surplus under section 954(i)(2)(B)(ii). Thus, D
Corp’s distributive share of DJ Partnership’s
income will be excluded from foreign
personal holding company income under
section 954(i).

(iv) [Reserved].
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(v) Effective date. [Reserved]. See
§1.954-2(a)(5)(v).

Mark E. Matthews,

Deputy Commissioner for Services and
Enforcement.

Eric Solomon,

Acting Deputy Assistant Secretary of the
Treasury (Tax Policy).

[FR Doc. 06—-355 Filed 1-13-06; 8:45 am|]
BILLING CODE 4830-01-P

DEPARTMENT OF VETERANS
AFFAIRS

38 CFR Part 17
RIN 2900-AM11

Elimination of Copayment for Smoking
Cessation Counseling

AGENCY: Department of Veterans Affairs.

ACTION: Final rule.

SUMMARY: This rule adopts as final,
without change, the interim final rule
published in the Federal Register (70
FR 22595) on May 2, 2005. The
Department of Veterans Affairs (VA) is
publishing this final rule to designate
smoking cessation counseling
(individual and group sessions) as a
service that is not subject to copayment
requirements.

DATES: Effective Date: January 17, 2006.

FOR FURTHER INFORMATION CONTACT:
Eileen P. Downey, Program Analyst,
Policy Development, Chief Business
Office (16), (202) 254-0347 or Dr. Kim
Hamlet-Berry, Director, Public Health
National Prevention Program, Veterans
Health Administration, 810 Vermont
Avenue, NW., Washington, DC 20420,
(202) 273—-8929. (These are not toll-free
numbers).

SUPPLEMENTARY INFORMATION: An
interim final rule amending VA’s
medical regulations to set forth a rule
designating smoking cessation
counseling (individual and group
sessions) as a service that is not subject
to copayment requirements was
published in the Federal Register on
May 2, 2005 (70 FR 22595).

We provided a 60-day comment
period that ended July 1, 2005. Twelve
comments were received and all
supported the rule. Based on the
rationale set forth in the interim final
rule, we now adopt the interim final
rule as a final rule.

Administrative Procedure Act

In the May 2, 2005, Federal Register
notice, we determined that there was a
basis under the Administrative
Procedure Act for issuing the interim

final rule with immediate effect. We
invited and received public comment on
the interim final rule. This document
merely affirms the interim final rule as

a final rule without change.

Unfunded Mandates

The Unfunded Mandates Reform Act
of 1995 requires, at 2 U.S.C. 1532, that
agencies prepare an assessment of
anticipated costs and benefits before
issuing any rule that may result in the
expenditure by State, local, and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
(adjusted annually for inflation) in any
one year. This final rule would have no
such effect on State, local, and tribal
governments, or on the private sector.

Paperwork Reduction Act

This document contains no provisions
constituting a collection of information
under the Paperwork Reduction Act (44
U.S.C. 3501-3521).

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. This final rule
will not directly affect any small
entities. Only individuals could be
directly affected. Accordingly, pursuant
to 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.

Catalog of Federal Domestic Assistance
Numbers

The Catalog of Federal Domestic
Assistance numbers and titles for the
programs affected by this document are
64.005, Grants to States for Construction
of State Home Facilities; 64.007, Blind
Rehabilitation Centers; 64.008, Veterans
Domiciliary Care; 64.009, Veterans
Medical Care Benefits; 64.010, Veterans
Nursing Home Care; 64.011, Veterans
Dental Care; 64.012, Veterans
Prescription Service; 64.013, Veterans
Prosthetic Appliances; 64.014, Veterans
State Domiciliary Care; 64.015, Veterans
State Nursing Home Care; 64.016,
Veterans State Hospital Care; 64.018,
Sharing Specialized Medical Resources;
64.019, Veterans Rehabilitation Alcohol
and Drug Dependence; 64.022, Veterans
Home Based Primary Care; and 64.024,
VA Homeless Providers Grant and Per
Diem Program.

List of Subjects in 38 CFR Part 17

Administrative practice and
procedure, Alcohol abuse, Alcoholism,
Claims, Day care, Dental health, Drug

abuse, Foreign relations, Government
contracts, Grant programs-health, Grant
programs-veterans, Health care, Health
facilities, Health professions, Health
records, Homeless, Medical and dental
schools, Medical devices, Medical
research, Mental health programs,
Nursing homes, Philippines, Reporting
and recordkeeping requirements,
Scholarships and fellowships, Travel
and transportation expenses, Veterans.

Approved: November 22, 2005
Gordon H. Mansfield,
Deputy Secretary of Veterans Affairs.

PART 17—MEDICAL

Accordingly, the interim final rule
amending 38 CFR part 17, which was
published at 70 FR 22595 on May 2,
2005, is adopted as a final rule without
change.

[FR Doc. 06-373 Filed 1-13-06; 8:45 am]
BILLING CODE 8320-01-P

POSTAL RATE COMMISSION
39 CFR Part 3001
[Docket No. RM2004-1; Order No. 1449]

Definition of Postal Service

AGENCY: Postal Rate Commission.
ACTION: Final rule.

SUMMARY: This document addresses
adding a definition of the term “postal
service” to the rules of practice. This
change is prompted by the Postal
Service’s action with respect to
nonpostal initiatives. There is often
controversy and uncertainty regarding
the postal character of the services
provided under those initiatives. The
definition provides guidance to the
Postal Service and the general public
concerning services that are subject to
sections 3622 and 3623 of the Postal
Reorganization Act.

DATES:

1. Effective Date: February 16, 2006.

2. Deadline for (optional) Postal
Service motion to dismiss Docket No.
C2004-1: January 17, 2006.

3. Deadline for (optional) Postal
Service update on 14 services identified
in Consumer Action petition: February
17, 2006.

4. Deadline for Postal Service updates
on postal and nonpostal services: June
1, 2006.

ADDRESSES: File all documents referred
to in this order electronically via the
Commission’s Filing Online system at
http://www.prc.gov.

FOR FURTHER INFORMATION CONTACT:
Stephen L. Sharfman, 202—-789-6818.
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SUPPLEMENTARY INFORMATION:

Regulatory History

69 FR 3288, January 23, 2004.
69 FR 11353, March 10, 2004.
69 FR 67514, November 12, 2004.

I. Introduction and Summary

The Commission initiated this
rulemaking to consider amending its
Rules of Practice and Procedure, 39 CFR
3001.1 et seq., to include a definition of
the term “postal service.” 1 As a result
of comments received in response to
Order No. 1389 as well as further
consideration of the issues presented,
the Commission proposed a revised
definition, which read as follows:
“Postal service” means the receipt,
transmission, or delivery by the Postal
Service of correspondence, including,
but not limited to, letters, printed
matter, and like materials; mailable
packages; or other services supportive or
ancillary thereto.” 2 The revised
definition differed from that originally
proposed in two principal respects.
First, it made the Service’s statutory
“postal service” duties the touchstone
of the definition rather than any specific
activities the Postal Service may or may
not perform. Second, in response to
comments,3 the accompanying
discussion made clear what had been
implied—that electronic
communication services offered by the
Postal Service to the public fell within
the scope of the definition.

Order No. 1424 provided interested
persons an opportunity to comment on
the revised definition. The proposal is
supported by mailing and consumer
interests, as well as by a competitor of
the Postal Service. It is opposed by two
commenters, albeit on entirely different
grounds.

Parcel Shippers Association (PSA),
Pitney Bowes Inc., and the Office of the
Consumer Advocate and Consumer
Action (OCA/CA), endorse the revised
definition as is.# United Parcel Service

1 See Proposed Rulemaking Concerning
Amendment to the Rules of Practice and Procedure,
PRC Order No. 1389, January 16, 2004.

2Notice and Order Concerning Proposed
Amendment to the Commission’s Rules of Practice
and Procedure, PRC Order No. 1424, November 12,
2004, at 3—4, 49.

3 See, e.g., Comments of United Parcel Service in
Support of Proposed Rule, March 9, 2004, at 3—4;
and Office of the Consumer Advocate and
Consumer Action Comments on Proposed
Amendment to the Commission’s Rules of Practice
and Procedure, March 15, 2004, at 4-6; see also
PostCom Comments on Proposed Rulemaking
Concerning Amendment to the Rules of Practice
and Procedure, March 1, 2004, at 3, 4.

4 See Comments of the Parcel Shippers
Association to the Proposed Rule Concerning the
Definition of “Postal Service,” January 11, 2005;
Comments of Pitney Bowes Inc., February 1, 2005;

(UPS) supports the proposed rule, but
suggests that the definition be modified
to delete the reference to
correspondence.® The Association for
Postal Commerce (PostCom) argues that
the Postal Service is not authorized to
offer purely electronic services
unrelated to physical mail delivery
whether on a regulated or unregulated
basis. In the alternative, based on the
assumption that the Commission will
proceed with defining postal service,
PostCom suggests modifications to more
closely track the statute.® The Postal
Service restates its earlier contention
that the Commission lacks the authority
to determine the scope of its own
jurisdiction, contending that the
definition may only restate the
“prevailing law,” which it defines by
reference to two court opinions.”

The Commission finds the comments
of the parties to be helpful and, upon
review, has revised the definition in
minor respects in the final rule. The
Postal Service is alone in its view that
the Commission lacks authority to
determine the scope of its own
jurisdiction. While it reiterates that
position in its comments, it fails to
address the substance of Order No.
1424, which discussed in detail the
merits of the Postal Service’s arguments
and the basis for the Commission’s
conclusions.8 In the instant order, the
Commission rejects the Postal Service’s
contention that it is limited simply to
restating “prevailing law’” as the Postal
Service would define it, finding it both
contrived and myopic. The final rule
imposes no restrictions on the types of
service, postal or otherwise, that the
Postal Service may wish to offer. It
remains free to offer whatever services
or products management may wish to
offer subject to the requirements of the
Act. For those that fall within the
meaning of the final rule, however, the
Postal Service has an obligation to
obtain a recommended decision before
commencing a service or charging the
public. Procedures are established
herein to address existing services

and Office of the Consumer Advocate and
Consumer Action Comments on Proposed
Amendment to the Commission’s Rules, February 1,
2005, at 2 (OCA/CA Initial Comments). OCA/CA
also suggest procedures by which the Commission
can monitor the commercial activities of the Postal
Service for compliance with the Postal
Reorganization Act. Id. at 9-19.

5Reply Comments of United Parcel Service on
Revised Proposed Amendment to the Commission’s
Rule, March 1, 2005, at 2-3 (UPS Reply Comments).

6PostCom Comments on Proposed Rulemaking
Concerning the Definition of “Postal Service”,
February 1, 2005 (PostCom Initial Comments).

7Initial Comments of the United States Postal
Service in Response to Order No. 1424, February 1,
2005, at 4-6 (Postal Service Initial Comments).

8 See Order No. 1424, supra, at 6-39.

unilaterally begun by the Postal Service
which meet the definition of the term
postal service.

The rule is supported by mailers,
private industry in competition with the
Postal Service, and consumer interests.
The final rule comports with the statute,
legislative history, and case law. It is in
the public interest and is necessary and
proper for the Commission to carry out
its responsibilities under the Act.

Having thoroughly considered the
record, including the parties’ comments,
in this proceeding, the Commission
finds it appropriate to adopt as its final
rule new paragraph (s) to § 3001.5 of its
Rules of Practice and Procedure, 39 CFR
3001.1, as follows: “Postal service
means the receipt, transmission, or
delivery by the Postal Service of
correspondence, including, but not
limited to, letters, printed matter, and
like materials; mailable packages; or
other services incidental thereto.” The
amendment is effective 30 days after
publication in the Federal Register.

II. The Unsettled Nature of New
Services

This proceeding was precipitated by a
petition filed by Consumer Action,
which requested the Commission to
commence proceedings concerning 14
services offered by the Postal Service
without prior Commission approval.® It
also was precipitated by a number of
other recent proceedings in which the
“postal” character of a new service was
squarely at issue. In Order No. 1389, the
Commission discussed the relatively
few proceedings in which it was called
upon to consider, for jurisdictional
purposes, the meaning of the term
“postal service,” following the decision
in Associated Third Class Mail Users v.
U.S. Postal Service (ATCMU),1° which
vested the Commission with jurisdiction
over special services.1? Following the
Commission’s review of special services
in Docket No. R76-1 and Docket No.
MC78-3, involving the Postal Service’s
request for a recommended decision to
establish an Electronic Computer
Originated Mail subclass, nearly 20
years elapsed before the Commission
had occasion again to consider the issue
as presented in a series of dockets
commencing in 1995.

The first two dockets in this series,
Docket Nos. C95—1 and C96—1, raised

9 See PRC Order No. 1388, Docket *2003, January
16, 2004.

10 Associated Third Class Mail Users v. U.S.
Postal Service, 405 F.Supp. 1109 (D. D.C. 1975);
National Association of Greeting Card Publishers v.
U.S. Postal Service, 569 F.2d 570 (D.C. Cir. 1976);
vacated on other grounds, 434 U.S. 884 (1977).

11 See PRC Order No. 1389, January 16, 2004, at
1-9.
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the issue of the meaning of the term
“postal service,” and are distinguishable
from subsequent proceedings in that
neither involved new technology.12
Docket No. C95-1 concerned shipping
and handling charges for orders placed
with the Postal Service Philatelic
Service Fulfillment Center,13 while
Docket No. C96-1 concerned fees for a
new packaging service (Pack & Send).14
Docket No. C99-1 introduced a novel
element to the controversy involving the
Postal Service’s offering new services to
the public without first requesting a
recommended decision from the
Commission, namely, the use of new
technology to provide the service;
indeed this has been central to virtually
all subsequent disputes over the Postal
Service’s unilateral offering of new
services.1®

The complaint in Docket No. C99-1
concerned Post Electronic Courier
Service (Post E.C.S.), an all-electronic
means of transmitting documents
securely via the Internet.16 This
proceeding was distinguishable from the
earlier complaints because it involved
an all-electronic service, and also
because the Commission never reached

12 Since this is the third order in this proceeding,
it will be assumed that the reader is familiar with
the background of this proceeding, including the
Commission’s institutional history involving
jurisdictional determinations. Hence, the following
discussion will be somewhat abbreviated. For a
more complete discussion, see Order No. 1389,
supra, at 1-9.

13 The Commission dismissed the complaint,
finding that the handling and shipping of catalog
orders placed with the Philatelic Fulfillment
Service Center were not closely related to the
delivery of mail and, thus, charges for those
services did not constitute fees for postal services
under 39 U.S.C. 3662. PRC Order No. 1075, Docket
No. C95-1, September 11, 1995.

14 The Commission found Pack & Send to be a
postal service because, among other things, it
represented “‘an entirely new form of access” to
parcel services and because of its potential public
effect, particularly on the Commercial Mailing
Receiving Agency industry. PRC Order No. 1145,
Docket No. C96—1, December 16, 1996, at 12, 17—
18. Following this finding, the Commission held
further proceedings in Docket No. C96-1 in
abeyance pending a filing by the Postal Service
requesting a recommended decision concerning
Pack & Send service, or the filing of a notice by the
Service indicating that the packaging service was
discontinued. Id. at 25. Further proceedings proved
unnecessary as the Postal Service chose to
discontinue Pack & Send service. PRC Order No.
1171, Docket No. C96-1, April 25, 1997.

15 The sole exception is Docket No. C2004—-3
involving stamped stationery.

16In its motion to dismiss, the Postal Service
argued that the Commission lacked the authority to
determine the status of the service as either postal
or nonpostal. The Commission denied the motion,
finding that its mail classification authority
empowered it to review the status of services
proposed or offered by the Postal Service. Nor was
the Commission persuaded, based on the record
developed to that point, that the service did not
include domestic operations or that it was
nonpostal. PRC Order No. 1239, Docket No. C99—
1, May 3, 1999, at 12-21.

the question whether Post E.C.S. was or
was not a postal service, as the
complaint was subsequently dismissed
as moot.1” Notably, however, the
Commission did not find it dispositive
that service did not entail hard-copy
mail.8

In Docket No. R2001-1, a discovery
dispute ensued over various services
offered by the Postal Service, e.g., Post
E.C.S., USPS eBillPay, and USPS Send
Money. The Postal Service objected to
these interrogatories, characterizing the
services as nonpostal and irrelevant to
the rate proceeding. The Postal Service
was directed to respond to certain
interrogatories; however, this ruling was
suspended as a result of a settlement
filed in that proceeding.1®

The petition filed by Consumer
Action, which became the springboard
for this rulemaking, requested the
Commission to initiate proceedings
concerning 14 services offered by the
Postal Service without prior
Commission approval. The 14 services
ranged from electronic services, such as
online payment services and electronic
postmark, to miscellaneous other
services, such as retail merchandise and
the Unisite Antenna Program. The
Postal Service argued that all of the
services identified in the petition were
nonpostal.20

Subsequent to the commencement of
this proceeding, DigiStamp, Inc. filed a
complaint which, among other things,
contends that the Postal Service is
offering a postal service, Electronic
Postmark, without first obtaining a
recommended decision from the
Commission.21 As an element of its
complaint, DigiStamp alleges
competitive harm.22 The Postal Service
submitted an answer to the complaint as
well as a motion to dismiss, arguing,
inter alia, that the Commission ‘‘lacks
authority to resolve the claims that
DigiStamp has made.” 23 DigiStamp
submitted a reply to the Postal Service’s
motion, challenging the Postal Service’s
authority to implement Electronic

17 PRC Order No. 1352, Docket No. C99-1,
November 6, 2002.

18 PRC Order No. 1239, supra, at 17-21.

19 See P.O. Ruling R2001-1/42, January 29, 2002,
at 5-11, 13.

20 For a complete discussion of issues concerning
the petition, see PRC Order No. 1388, Docket *2003,
January 16, 2004.

21 See Complaint of DigiStamp, Docket No.
C2004-2, February 25, 2004.

22]d. at 3 and 7.

23 Motion of the United States Postal Service to
Dismiss, Docket No. C2004-2, April 26, 2004, at 5.
In the alternative, the Postal Service argues that the
complaint should be dismissed because Electronic
Postmark is a nonpostal service. Id. at 6 et seq. See
also Answer of the United States Postal Service,
Docket No. C2004-2, April 26, 2004.

Postmark unilaterally.2¢ The matter is
pending before the Commission.

Finally, the dispute over the status of
various services offered by the Postal
Service continued in the latest omnibus
rate proceeding, Docket No. R2005-1.
During discovery, OCA sought relatively
detailed data about every domestic
service or product sold by the Postal
Service that is not contained in the
Domestic Mail Classification Schedule.
The Postal Service provided some
information but objected to the
interrogatories arguing, among other
things, lack of relevance, i.e., that
nonpostal services are outside the
Commission’s jurisdiction. Following
motion practice, the Postal Service was
directed to file certain additional
information in response to the
interrogatories.2%

III. The Commission Has Authority to
Determine Its Own Jurisdiction

Section 3603 of the Postal
Reorganization Act, 39 U.S.C. 101 et
seq., authorizes the Commission to
adopt “rules and regulations and
establish procedures, subject to chapters
5 and 7 of title 5, and take any other
action [it] deem/[s] necessary and proper
to carry out [its] functions and
obligations to the Government of the
United States and the people as
prescribed under this chapter.” 39 U.S.C
3603. No party disputes the
Commission’s authority to adopt a
definition of the term “postal service.”
The Postal Service, however, argues that
the Commission is limited simply to
restating ““‘prevailing law,” which it
defines as the ATCMU opinion as
affirmed by NAGCP 1.26

The Postal Service concept of
“prevailing law” is contrived. On the
one hand, it would limit those
precedents to the factual situation
prevailing 30 years ago. On the other
hand, the Postal Service ignores
“prevailing law’’ establishing that the
Commission’s interpretation, not the
Postal Service’s, is entitled to deference
regarding rate and classification matters.

While ATCMU and NAGCP I provide
a standard for evaluating analogous
services, it is indisputable that those
opinions addressed a narrow question,
i.e., whether certain long-established,
traditional special services were postal

24Digistamp Answer in Response to Motion of the
United States Postal Service to Dismiss, Docket No.
C2004-2, May 3, 2004.

25 See P.O. Ruling R2005-1/58 and P.O. Ruling
R2005-1/70.

26 National Association of Greeting Card
Publishers v. U.S. Postal Service, 569 F.2d 570 (D.C.
Cir. 1976) (NAGCP 1), vacated on other grounds,
434 U.S. 884 (1977). See Postal Service Initial
Comments at 3.
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services or not.2” Those opinions did
not address or even consider the
potential impact of the profound
technological changes that have
occurred in the nearly 30 years since
they were issued and which have been
central to many of the new services
offered unilaterally by the Postal
Service. The “prevailing law” is simply
not the prevailing factual situation;
rather it is the standards which are to be
used to evaluate and resolve
controversies wrought by wholly new
technologies not envisioned when the
opinions were issued.28

The Postal Service takes the position
that the Commission lacks authority to
determine the scope of its own
jurisdiction under Chapter 36 of the
Act.29 The Postal Service further
contends that it cannot be bound by any
definition that extends beyond its
interpretation of prevailing law.30
Under its theory, its unilateral
declaration of whether any service or
product is or is not postal is
determinative. Thus, under the Postal
Service’s theory, the Commission’s
jurisdiction is based not on its own
consideration of the facts as applicable
to policies and the rate and
classification factors of the Act, but
rather on what the Postal Service
unilaterally determines to be postal.

In Order No. 1424, the Commission
rejected this claim, explaining in some

27 The Postal Service has concluded similarly. In
their decision in Docket No. C96-1, the Governors
characterized ATCMU as the “one case which
attempted a definition of postal versus nonpostal as
applied to specific services then offered.” Decision
of the Governors of the United States Postal Service
on the Recommended Decision of the Postal Rate
Commission on the Complaint of the Goalition
Against Unfair USPS Competition, Docket No. C96—
1, April 8, 1997, at 11 (Governors’ Decision Docket
No. C96-1) (emphasis added).

28]n an effort to bolster its contention that the
legal standard for the term “‘postal service” has
been definitively determined, the Postal Service
quotes a passage from Order No. 1145 paraphrasing
NAGCP I. Postal Service Initial Comments at 2. The
attempt is unavailing. The Commission’s reliance
on that precedent to frame the jurisdictional issue
in Docket No. C96—1 was entirely appropriate since
Pack & Send service had the earmarks of service
traditionally offered by the Postal Service, notably
without any reliance on new technology. In
contrast, in Docket No. C99-1, the Commission
found existing precedent inadequate to resolve the
jurisdictional dispute regarding Post E.C.S. service,
an all-electronic means of transmitting documents
securely via the Internet. PRC Order No. 1239, May
3, 1999, at 18. As noted above, the Commission did
not find it dispositive that Post E.C.S. service did
not entail hard-copy mail. Id. at 15-21.

29 See Initial Comments of the United States
Postal Service, March 15, 2004, at 1-2.

30 Postal Service Initial Comments at 4. This is
similar to its claim in earlier comments that it
“would not in any way be bound by the definition
which the Commission is now proposing [in Order
No. 1389] to incorporate into its rules.” Initial
Comments of the United States Postal Service,
March 15, 2004, at 3.

detail the basis of its conclusion that it
has the primary responsibility for
interpreting whether services offered by
the Postal Service are subject to Chapter
36 of the Act.31 Nothing in the Postal
Service’s comments warrants altering
that conclusion. The Postal Service’s
interpretation remains wholly
unconvincing.

The Postal Service’s view of the
“prevailing law’’ ignores a series of
cases, including NAGCP I, holding that
the Commission’s interpretation of rate
and classification matters is due
deference.32

The Supreme Court has affirmed this
principle:

Although the Postal Reorganization Act
divides ratemaking responsibility between
two agencies, the legislative history
demonstrates ‘that ratemaking * * *
authority [was] vested primarily in [the]
Postal Rate Commission.” S. Rep. No. 91-912,
p- 4 (1970) (Senate Report); see Time, Inc. v.
USPS, 685 F. 2d 760, 771 (CA2 1982);
Newsweek, Inc. v. USPS, 663 F. 2d, at 1200—
1201; NAGCP 111, 197 U.S. App. D.C,, at 87,
607 F. 2d, at 401. The structure of the Act
supports this view. While the Postal Service
has final responsibility for guaranteeing that
total revenues equal total costs, the Rate
Commission determines the proportion of the
revenue that should be raised by each class
of mail. In so doing, the Rate Commission
applies the factors listed in § 3622(b). Its
interpretation of that statute is due deference.
See Time, Inc. v. USPS, 685 F. 2d, at 771;
United Parcel Service, Inc. v. USPS, 604 F.
2d 1370, 1381 (CA3 1979), cert. denied, 446
U.S. 957 (1980).

National Association of Greeting Card
Publishers v. U.S. Postal Service, 462
U.S. 810, 821 (1983).

The Court of Appeals for the D.C.
Circuit specifically resolved any
suggestion that the Commission lacked
the implicit authority to assert
jurisdiction: “[Alny reasonable
examination of the purposes of the Act
discloses Congress’ implicit design that
the distinct functions of service

31PRC Order No. 1424, supra, at 2; see also id.
at 6-9. This has been a consistent long-held
position by the Commission. See, e.g., PRC Op.
R74-1, Vol. 2, Appendix F; PRC Op. R76-1, Vol.

1, at 263 et seq., and Vol. 2, Appendix F; PRC Order
No. 1239, May 3, 1999, at 9-14; see also United
Parcel Service v. U.S. Postal Service, 604 F.2d 1370,
1381 (3rd Cir. 1979), cert. denied, 446 U.S. 957
(1980).

32 Furthermore, the Postal Service’s interpretation
is contrary to the well-settled principle that an
agency’s interpretation of its own jurisdiction is
entitled to deference. See Chevron U.S.A., Inc. v.
Natural Resources Defense Council, 467 U.S. 837,
842-44 (1984) (Chevron); Transmission Access
Policy Study Group v. Federal Energy Regulatory
Commission, 225 F.3d 667, 694 (D.C. Cir. 2000) (It
is the law of this circuit that the deferential
standard of [Chevron] applies to an agency’s
interpretation of its own statutory jurisdiction.”);
and Oklahoma Natural Gas Company v. Federal
Energy Regulatory Commission, 28 F.3d 1281, 1283
(D.C. Cir. 1994).

provision and rate adjustment be
divided between the Postal Service and
the Rate Commission.” NAGCP I at
597.33

Criticizing the Postal Service’s
jurisdictional argument as “wholly
unconvincing,” 34 the Court noted that
the Commission “‘advances an
interpretation of the Act quite at odds
with that of the Service and fully in
accord with the conclusion reached by
the district court.” In light of this, the
Court of Appeals stated that “[t]he
district court, in short, without
expressly stating so might simply have
deferred to the long-held and reasonable
interpretation given the statute by the
very agency whose jurisdiction is at
issue.” 35

The 3rd Circuit Court of Appeals
reaffirmed the principle succinctly: “[I]t
was recognized there, [in NAGCP v.
USPS, 569 F.2d 570 (D.C. Cir. 1976)] as
we do here, that the agency entitled to
deference in the interpretation of 39
U.S.C. 3622—-24 is the Rate
Commission—not the Postal Service—as
it is the Rate Commission which is
charged with making recommended
decisions on changes in rates and mail
classification.” 36

In sum, it is clear that “rate and
classification supervision [vests] in the
Postal Rate Commission.” 37

Furthermore, the deference afforded
the agency is particularly compelling
regarding challenges to rules adopted
under notice and comment
rulemaking.38 In such a situation, if
Congress has not directly addressed a
matter and if the agency’s answer is
based upon a permissible construction
of the statute, the agency’s
interpretation will be upheld by a
reviewing court.3® This is especially

33 The court’s holding answers the Postal
Service’s misplaced claim that the Act excludes “an
implicit delegation of authority to the Commission
to define postal and nonpostal services.” Postal
Service Initial Comments at 6—7. Moreover, the
Postal Service’s statement misreads the order. The
Commission has not asserted or even suggested that
it has authority to define nonpostal services.

3¢ NAGCP I at 597.

35]d. at 595, n.110.

36 United Parcel Service v. U.S. Postal Service,
604 F.2d 1370, 1381 (3d Cir. 1979), cert. denied,
446 U.S. 957 (1980).

37 United Parcel Service v. U.S. Postal Service,
455 F. Supp. 857, 869 (E.D. Pa. 1978), aff’d, 604
F.2d 1370 (3d Cir. 1979), cert. denied, 446 U.S. 957
(1980).

38 [J.S. v. Mead Corp., 533 U.S. 218, 229-31
(2001). (clarifying that Chevron deference is
afforded to rules issued with procedural safeguards
such as notice and comment). See generally
Chevron, supra, 467 U.S. at 842—44 (1984),
concerning the high degree of deference afforded to
agencies.

39 Chevron U.S.A., Inc. v. Natural Resources
Defense Council, 467 U.S. 837, 842—44 (1984).
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true when the agency is using the
rulemaking to clarify the extent of its
jurisdiction.4? Courts give strong
deference to agency regulations that
have undergone strict notice and
comment rulemaking because: 41

The rulemaking process, by its very design,
encourages public scrutiny of an agency’s
proposed course of action. By giving notice
of the proposed rule, the agency provides
interested parties with the opportunity to
express their views and bring their political
influence to bear on the process.

These procedural safeguards give all
interested parties the ability to influence
the rulemaking and agency process in a
meaningful way.*? Accordingly, a rule
promulgated and vetted through the
formal rulemaking process by the
Commission on matters clarifying its
jurisdiction is entitled to significant
deference, whereas ad hoc, unilateral,
unchecked Postal Service decisions on
services it believes are not subject to
Commission review are not.43

IV. The Meaning of the Term ‘‘Postal
Service” Is Not Frozen in Time

In its comments, the Postal Service
contends that the meaning of the term
“postal service” has been, for all intents
and purposes, settled since the mid-
1970s, following the District Court’s
ATCMU opinion as affirmed in NAGCP
L44 Tt argues that both the Commission
and it have employed the “resulting
legal standard since that timel[,]”
quoting, as affirmation, the
Commission’s order in Docket No. C96—
1 involving the complaint regarding
Pack & Send service.45

The Postal Service’s premise, that the
meaning of the term “postal service”
was resolved in the 1970s, is flawed.
First, the question before the ATCMU
court was a narrow one, namely

40 National Ass’n of Greeting Card Publishers v.
U.S. Postal Service, 462 U.S. 810, 820-21 (1983)
(Upholding the Commission’s position that the Act
does not dictate or exclude the use of any method
of attribution of costs method and stating that: “[a]n
agency’s interpretation of its enabling statute must
be upheld unless the interpretation is contrary to
the statutory mandate or frustrates Congress’ policy
objectives.”); see also Federal Election Commission
v. Democratic Senatorial Campaign Committee, 454
U.S. 27, 32 (1981).

41 Fior d’Italia, Inc. v. United States, 242 F.3d
844, 852 (9th Cir. 2001), rev’d on other grounds, 536
U.S. 238 (2002).

42 See Ohio Dep’t of Human Servs. v. U.S. Dep’t
of Health and Human Servs., 862 F.2d 1228, 1236
(6th Cir. 1988).

43 See U.S. v. Mead Corp., 533 U.S. 218, 229-31
(2001). Even assuming that the Postal Service’s
unilateral determinations were entitled any
deference, it would be minimal since its
determinations are not pursuant to APA’s
rulemaking or adjudicatory procedures. See also
Skidmore v. Swift & Co., 323 U.S. 134 (1984).

44Postal Service Initial Comments, supra, at 1-2.

45]d. at 2.

whether or not certain special services
were subject to the Commission’s
jurisdiction. In affirming the
Commission’s jurisdiction, neither the
ATCMU nor the NAGCP I courts
addressed the jurisdictional status of
services not before them, let alone
completely new forms of service.

As a general matter, each of the
services then at issue, e.g., forwarding
and return, registry, insurance, collect
on delivery, and money orders, was a
long-time, traditional service offered by
the Postal Service and its predecessor,
the Post Office Department.
Significantly, each involved some form
of hard-copy service. Thus, there was no
reason for the court to engage in a
broader inquiry.

Secondly, the Postal Service’s
argument rests on an implicit
assumption that the absence of
controversy renders the matter settled.
In fact, the absence of controversy is
merely an indication of inactivity, a
manifestation of the status quo, not an
indication that the matter is settled. As
discussed above, during the 20 years
following the ATCMU opinion, there
was simply little occasion or need to
revisit the issue. The absence of
controversy is of no import in
determining whether the term “postal
service” applies to the spate of new
services introduced by the Postal
Service, some of which entail the use of
electronic communications not in
existence at the time of the ATCMU
opinion.

Finally, the Postal Service
overreaches in characterizing the matter
as settled based on the ATCMU opinion.
The Governors’ remarks in Docket No.
C96-1 cast that opinion in the correct
light. While expressing various policy
concerns with the Commission’s
conclusion in that proceeding that
“Pack & Send” was a postal service, the
Governors note that, “[v]irtually the
only judicial assistance for the task has
come from one case, litigated more than
23 years ago, early in the history of the
reorganized Postal Service.” 46 The
ATCMU opinion remains instructive in
evaluating proposed services that
exhibit characteristics similar to those at
issue in that case, and for identifying
the agency responsible for applying
Chapter 36 to entirely new services
based on technologies not extant at the
time of that decision. Contrary to the
Postal Service’s contention, ATCMU is
not dispositive of matters it never
considered, let alone addressed.

The Governors’ decision is pertinent
for a separate reason. In discussing its

46 Governors’ Decision Docket No. C96-1, supra,
at 17.

policy concerns with the Commission’s
order, the Governors lament the lack of
clarity surrounding what is or is not a
postal service. “It would be far better if
the legal standards were clear, well
settled, and universally understood, so
that full attention could be given to
meeting the real needs of the public.”
Id. at 16. “With the benefit of additional
years of experience, perhaps it is now
time to revisit the drawing of the
relevant lines.” Id. at 17. The
Commission does not disagree with
these sentiments and, indeed, as noted
in prior orders, they are consistent with
the purpose of this proposed
rulemaking.

In amending its Rules of Practice to
include a definition of the term “postal
service,” the Commission’s intent is ‘“‘to
provide guidance to the Postal Service
and the public for evaluating what falls
within the scope of sections 3622 and
3623 of the Postal Reorganization
Act.” 47 The need to develop a
definition became apparent because, as
evident from the discussion above, the
jurisdictional status of various services
offered unilaterally by the Postal Service
had become increasingly controversial.
Accordingly, the Commission
concluded that “it would be
administratively most efficacious to
clarify [the term] by rule rather than on
an ad hoc basis.” 4¢ The Commission’s
decision to proceed in this fashion is
well within its discretion.49

It has also become apparent that the
uncertainty is exacerbated by a lack of
transparency. Service may be offered
(and subsequently terminated) by the
Postal Service without an opportunity
for any public input or review.
Nlustratively, many of the services at the
heart of Consumer Action’s petition are
no longer offered by the Postal Service
or are offered in reconstituted form.
Some may have had or continue to have
substantial public effect.

The Postal Service’s status as a
government entity supports the need for
Commission review of new postal
products. Services provided include
those subject to its statutory monopoly
as well as those in competition with the
private sector. The potential for harm is
significant, raising issues of possible
undue discrimination/preference and
unfair competition. The need to prevent
this is acute and the statute provides a
means for affected parties to be heard.
39 U.S.C. 3624(a). The Commission
fully appreciates the Postal Service’s

47 PRC Order No. 1424, November 12, 2004, at 1.

48 PRC Order No. 1389, January 16, 2004, at 8; see
also PRC Order No. 1424, supra, at 3.

49 See NLRB v. Bell Aerospace Co., 416 U.S. 267,
290-95 (1974); see also SEC v. Chenery Corp., 332
U.S. 194, 199-204 (1947).
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need to grow revenues.5° The
Commission, however, has a
concomitant duty to consider, among
other things, the effect of establishing
new postal services and their rates on
the general public and on competitive
enterprises in the private sector.

None of the foregoing is intended to
suggest that any specific existing, but
unreviewed service, or any new service
offered by the Postal Service would
necessarily be considered a postal
service. But for those that fall
reasonably within the meaning of the
rule, it is imperative that the Postal
Service follow the requirements of the
statute, i.e., by requesting a
recommended decision from the
Commission thereby allowing affected
members of the public an opportunity to
present facts and argument before an
expert, independent agency.

V. The Rule Does Not Limit Services the
Postal Service May Wish to Offer

In Order No. 1424, responding to a
Postal Service argument that a
Commission definition of the term
“postal service” imposes no limit on its
authority under the Act, the
Commission made it clear that the rule
in no way limits the types of service,
postal or otherwise, that the Postal
Service may wish to offer.

The Postal Service is free to offer whatever
services or products it wishes subject to the
strictures of the Act. However, for those that
are postal services, as defined by the
Commission, the Postal Service has an
obligation to obtain a recommended decision
before commencing a service or charging the
public.” 51

The Postal Service quotes this passage
and argues that it is the Commission’s
belief that “however it expands its
definition of postal services, the Postal
Service would be required to seek its
approval prior to offering any service
that the Commission had defined to be
a postal service.” 52 It then offers
conjecture suggesting that the
Commission may act arbitrarily,
changing the definition capriciously
over time.53

The Postal Service’s representation of
the Commission’s belief is a red herring;
and its conjecture that the Commission
will redefine the term “postal service”
without regard to the statute or the facts
is not well-founded. The Commission

50 See Report on Nonpostal Initiatives, Docket
*2003, March 10, 2003, at 1 (“To fulfill its universal
service mandate and mission, the Postal Service
must find ways to use existing resources to generate
new revenue.”’)

51PRC Order No. 1424, supra at 7-8.

52Postal Service Initial Comments at 5.

53 Id. at 5-6.

has thoroughly documented its reasons
for initiating this rulemaking.54

The final rule is a product of a long,
deliberative process. Interested persons,
including the Postal Service, have been
afforded multiple opportunities to
comment. The Commission has
reviewed those comments thoroughly.
In fact, based on that review, the
Commission revised the proposed rule
and gave parties a further opportunity to
comment. At the same time, the
Commission explained in detail the
basis for its conclusions. Thus, this
rulemaking does not represent a case of
the Commission ‘“‘changing its thinking”
(see Postal Service Initial Comments at
6), but rather is the Commission’s de
novo review of its authority under
Chapter 36 of the Act for purposes of
providing guidance to the Postal Service
and the public as to what constitutes
postal services.

Although the Postal Service may
chafe under the requirements of the
Act,55 it should respect the existing law.
Under the Act, the Postal Service must
submit a request to the Commission for
a recommended decision on changes in
the mail classification schedule to the
extent it wishes to provide a postal
service. Management’s initial
characterization of a service as postal or
not neither deprives the Commission of
jurisdiction over postal services nor
precludes Commission review, on
complaint or otherwise, for purposes of
determining its statutory jurisdiction.
Such review does not encroach on
management’s prerogatives in a manner
not contemplated by the Act. The
United Parcel Service court addressed
this very point: 56

Management was vested in the Postal
Service, rate and classification supervision in
the Postal Rate Commission. We recognize
and weigh heavily the congressional goal of
greater managerial flexibility, but also
recognize another congressional purpose that
finds its incarnation in the Postal Rate
Commission. The Commission’s existence
insures that an agency independent of the
Postal Service will provide for public notice
and hearing input of those affected by the
proposed action and full and on the record,
see 39 U.S.C. 3624(a), consideration of
pertinent factors and congressionally
imposed goals before certain types of
decisions are made.

54 See, e.g., PRC Order No. 1389, supra at 1-12;
and PRC Order No. 1424, supra, at 1-6.

55 See, e.g., Governors’ Decision, Docket No. C96—
1, (“The Postal Service should be able, quickly and
efficiently, to test the viability and design of service
offerings that provide service of value to the general
public, and that have already been established in
the marketplace.”)

56 United Parcel Service v. U.S. Postal Service,
aff’d, 604 F.2d 1370 (3d Cir. 1979), cert. denied, 446
U.S. 957 (1980).

* * * * *
The very existence and function of the

Postal Rate Commission bespeaks a
limitation on postal management’s freedom.

Moreover, the Commission has
adopted rules specifically to
accommodate requests for expeditious
consideration of experimental
classifications. See 39 CFR 3001.67. If
the Postal Service believes that the
current rules are inadequate for its
purposes, it may petition for appropriate
relief.

In the final analysis, the Commission
properly is acting to clarify the scope of
its own jurisdiction. The proposed rule
is consistent with the Act, its legislative
history, and precedent. It concerns only
the provision of postal services. The
Postal Service remains free to offer
whatever services are consistent with its
statutory mandate. Nothing in the rule
affects the lawfulness of the Postal
Service initiatives that are not postal.
The lawfulness of the Postal Service’s
nonpostal activities is not an issue for
resolution by the Commission.57
However, the prices for services within
the ambit of the rule adopted herein
must be set in accordance with section
3624.

VI. Substantive Comments

A. PostCom

PostCom reiterates its claim that the
Postal Service is not authorized to offer
electronic services unless they are
“directly related to the delivery of
‘written and printed matter, parcels, and
like materials.””” 58 Consequently, it
contends that what it labels “purely
electronic services” cannot be within
the Commission’s jurisdiction.59
PostCom argues that the only
technological advances contemplated by
Congress in passing the Postal
Reorganization Act in 1970 “‘are those
that contribute to the efficient physical
carriage of mail.” 60

PostCom fails to support its
suggestion that Congress contemplated
that the Postal Service’s use of new
technology would be limited to physical
deliveries with more than supposition.
It argues that postal services “‘cannot
include all manner of technological
innovations affecting communications”
such as facsimile, Voice-Over-Internet-
Protocol (VOIP), and video

57 See, e.g., PRC Order No. 724, December 2, 1986,
at 11; PRC Order No. 1239, May 3, 1999, at 13.

58 PostCom Initial Comments, PostCom initial
Comments, supra. at 1.

59 Jbid.; see PostCom Reply Comments on the
Proposed Rulemaking Concerning the Definition of
“Postal Service,” April 15, 204, at 2.

60 PostCom Initial Comments at 2.
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conferencing, for to do so “would open
a Pandora’s box of confusing federal
jurisdictional issues.” 61 As OCA/CA
note, PostCom reads Order No. 1424 too
broadly.62 The Commission’s
jurisdiction is restricted to domestic
services provided by the Postal Service
and further to the panoply of “postal
services” offered by the Postal Service,
including those used to “bind the
Nation together through the personal,
educational, literary, and business
correspondence of the people.” 39
U.S.C. 101(a). Thus, there is no federal
jurisdictional controversy.63

In concluding that the Postal Service
may avail itself of technological
advances to provide postal services, the
Commission relies on Congress’ own
words that it intended to: “[c]reate a
lasting foundation for a modern,
dynamic, and viable postal institution
that is both equipped and empowered at
all times to satisfy the postal
requirements of the future
technological, economic, cultural, and
social growth of the Nation.” 64 That
Congress intended a ‘““modern, dynamic,
and viable postal institution” did not
require it to envision particular future
technological advances, but only that it
contemplated that the Postal Service
would be “equipped and empowered”’
to use them in meeting the “postal
requirements” of the Nation. As the
Commission has observed: ‘“The Act
does not require the Postal Service to
ignore innovations, and to remain, in
essence, the equivalent to the best buggy
whip manufacturer it can be.” 65

Under PostCom’s theory, the Postal
Service may employ new technology,
but only if related to physical mail
delivery. PostCom would permit the
Postal Service to modernize to a limited
degree, e.g., electronic return receipt
and tracking services, but preclude it
from employing technological advances
that affect its principal duties of
receiving, transmitting, and delivering
mail services, as they may evolve over

61 Jbid.

62 0Ca/CA Reply Comments at 5-6.

63 PostCom’s concern over opening Pandora’s box
appears to be overblown for another reason. It is not
the purpose of this order to attempt to foresee how
future technological change may affect the Postal
Service. On more than one occasion, however, the
Commission has dealt with possibly competing
federal jurisdictional issues with comity and
dispatch. See, e.g., PRC Op. Docket Nos. MC76-1
et al., June 15, 1977; PRC Op. Docket Nos. MC78-
3, December 17, 1979.

64 See PRC Order No. 1424, supra, at 32, quoting
H.R. Rep. No. 1104, 91st Cong., 2nd Sess. 2 (1970),
reprinted in 1970 U.S. Code Cong. & Admin. News,
Vol. 2, at 3650; (hereinafter H.R. Rep. No. 91-1104
with page cites to U.S.C.C.A.N.).

65PRC Order No. 1424 at 32.

time, to postal patrons.66 The
distinction is arbitrary and without
support.

PostCom takes issue with the
Commission’s description of Airmail
and Express Mail as new forms of postal
service, arguing that “‘these services are
a new means to deliver the same written
and printed matter, and parcels.” 67
While that characterization is not
incorrect, the quality that gave rise to
the new form of postal service is the
transmission, not the delivery, which, in
any event, remained the same.58

In the alternative to its legal position,
PostCom expresses general support for
the proposed definition, but suggests
that it be revised in two ways.59 First,
noting that the terms ‘“‘ancillary and
supportive” lack a statutory predicate,
PostCom suggests substituting the term
“incidental thereto”, which is found in
section 403(a).”® The Commission finds
this suggestion reasonable and adopts it,
albeit not for reasons advanced by
PostCom. In suggesting the change,
PostCom contends that ““it is these very
terms that over-extend the definition of
‘postal services’ to encompass electronic
communications services unrelated to
physical mail delivery.” 71 The
Commission rejects this contention.

The phrase “supportive or ancillary
thereto”” has been used by the
Commission for nearly 30 years to
describe jurisdictional special services
that support or are ancillary to the
collection, transmission, or delivery of
mail.”2 Elaborating, the Commission
noted that such services “enhance the
value of service rendered under one of
the substantive mail classes by
providing such features as added
security, added convenience or speed,
indemnity against loss, correct
information as to the current address of

66 H.R. Rep. No. 91-1104, supra, at 3671. (“[T]he
United States Postal Service shall be operated as a
basic communications service provided to all the
people by the Government of the United States[.]”)

67 PostCom Initial Comments at 3-5.

681n its initial comments in this proceeding,
PostCom appears to recognize that transmission
connotes something more than vehicular
transportation. PostCom Comments on Proposed
Rulemaking Concerning Amendment to the Rules of
Practice and Procedure, March 1, 2004, at 4. The
concept is not new. As early as Docket No. MC78-
3, involving Electronic Computer Originated Mail,
the Postal Service characterized electronic
communications as a form of transportation. PRC
Op., Docket No. MC78-3, December 17, 1979, at 59.

69PostCom Initial Comments at 3—5. The Postal
Service views PostCom’s suggestions as preferable
to the proposed rule. Reply Comments of the United
States Postal Service in Response to Order No.

1424, March 1, 2005, at 2.

70 PostCom Initial Comments at 5.

711d. at 4.

72 See PRC Op. R76-1, Vol. 1, at 266—67 (footnote
omitted); id., Vol. 2, Appendix F.

a recipient, etc.” 73 PostCom describes
“incidental services” in virtually the
same terms, I.e., as services which
enhance the value of mail.7# Thus,
while adopting this change, the
Commission does not perceive it as
substantively altering the scope of its
long-held views of supportive or
ancillary services.

Second, PostCom suggests that the
phrase “including, but not limited to”
be deleted, noting that it is not found in
section 403 and contending that it is
redundant to the phrase “and like
materials”” which is. This suggestion
will not be adopted.

The two phrases serve different
purposes. The phrase “and like
materials” takes into account changes in
postal services required by ‘“‘the future
technological, economic, cultural, and
social growth of the Nation.” 75 The
phrase “including, but not limited to,”
was employed to make it plain that the
term “‘correspondence” was intended to
encompass all forms of written
communications. This is consistent with
section 101(a), that the Postal Service be
“operated as a basic communications
service,” 76 and section 403(a), the
requirement that it receive, transmit,
and deliver written and printed matter,
parcels, and like materials.

B. United Parcel Service

UPS contends that many non-package
items, such as catalogs and printed
advertisements, “‘are arguably not
‘correspondence.’”’ 77 Because such
items are undeniably postal services,
UPS suggests that potential controversy
would be avoided by substituting the
phrase “letters, other written and
printed matter, and like materials” for
“correspondence, including, but not
limited to, letters, printed matter, and
like materials.” 78

The Commission will not adopt the
suggestion, but will clarify that
“correspondence,” as used in the rule,
includes all manner of non-package
materials, e.g., advertisements, catalogs,
solicitations, newspapers, magazines,
etc. In short, “non-package items” are
covered by the term “printed matter.”
The Commission includes the term
“correspondence’ in the rule because
that is the means by which the Postal
Service fulfills its basic function,

73PRC Op. R76-1, Vol. 1, at 267.

74 PostCom Initial Comments at 4.

75H.R. Rep. No. 1104, supra, at 3650.

76 Id. at 3671.

77 UPS Reply Comments, supra, at 2.

78 Ibid. UPS’s suggestion does not reply to any
parties’ comments and as such is more properly
considered as initial comments. Since no party
objected to the suggestion or sought to file a reply,
the Commission will address it.
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namely “to provide postal services to
bind the Nation together through the
* * * correspondence of the people.”
Section 101(a). As used in section
101(a), correspondence includes all
forms of written communications
between and among ““‘the people,”
running the gamut from personal to
business to cultural. UPS’s suggested
alternative language would forego use of
this term and, therefore, the
Commission does perceive it as an
improvement over the proposed rule.

C. OCA/CA

OCA/CA, who support the proposed
rule, characterize the Commission’s
findings and suggest procedures for
reviewing the Postal Service’s
unclassified commercial activities. In
discussing the Commission’s
“jurisdictional findings,” OCA/CA make
several statements that appear to be
problematic in certain respects. For
example, they state that “[t]he
Commission’s order accepts the OCA
and CA interpretation that § 404(a)(6)
only relates to Postal Service activities
undertaken on behalf of other
government agencies.” 79 The
Commission did not adopt OCA/CA’s
“narrow definition,” 80 a conclusion
seemingly acknowledged elsewhere in
their comments.8? However, other than
illustratively, the Commission finds it
unnecessary to address these statements
since the order speaks for itself and,
moreover, OCA/CA do not seek any
modification to the proposed rule.

OCA/CA propose procedures for
reviewing all Postal Service activities
for compliance with the Act.82 First,
they request that the Commission
initiate classification proceedings
pursuant to section 3623 to review the
current commercial services provided
by the Postal Service.83 They suggest
that if the Commission concludes that
no classification is warranted, whether
a postal service or not, it should issue
a declaratory order finding the service to
be inappropriate or unauthorized.8+

Second, OCA/CA suggest that, upon
complaint, the Commission may review
commercial activities pursuant to
section 3662. For services found to be

79 OCA/CA Initial Comments, supra, at 5.

80 PRC Order No. 1424, supra, at 17. The
Commission’s view is that appropriate courts must
resolve what nonpostal services the Postal Service
may or may not offer.

81 See OCA/CA Initial Comments at 12.

82]d. at 11, 12-13.

83 ]d. at 11. Separately, CA requests the
Commission to initiate a classification proceeding
regarding the services that were the subject of its
petition in Docket No. * 2003. Id. at 10.

84 Id. at 14. For activities found not to be postal,
they suggest that the Commission order that they be
terminated as ultra vires. Id. at 15.

postal, they suggest that the
Commission issue findings via a
declaratory order; for services found not
to be postal, they suggest that the
Commission issue ‘““a public report
advising the Postal Service to desist
from continuing to offer such
services.”’ 85

The procedures suggested by OCA/CA
are premature and thus needlessly
confrontational. The Commission
believes that the Postal Service should
take the lead in assuring that current
services comply with the rule and the
procedures discussed below are
intended to facilitate that approach. It is
the Commission’s hope and expectation
that those procedures will bring an end
to the uncertainty regarding the postal
status of ongoing services unilaterally
offered by the Postal Service.

VII. Procedures

The Commission had no
predetermined outcome in mind when
it initiated this proceeding. Its goal was
to provide guidance to the Postal
Service and the public concerning
services that are subject to sections 3622
and 3623 of the Act. All interested
persons have had ample opportunity to
comment on the proposed rule. The
proposed rule is supported by mailer,
competitor, and consumer interests.
Notably, no party supports the Postal
Service’s position.

The Commission has carefully
considered the comments, as evidenced
by both Order No. 1424 and this order
issuing the final rule. In particular,
recognizing that the Postal Service
maintained a different legal theory, the
Commission took great pains to address
its arguments thoroughly. See, e.g.,
Order No. 1424, supra, at 18-39. The
final rule is a product of painstaking
analyses and is fully consistent with the
Act, the legislative history, and
precedent.

The Commission comes with an open
mind to the next step in this process,
classifying services as postal or not.
Those services or products that satisfy
the definition are subject to the rule.
There may be some contentious issues
and ‘“hard” choices. Nonetheless, in a
reasonable period of time, controversy
and confusion associated with such
services will be eliminated.

It is the Commission’s expectation
that the Postal Service will exercise
good faith in complying with
procedures outlined below. Since the
genesis of this rulemaking is the
Consumer Action petition, the Postal
Service is requested to submit an update
of each of the 14 services referenced in

85]d. at 18.

the petition, briefly describing its
current status. The successor, if any, to
each service no longer offered or
otherwise terminated should be
described. The Postal Service is
requested to file the update by no later
than February 17, 2006.

For each current unreviewed service
(or product) that fairly falls within the
meaning of the final rule, the Postal
Service shall file, not later than June 1,
2006, a request for a recommended
decision to establish such service as a
permanent or experimental
classification with rates and fees
consistent with 39 U.S.C. 3622(b).86 The
request should conform to the
Commission’s rules for such requests.
Five months is provided to afford the
Postal Service sufficient time to prepare
the requisite filings. To the extent
practicable, however, the Postal Service
should endeavor to file such requests as
they are prepared.

Finally, the Postal Service shall file a
list identifying and providing a brief
description of each current unreviewed
service that, in its opinion, falls outside
the meaning of the final rule. In a series
of interrogatory responses in Docket No.
R2005-1, the Postal Service provided a
description of its nonpostal services
offered during the base year.8” It should
be a relatively easy matter to update this
material as needed. This material
should be filed no later than June 1,
2006.

The Commission has before it two
complaints alleging that the Postal
Service is providing “postal service”
without first obtaining a recommended
decision from the Commission. See
Docket No. C2004-2, Complaint on
Electronic Postmark and Docket No.
C2004-3, Complaint on Stamped
Stationery. A motion to dismiss is
pending in Docket No. C2004-2. It is the
Commission’s intent to address the
threshold issue whether or not to hear
these complaints in orders to be issued
relatively early in the New Year.88

It is ordered:

1. The Commission amends its Rules
of Practice and Procedure by inserting
new paragraph 5(s), 39 CFR 3001.5(s) as
follows: “Postal service means the
receipt, transmission, or delivery by the
Postal Service of correspondence,

86 “Unreviewed” is intended to apply to services
(or products) currently offered by the Postal Service
that have not been established through the
procedures of §§ 3622-3625.

87 See, e.g., Tr. 8D/4730—42.

88]n its answer to the complaint in Docket No.
(C2004-3, the Postal Service indicated its intent to
file a motion to dismiss. Answer of United States
Postal Service, Docket No. C2004-3, August 31,
2004, at 8. Apparently, none was filed. If the Postal
Service wishes to submit a motion to dismiss, it
should do so by no later than January 17, 2006.
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including, but not limited to, letters,
printed matter, and like materials;
mailable packages; or other services
incidental thereto.” effective 30 days
after publication in the Federal
Register.

2. For each current unreviewed
service (or product) that fairly falls
within the meaning of the final rule, the
Postal Service shall file, not later than
June 1, 2006, a request for a
recommended decision to establish such
service as a permanent or experimental
classification.

3. The Postal Service shall file, not
later than June 1, 2006, a list identifying
and providing a brief description of
each current unreviewed service that, in
its opinion, falls outside the meaning of
the final rule.

4. The Secretary shall arrange for
publication of this Order in the Federal
Register.

By the Commission.

Steven W. Williams,
Secretary.

List of Subjects in 39 CFR Part 3001

Administrative practice and
procedure, Postal service.

m For the reasons discussed above, the
Commission amends 39 CFR part 3001
as follows:

PART 3001—RULES OF PRACTICE
AND PROCEDURE

m 1. The authority citation for part 3001
continues to read as follows:

Authority: 39 U.S.C. 404(b); 3603; 3622—
24; 3661, 3663.

Subpart A—Rules of General
Applicability

m 2. Amend § 3001.5 by adding new
paragraph (s) to read as follows:

§3001.5 Definitions.

* * * * *

(s) Postal service means the receipt,
transmission, or delivery by the Postal
Service of correspondence, including,
but not limited to, letters, printed
matter, and like materials; mailable
packages; or other services incidental
thereto.

[FR Doc. 06—180 Filed 1-13-06; 8:45 am]
BILLING CODE 7710-FW-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 60 and 61
[AZ, CA, HI, NV-075-NSPS; FRL-8013-4]

Delegation of New Source
Performance Standards and National
Emission Standards for Hazardous Air
Pollutants for States of Arizona,
California, Hawaii, and Nevada

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is finalizing updates for
delegation of certain federal standards
to state and local agencies in Region IX.
This document is addressing general
authorities mentioned in the regulations
for New Source Performance Standards
and National Emission Standards for
Hazardous Air Pollutants, updating the
delegations tables and clarifying those
authorities that are retained by EPA.

DATES: This rule is effective on March
20, 2006 without further notice, unless
EPA receives adverse comments by
February 16, 2006. If we receive such
comments, we will publish a timely
withdrawal in the Federal Register to
notify the public that this direct final
rule will not take effect.

ADDRESSES: Submit comments,
identified by docket number [Docket
Number], by one of the following
methods:

1. Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions.

2. E-mail: steckel.andrew@epa.gov.

3. Mail or deliver: Andrew Steckel
(Air—4), U.S. Environmental Protection
Agency Region IX, 75 Hawthorne Street,
San Francisco, CA 94105-3901.

Instructions: All comments will be
included in the public docket without
change and may be made available
online at http://www.regulations.gov,
including any personal information
provided, unless the comment includes
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Information that
you consider CBI or otherwise protected
should be clearly identified as such and
should not be submitted through http://
www.regulations.gov or e-mail. Http://
www.regulations.gov is an “‘anonymous
access” system, and EPA will not know
your identity or contact information
unless you provide it in the body of
your comment. If you send e-mail
directly to EPA, your e-mail address
will be automatically captured and
included as part of the public comment.
If EPA cannot read your comment due

to technical difficulties and cannot
contact you for clarification, EPA may
not be able to consider your comment.
Docket: The index to the docket for
this action is available electronically at
http://www.regulations.gov and in hard
copy at EPA Region IX, 75 Hawthorne
Street, San Francisco, California. While
all documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.
FOR FURTHER INFORMATION CONTACT:
Cynthia G. Allen at (415) 947—-4120, U.S.
Environmental Protection Agency,
Region IX, Rulemaking Office (AIR—4),
75 Hawthorne Street, San Francisco,
California 94105.
SUPPLEMENTARY INFORMATION: The
supplementary information is organized
in the following order:

What Is the Purpose of This Document?

Who Is Authorized To Delegate These
Authorities?

What Does Delegation Accomplish?

What Authorities Are Not Delegated by EPA?

Does EPA Keep Some Authority?

Administrative Requirements

What Is the Purpose of This Document?

Today’s action will update the
delegation tables in 40 CFR parts 60 and
61, to allow easier access by the public
to the status of delegations in various
state or local jurisdictions. We are
following the general procedures
described in 67 FR 20652 (April 26,
2002). The updated delegation tables
will include the delegations approved in
response to recent requests, as well as
those previously granted. Those tables
are shown at the end of this document.

Recent requests for delegation that
will be incorporated into the CFR tables
are identified below. Each individual
submittal identifies the specific NSPS
and NESHAPS for which delegation was
requested. All of these requests have
already been approved by letter and
simply need to be included in the CFR.

Agency Date of request

Hawaii Department of
Health.

Nevada Division of
Environmental Pro-
tection.

Pima County Depart-
ment of Environ-
mental Quality.

San Joaquin Valley
Air Pollution Control
District.

April 20, 2004.

December 27, 2004,
June 22, 2005, and
August 17, 2005.

November 8, 2004.

September 28, 2004.
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Who Is Authorized To Delegate These
Authorities?

Sections 111(c)(1) and 112(1) of the
Clean Air Act, as amended in 1990,
authorize the Administrator to delegate
his or her authority for implementing
and enforcing standards in 40 CFR parts
60 and 61.

What Does Delegation Accomplish?

Delegation grants a state or local
agency the primary authority to
implement and enforce federal
standards. All required notifications and
reports should be sent to the delegated
state or local agency, as appropriate,
with a copy to EPA Region IX.
Acceptance of delegation constitutes
agreement by the state or local agency
to follow 40 CFR parts 60 and 61, and
EPA’s test methods and continuous
monitoring procedures.

What Authorities Are Not Delegated by
EPA?

In general, EPA does not delegate to
state or local agencies the authority to
make decisions that are likely to be
nationally significant, or alter the
stringency of the underlying standards.
For a more detailed description of the
authorities in 40 CFR parts 60 and 61
that are retained by EPA, please see the
proposed rule published on January 14,
2002 (67 FR 1676).

As additional assurance of national
consistency, state and local agencies
must send to EPA Region IX Air
Division’s Enforcement Office Chief a
copy of any written decisions made
pursuant to the following delegated
authorities:

e Applicability determinations that
state a source is not subject to a rule or
requirement;

e Approvals or determination of
construction, reconstruction or
modification;

e Minor or intermediate site-specific
changes to test methods or monitoring
requirements; or

o Site-specific changes or waivers of
performance testing requirements.

For decisions that require EPA review
and approval (for example, major
changes to monitoring requirements),
EPA intends to make determinations in
a timely manner.

In some cases, the standards
themselves specify that specific
provisions cannot be delegated. State
and local agencies should review each
individual standard for this information.

Does EPA Keep Some Authority?

EPA retains independent authority to
enforce the standards and regulations of
40 CFR parts 60 and 61.

Administrative Requirements

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this action is
not a “significant regulatory action” and
therefore is not subject to review by the
Office of Management and Budget. For
this reason, this action is also not
subject to Executive Order 13211,
“Actions Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action merely approves
state law as meeting Federal
requirements and imposes no additional
requirements beyond those imposed by
state law. Accordingly, the
Administrator certifies that this rule
will 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.). Because this
rule approves pre-existing requirements
under state law and does not impose
any additional enforceable duty beyond
that required by state law, it does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104-4).

This rule also does not have tribal
implications because it will not have a
substantial direct effect on one or more
Indian tribes, on the relationship
between the Federal Government and
Indian tribes, or on the distribution of
power and responsibilities between the
Federal Government and Indian tribes,
as specified by Executive Order 13175
(65 FR 67249, November 9, 2000). This
action also does not have Federalism
implications because it does 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, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This action merely
approves a state rule implementing a
Federal standard, and does not alter the
relationship or the distribution of power
and responsibilities established in the
Clean Air Act. This rule also is not
subject to Executive Order 13045,
“Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997),
because it is not economically
significant.

In reviewing delegation requests,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the Clean Air Act. In this context, in the
absence of a prior existing requirement
for the State to use voluntary consensus
standards (VCS), EPA has no authority

to disapprove a delegation request for
failure to use VCS. It would thus be
inconsistent with applicable law for
EPA, when it reviews a request for
delegation, to use VCS in place of a
submission that otherwise satisfies the
provisions of the Clean Air Act. Thus,
the requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) do not apply. This rule does
not impose an information collection
burden under the provisions of the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.).

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by March 20, 2006.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements (see section

307(b)(2)).

List of Subjects in 40 CFR Parts 60 and
61

Environmental protection,
Administrative practice and procedure,
Air pollution control, Hazardous
substances, Intergovernmental relations,
Reporting and recordkeeping
requirements.

Dated: November 21, 2005.
Kerry Drake,
Acting Director, Air Division, Region IX.
m For the reasons set out in the
preamble, title 40, chapter I, of the Code

of Federal Regulations is amended as
follows:
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PART 60—[AMENDED] Subpart A—General Provisions §60.4 Address.
L (d) * * =
® 1. The authority citation for part 60 m 2. Section 60.4 is amended by revising (1) Arizona. The following table
continues to read as follows: paragraphs (d)(1), (d)(2)(vii), (d)(3), and  identifies delegations as of October 21,
Authority: 42 U.S.C. 7401 et seq. (d)(4) to read as follows: 2004:

DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR ARIZONA

Air Pollution Control Agency

Subpart Arizona Maricopa Pima Pinal
DEQ County County County
General ProVISIONS .......ccoiiiiiiiiiii ettt X X X X
Fossil-Fuel Fired Steam Generators Constructed After August 17, 1971 X X X X
Electric Utility Steam Generating Units Constructed After September 18, X X X X
1978.
Db ........... Industrial-Commercial-Institutional Steam Generating Units ..........ccc........ X X X X
Dc ........... Small Industrial Steam Generating Units ..........ccccooiiiiiiiiiiiciice X X X X
E v [ To] g =T = (o] £SO USRN X X X X
Ea .......... Municipal Waste Combustors Constructed After December 20, 1989 and X X X X
On or Before September 20, 1994.
Eb .......... Municipal Waste Combustors Constructed After September 20, 1994 ...... X ] e X ] e
EC .coen Hospital/Medical/Infectious Waste Incinerators for Which Construction is | ........cccccveees | ciiviiiienineene X ] e
Commenced After June 20, 1996.
Portland Cement PIants .........ocooiiiiiiiiiiiiie e X X X X
Nitric Acid Plants .............. X X X X
Sulfuric Acid Plant ............... X X X X
Hot Mix Asphalt Facilities .... X X X X
Petroleum RefiNeries ........cooeiiiiiiiiiiiece e X X X X
Storage Vessels for Petroleum Liquids for Which Construction, Recon- X X X X
struction, or Modification Commenced After June 11, 1973, and Prior
to May 19, 1978.
Ka ... Storage Vessels for Petroleum Liquids for Which Construction, Recon- X X X X
struction, or Modification Commenced After May 18, 1978, and Prior to
July 23, 1984.
Kb oo Volatile Organic Liquid Storage Vessels (Including Petroleum Liquid X X X X

Storage Vessels) for Which Construction, Reconstruction, or Modifica-
tion Commenced After July 23, 1984.

Secondary Lead SMEeIErs ..........cccooiiiiiiiieniee e X X X X
Secondary Brass and Bronze Production Plants X X X X
Primary Emissions from Basic Oxygen Process Furnaces for Which Con- X X X X
struction is Commenced After June 11, 1973.
Secondary Emissions from Basic Oxygen Process Steelmaking Facilities X X X X
for Which Construction is Commenced After January 20, 1983.
Sewage Treatment Plants ..........ccoooiiiiiiiiiii e X X X X
Primary Copper Smelters .... X X X X
Primary ZinC SMEREIS ......ooviiiiieiieeee e X X X X
Primary Lead SmeRers ..o X X X X
Primary Aluminum Reduction Plants ...........ccccoeeiiiniiiiiiieeee X X X X
Phosphate Fertilizer Industry: Wet Process Phosphoric Acid Plants ......... X X X X
Phosphate Fertilizer Industry: Superphosphoric Acid Plants ..................... X X X X
Phosphate Fertilizer Industry: Diammonium Phosphate Plants ................. X X X X
Phosphate Fertilizer Industry: Triple Superphosphate Plants .................... X X X X
Phosphate Fertilizer Industry: Granular Triple Superphosphate Storage X X X X
Facilities.
Coal Preparation Plants ................ X X X X
Ferroalloy Production Facilities X X X X
Steel Plants: Electric Arc Furnaces Constructed After October 21, 1974 X X X X
and On or Before August 17, 1983.
AAa ... Steel Plants: Electric Arc Furnaces and Argon-Oxygen Decarburization X X X X
Vessels Constructed After August 7, 1983.
BB ... Kraft pulp MillS .....ccueiuieieieiee et X X X X
CC .......... Glass Manufacturing Plants X X X X
DD ... Grain Elevators .................. X X X X
EE ........ Surface Coating of Metal Furniture .. X X X X
FF (Reserved) .....ccoveeeieeiieenienieeseee vore | erreeereerenniees | e | e | e
GG .......... Stationary Gas Turbines ..... X X X X
HH .......... Lime Manufacturing PlIants ...........ocioiiiiiii e X X X X
KK .......... Lead-Acid Battery Manufacturing Plants ..........cccccoociiiiiiiiiiiieeees X X X X
LL s Metallic Mineral Processing Plants ..........cccccocvviiiiiiineicieeen. X X X X
MM ... Automobile and Light Duty Trucks Surface Coating Operations X X X X
NN ......... Phosphate ROCK Plants ...........cccoiiiiiiiiiiiiie e X X X X
PP ........ Ammonium Sulfate Manufacture ............ccoceeiiiiiiiici e X X X X
QQ .......... Graphic Arts Industry: Publication Rotogravure Printing ............... X X X X
RR ........ Pressure Sensitive Tape and Label Surface Coating Operations X X X X
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DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR ARIZONA—Continued

Air Pollution Control Agency
Subpart Arizona Maricopa Pima Pinal
DEQ County County County
Industrial Surface Coating: Large Appliances ..........cccccciiiiiiiiiiniiieenn, X X X X
Metal Coil Surface Coating .......ccocueeiuierieiiiierie e X X X
Asphalt Processing and Asphalt Roofing Manufacture ... X X X X
Equipment Leaks of VOC in the Synthetic Organic Chemicals Manufac- X X X X
turing Industry.
WW ... Beverage Can Surface Coating INAUSEIY ........ccovieiiiiiiiiniienie e X X X X
XX e Bulk Gasoline Terminals ..........cccooieiiiiiiiiiieni e X X X X
AAA ... New Residential Wool Heaters ............ccccoooiiiiiiiiiiiiie X X X X
BBB ........ Rubber Tire Manufacturing Industry ..., X X X X
CCC ....... (RESEIVEA) .ttt sttt sttt esin e e bt e snneennnenneense | eesneessseeseesnes | sveessreesseeenieens | eeesveesneeesieenne | eereeeseesieesneees
DDD ....... Volatile Organic Compounds (VOC) Emissions from the Polymer Manu- X X X X
facturing Industry.
EEE ........ (RESEIVEA) ..ottt sne s saeesneenne | tesreesneeseenines | sveessreeseesneens | eeesreenireeseenins | eeeeeireeseesnnees
FFF ......... Flexible Vinyl and Urethane Coating and Printing X X X X
GGG ....... Equipment Leaks of VOC in Petroleum Refineries .... X X X X
HHH ....... Synthetic Fiber Production Facilities .........ccccccoiiiiiiiiiiiiicece e X X X X
1] I Volatile Organic Compound (VOC) Emissions From the Synthetic Or- X X X X
ganic Chemical Manufacturing Industry (SOCMI) Air Oxidation Unit
Processes.
JIJ Petroleum Dry ClEANEIS ........cocuiiiiiieiieiieeee ettt X X X X
KKK ........ Equipment Leaks of VOC From Onshore Natural Gas Processing Plants X X X X
LLL ......... Onshore Natural Gas Processing: SO, EMISSIONS ......cccceeveviiieniiiiieeninenne X X X X
MMM ...... (RESEIVEA) ..ttt X X X X
NNN ...... Volatile Organic Compound (VOC) Emissions From Synthetic Organic X X X X
Chemical Manufacturing Industry (SOCMI) Distillation Operations.
000 ....... Nonmetallic Mineral Processing Plants ...........ccoooviiieiiinieenieeee s X X X X
PPP ....... Wool Fiberglass Insulation Manufacturing Plants ...............ccccocoiiinnn. X X X X
QQaQ ....... VOC Emissions From Petroleum Refinery Wastewater Systems .............. X X X X
RRR ....... Volatile Organic Compound Emissions from Synthetic Organic Chemical X ] X ]
Manufacturing Industry (SOCMI) Reactor Processes.
SSS ... Magnetic Tape Coating Facilities .............cccoiviiiiiiiiiiiiiis X X X X
TTT ..o Industrial Surface Coating: Surface Coating of Plastic Parts for Business X X X X
Machines.
uUuu ... Calciners and Dryers in Mineral INAUSEHES ........cocceeviiiieiiiiiiieneeieeeee X s X s
VVV ... Polymeric Coating of Supporting Substrates Facilities .............cccocoeveeenen. X X X X
WWW ... Municipal Solid Waste Landfills ..........coccoeiiiiiiiiieiiieeeeee e X ] e X ] e
AAAA ... Small Municipal Waste Combustion Units for Which Construction is X | e | e | e
Commenced After August 30, 1999 or for Which Modification or Re-
construction is Commended After June 6, 2001.
CCCC ... Commercial and Industrial Solid Waste Incineration Units for Which Con- X | e | e | e
struction Is Commenced After November 30, 1999 or for Which Modi-
fication or Reconstruction Is Commenced on or After June 1, 2001.
(2)* * = Joaquin Valley Unified Air Pollution and Santa Barbara County Air Pollution
(vii) Delegations for San Diego County Control District, San Luis Obispo Control District are shown in the
Air Pollution Control District, San County Air Pollution Control District, following table:

DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR SAN DIEGO COUNTY AIR POLLUTION CONTROL
DISTRICT, SAN JOAQUIN VALLEY UNIFIED AIR POLLUTION CONTROL DISTRICT, SAN Luis OBISPO COUNTY AIR POLLU-
TION CONTROL DISTRICT, AND SANTA BARBARA COUNTY AIR POLLUTION CONTROL DISTRICT

Air Pollution Control Agency
: San Joaquin San Luis Santa
Subpart SaCnOLIJDrl]?go Valley Obispo Barbara
APCIZ%/ Unified County County
APCD APCD APCD
General ProViSiONS .........ccocveoiiiiieenieee e X X X X
Fossil-Fuel Fired Steam Generators Constructed After August 17, 1971 X X X X
Electric Utility Steam Generating Units Constructed After September 18, X X X X
1978.
Industrial-Commercial-Institutional Steam Generating Units .........cccocovviies | cvvviiiieennene X X X
Small Industrial Steam Generating Units ..........ccccoecvevenenee. X X ] X
INCINEIALOrS ... X X X X
Municipal Waste Combustors Constructed After December 20, 1989 and | .................... X X X
On or Before September 20, 1994.
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DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR SAN DIEGO COUNTY AIR POLLUTION CONTROL
DISTRICT, SAN JOAQUIN VALLEY UNIFIED AIR POLLUTION CONTROL DISTRICT, SAN Luis OBISPO COUNTY AIR POLLU-

TION CONTROL DISTRICT, AND SANTA BARBARA COUNTY AIR POLLUTION CONTROL DISTRICT—Continued

Air Pollution Control Agency

: San Joaquin San Luis Santa
Subpart S%noaﬁgo VaIIe)c/1 Obispo Barbara
APCDy Unified County County
APCD APCD APCD
Eb ........... Municipal Waste Combustors Constructed After September 20, 1994 ...... | .ocooivviiiiniis | cevviieieeieee X ] e
Ec ..cce... Hospital/Medical/Infectious Waste Incinerators for Which Construction is | ........cccoccviies | viirienniiiiiins | eeeiericeiienie | cveeeeieeneeeeen,
Commenced After June 20, 1996.
Portland Cement PIANTS .......coocuiiiiiiiiiiieie e | e X X X
NItriC ACI PIANTS .....ooiiiiiiiiei et nne | eree e X X X
Sulfuric ACId PIANTS ..o | e X X X
Hot Mix Asphalt Facilities .... X X X X
Petroleum RefiNEres ........cooiiiiiiiiiiiee e X X X X
Storage Vessels for Petroleum Liquids for Which Construction, Recon- X X X X
struction, or Modification Commenced After June 11, 1973, and Prior
to May 19, 1978.
Ka ........... Storage Vessels for Petroleum Liquids for Which Construction, Recon- X X X X
struction, or Modification Commenced After May 18, 1978, and Prior to
July 23, 1984.
Kb ..o Volatile Organic Liquid Storage Vessels (Including Petroleum Liquid X X X X
Storage Vessels) for Which Construction, Reconstruction, or Modifica-
tion Commenced After July 23, 1984.
Secondary Lead SMEMIErS ........ccccvriiiiiieieneeeseeeese e X
Secondary Brass and Bronze Production Plants ............cccceveeiiiiieennene X
Primary Emissions from Basic Oxygen Process Furnaces for Which Con- | ..........ccc.......
struction is Commenced After June 11, 1973.
Secondary Emissions from Basic Oxygen Process Steelmaking Facilities | ..........ccc.....
for Which Construction is Commenced After January 20, 1983.
Sewage Treatment Plants ... X

Primary Copper Smelters ....
Primary Zinc Smelters
Primary Lead Smelters
Primary Aluminum Reduction Plants
Phosphate Fertilizer Industry: Wet Process Phosphoric Acid Plants ..
Phosphate Fertilizer Industry: Superphosphoric Acid Plants
Phosphate Fertilizer Industry: Diammonium Phosphate Plants
Phosphate Fertilizer Industry: Triple Superphosphate Plants
Phosphate Fertilizer Industry: Granular Triple Superphosphate Storage
Facilities.
Coal Preparation Plants
Ferroalloy Production Facilities
Steel Plants: Electric Arc Furnaces Constructed After October 21, 1974
and On or Before August 17, 1983.
Steel Plants: Electric Arc Furnaces and Argon-Oxygen Decarburization
Vessels Constructed After August 7, 1983.
Kraft pulp Mills
Glass Manufacturing Plants
Grain Elevators
Surface Coating of Metal Furniture ..
(Reserved)
Stationary Gas Turbines
Lime Manufacturing Plants
Lead-Acid Battery Manufacturing Plants ...
Metallic Mineral Processing Plants
Automobile and Light Duty Trucks Surface Coating Operations ................
Phosphate ROCK Plants ..o
Ammonium Sulfate Manufacture ...........c.cccccvveiineennens
Graphic Arts Industry: Publication Rotogravure Printing
Pressure Sensitive Tape and Label Surface Coating Operations ..............
Industrial Surface Coating: Large Appliances
Metal Coil Surface Coating
Asphalt Processing and Asphalt Roofing Manufacture
Equipment Leaks of VOC in the Synthetic Organic Chemicals Manufac-
turing Industry.
Beverage Can Surface Coating Industry
Bulk Gasoline Terminals
New Residential Wool Heaters
Rubber Tire Manufacturing Industry
(Reserved)

XXXX X XXX XXXXXXXXXX X XXX

XXXX X XXX XXXXXXXXXX X XXX

XXXX X XXX XXXXXXXXXX X XXX
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DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR SAN DIEGO COUNTY AIR POLLUTION CONTROL
DISTRICT, SAN JOAQUIN VALLEY UNIFIED AIR POLLUTION CONTROL DISTRICT, SAN Luis OBISPO COUNTY AIR POLLU-
TION CONTROL DISTRICT, AND SANTA BARBARA COUNTY AIR POLLUTION CONTROL DISTRICT—Continued

Air Pollution Control Agency
; San Joaquin San Luis Santa
Subpart S%noer'ffo L\J/a_ll_e\? Obispo Barbara
APCD nified County County
APCD APCD APCD
DDD ....... Volatile Organic Compounds (VOC) Emissions from the Polymer Manu- | ..........ccc..... ), G I X
facturing Industry.
EEE ....... (RESEIVEA) ....eeiee et tee e e e st e e e e e e s satee e ssnaeeessseeesnsneaesnsnnessssnnasss | snseeessssnessssenes | eesseeessseenesnses | seeesseesssseennss | reeesssseeesnseeees
FFF ......... Flexible Vinyl and Urethane Coating and Printing X X X
GGG ....... Equipment Leaks of VOC in Petroleum Refineries .... X X X
HHH ...... Synthetic Fiber Production Facilities ...........ccccoceiiriiiinieiincneccecs X X X
1] IR Volatile Organic Compound (VOC) Emissions From the Synthetic Or- | .......cccccceene ), G I X
ganic Chemical Manufacturing Industry (SOCMI) Air Oxidation Unit
Processes.
JUJ Petroleum Dry ClEANETS .......cccooviiiiieiirieie e X X X
KKK ........ Equipment Leaks of VOC From Onshore Natural Gas Processing Plants X X X
LLL ......... Onshore Natural Gas Processing: SO, EMISSIONS ........ccccvvveiivnieiecreenens X X X
MMM ...... (RESEIVEA) ....eeiieceie et e st e e s ee e s e e e s sntee e ssnaeeessseeesnsseaesnsnnessssenasss | snseeesssseessssnnes | eessseeesnseenesnses | seeessseesssseeennse | sreeesssseeesnseeees
NNN ....... Volatile Organic Compound (VOC) Emissions From Synthetic Organic X ] X
Chemical Manufacturing Industry (SOCMI) Distillation Operations.
000 ....... Nonmetallic Mineral Processing Plants ...........cccoviiiiiiiniiiniiieeees X X X X
PPP ........ Wool Fiberglass Insulation Manufacturing Plants .........cccccocceeviiiieinenenen. X X X
QQaQ ....... VOC Emissions From Petroleum Refinery Wastewater Systems .............. X X X
RRR ....... Volatile Organic Compound Emissions From Synthetic Organic Chemical X X X
Manufacturing Industry (SOCMI) Reactor Processes.
SSS ... Magnetic Tape Coating Facilities ...........ccceriiriiiiiiieeereee e X X X
TTT ... Industrial Surface Coating: Surface Coating of Plastic Parts for Business X X X
Machines.
Uuu ... Calciners and Dryers in Mineral INAUStHEs ..........cccceeverieninicnenecc e X X X X
VVV ... Polymeric Coating of Supporting Substrates Facilities ...........cccocvvvviivnics | vvvvieiieeiiene X X X
WWW ... Municipal Solid Waste Landfills ..........cccooveiirieniniienccreeeeeeeeeee X X X X
* * * * * (3) Hawaii. The following table
identifies delegations as of October 21,
2004:

DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR HAWAII

Subpart Hawaii
GIENETAI PIOVISIONS ...ttt ettt ettt ettt a bt h e e bt b e e bt b e e bt b £ et e eh e et e nh e ea e e e bt eh e e bt e bt e bt eb e e et nbeeanenbeearen X
Fossil-Fuel Fired Steam Generators Constructed After August 17, 1971 ............. X
Electric Utility Steam Generating Units Constructed After September 18, 1978 ... X
Industrial-Commercial-Institutional Steam Generating Units .... X
Small Industrial Steam Generating Units ............cccccovviiiinenne X
([ loT 1LY = L (o] £ OO P PP PR PP X
Municipal Waste Combustors Constructed After December 20, 1989 and On or Before September 20, 1994 . X
Municipal Waste Combustors Constructed After September 20, 1994 ...t X
Hospital/Medical/Infectious Waste Incinerators for Which Construction is Commenced After June 20, 19 ..... X
Portland CemeNt PIANES .......ooeiiiiiiiiieese ettt e X
NITFC ACIA PIANTS ... e b e e e e b e s n e sae e sne e s e s s be s ssaesneesnessreesnnens | eessseeseesnreennns
SUIUIC ACI PIANES ...ttt b ettt h et b et e sh e e e e eh e e s e e e Rt e s s e bt eas e bt ese et e neeenenneenenneennens | eatesseenseneennens
Hot Mix Asphalt Facilities .... X
Petroleum REFINEIIES ..ot st b e b e bt st st e e s ab e e b e e e bt e s be e s b e e be e s b e e nrnenre e e X
Storage Vessels for Petroleum Liquids for Which Construction, Reconstruction, or Modification Commenced After May X
18, 1978, and Prior to July 23, 1984.
Kb .......... Volatile Organic Liquid Storage Vessels (Including Petroleum Liquid Storage Vessels) for Which Construction, Recon- X

struction, or Modification Commenced After July 23, 1984.
Secondary Lead Smelters .........ccccovviiiniinienninen.
Secondary Brass and Bronze Production Plants
Primary Emissions from Basic Oxygen Process Furnaces for Which Construction is Commenced After June 11, 1973
Secondary Emissions from Basic Oxygen Process Steelmaking Facilities for Which Construction is Commenced After

January 20, 1983.
Sewage Treatment Plants ...
Primary Copper Smelters ....
Primary Zinc Smelters .........
Primary Lead Smelters .....................
Primary Aluminum RedUCtion PIANTS ............oiiiiiiiiie e e st sn e s e e e e e e e e e e nn e e e ene s
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Subpart

Hawaii

Phosphate Fertilizer Industry: Wet Process Phosphoric Acid Plants
Phosphate Fertilizer Industry: Superphosphoric Acid Plants
Phosphate Fertilizer Industry: Diammonium Phosphate Plants ...........cccooiiiiiiii e
Phosphate Fertilizer Industry: Triple Superphosphate PIANtS ...........cccoiiiiiiiiiieiie et
Phosphate Fertilizer Industry: Granular Triple Superphosphate Storage Facilities .
Coal Preparation Plants
Ferroalloy Production Facilities
Steel Plants: Electric Arc Furnaces Constructed After October 21, 1974 and On or Before August 17, 1983 ................
Steel Plants: Electric Arc Furnaces and Argon-Oxygen Decarburization Vessels Constructed After August 7,1983 .......
Kraft pulp Mills
Glass Manufacturing Plants
[T =TI =1 T= 0= (o€ PP PP PR
Surface Coating of Metal Furniture
(Reserved)
STAtIONArY Gas TUMINES .....couiiiiiieee ettt ettt b et e s bt et e et e e e bt e s b et st e e eae e e bt e sbbeebeenaneenee e
Lime ManUfaCtUINING PIANTS ......couiiiiiie ettt b e a et sa bt e bt e s hb e e bt e sate e be e eabeeebeesabeesaeeeabeesaneens
Lead-Acid Battery Manufacturing Plants ....
Metallic Mineral Processing Plants
Automobile and Light Duty Trucks Surface Coating Operations
Phosphate Rock Plants
Ammonium Sulfate Manufacture
Graphic Arts Industry: Publication Rotogravure Printing
Pressure Sensitive Tape and Label Surface Coating Operations
Industrial Surface Coating: Large APPIIBNCES .......ooiuiiiiiiiie ettt sttt b e b e e b st e et e esane e bt e sneeeees
Metal Coil Surface Coating
Asphalt Processing and Asphalt Roofing Manufacture
Equipment Leaks of VOC in the Synthetic Organic Chemicals Manufacturing INdustry ............cccoooeiiiiiiiisienieeeeeee
Beverage Can Surface Coating Industry
Bulk Gasoline Terminals
New Residential Wool Heaters
Rubber Tire Manufacturing INAUSTIY ..........oocuiiii e e e
(Reserved)
Volatile Organic Compounds (VOC) Emissions from the Polymer Manufacturing Industry .
(Reserved)
Flexible Vinyl and Urethane Coating and Printing
Equipment Leaks of VOC in Petroleum REfINEIES ........ooiuiiiiiiiiiiiee ettt st
Synthetic Fiber Production Facilities
Volatile Organic Compound (VOC) Emissions From the Synthetic Organic Chemical Manufacturing Industry (SOCMI)
Air Oxidation Unit Processes.
Petroleum Dry Cleaners
Equipment Leaks of VOC From Onshore Natural Gas Processing Plants ...
Onshore Natural Gas Processing: SO2 Emissions
(Reserved)
Volatile Organic Compound (VOC) Emissions From Synthetic Organic Chemical Manufacturing Industry (SOCMI) Dis-
tillation Operations.
Nonmetallic Mineral ProCeSSiNg PIANTS .........eiiiiiiiiiie ettt s e e s e e e nnr e e e ennnes
Wool Fiberglass Insulation Manufacturing Plants
VOC Emissions From Petroleum Refinery Wastewater
Volatile Organic Compound Emissions from Synthetic Organic Chemical Manufacturing Industry (SOCMI) Reactor
Processes.
Magnetic Tape FaCIlItIES .........ccooiiiiiiii e s
Industrial Surface Coating: Surface Coating of Plastic Parts for Business Machines
Calciners and Dryers in Mineral Industries
Polymeric Coating of Supporting Substrates Facilities ..
Municipal Solid Waste LanfillS ............coiiiiiiiiiiie ittt b ettt a e b e a e e r e
Small Munlcipal Waste Combudtion Units for Which Construction is Commenced After August 30, 1999 or for Which
Modification or Reconstruction is Commenced After June 6, 2001.
Commercial and Industrial Solid Waste Incineration Units for Which Construction Is Commenced After November 30,
199 or for Which Modification or Reconstruction Is Commenced on or After June 1, 2001.

(4) Nevada. The following table
identifies delegations as of October 21,

2004:
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DELEGATION STATUS FOR NEW SOURCE PERFORMANCE STANDARDS FOR NEVADA

Air Pollution Control Agency
Subpart Nevada Clark Washoe
DEP County County
GENETAl PrOVISIONS ....ooutiiiiiiiitii ettt sttt sttt ettt e e e nnnesne e e X X X
Fossil-Fuel Fired Steam Generators Constructed After August 17, 1971 ......cccooviiiieinens X X X
Electric Utility Steam Generating Units Constructed After September 18, 1978 ............... X ] e | v
Industrial-Commercial-Institutional Steam Generating Units .........cccoceriiiiiiiniiniciiien | v
Small Industrial Steam Generating UNItS ..........ccooiiiiiiiiiiiieieeie e sne | ereeeeieesee s
INCINEIALOLS ... e X
Municipal Waste Combustors Constructed After December 20, 1989 and On or Before | ......cccccecveiee | coveeneveiiienices | ceeerieeieeseene
September 20, 1994.
Municipal Waste Combustors Constructed After September 20, 1994 .........ccoooiiiiiiiniices | vrviiiiiniiene | v | e
Hospital/Medical/Infectious Waste Incinerators for Which Construction is Commenced | ........cccceevvie | evvvvveeviiieene | cevveenieeenineen
After June 20, 1996.
Portland Cement PIANTS .......ccooiiiiiiiiieeie e s X X X
Nitric Acid Plants X ] e X
SUIFUFIC ACIH PIANTS ...ttt X s X
Hot Mix Asphalt FACIlIIES ......ccouiiiiiiiiiie s X X X
Petroleum REFINEIES .......ooiiiiiiiie e D, G X
Storage Vessels for Petroleum Liquids for Which Construction, Reconstruction, or Modi- X X X
fication Commenced After June 11, 1973, and Prior to May 19, 1978.
Storage Vessels for Petroleum Liquids for Which Construction, Reconstruction, or Modi- X X X
fication Commenced After May 18, 1978, and Prior to July 23, 1984.
Volatile Organic Liquid Storage Vessels (Including X Petroleum Liquid Storage Vessels) X | e | e
for Which Construction, Reconstruction, or Modification Commenced After July 23,
1984.
Secondary Lead SMEIEIS .....cc.iiiiiiiiiieieeiee et X X X
0Secondary Brass and Bronze Production Plants ...........cccccoviiiiiiiiiiieenieeeee e X s X
Primary Emissions from Basic Oxygen Process Furnaces for Which Construction is X ] e X
Commenced After June 11, 1973.
Secondary Emissions from Basic Oxygen Process Steelmaking Facilities for Which X | i | s
Construction is Commenced After January 20, 1983.
Sewage TreatMent PIANTS .........coiiiiiiiiiieii et X X
Primary Copper SMEIEIS ......cc.eiiiiiie ittt X X
Primary ZiNC SMEREIS ......oiuiiiiii i X X
Primary Lead SMEREIS .....c..oiiiiiiiiiiie ettt X X
Primary Aluminum Reduction Plants ... X X
Phosphate Fertilizer Industry: Wet Process Phosphoric Acid Plants ...........cccccocoeeiiineenne X X
Phosphate Fertilizer Industry: Superphosphoric Acid Plants ...........cccoceeoiiiieninicneneee, X X
Phosphate Fertilizer Industry: Diammonium Phosphate Plants ...........ccccoooeinieniinenns X X
Phosphate Fertilizer Industry: Triple Superphosphate Plants ...........ccccccviviiiinieieneene. X X
Phosphate Fertilizer Industry: Granular Triple Superphosphate Storage Facilities ........... X X
Coal Preparation PIANTS .........ccciiiiiiimieineie ettt X X
Ferroalloy Production Facilities X X
Steel Plants: Electric Arc Furnaces Constructed After October 21, 1974 and On or Be- X X
fore August 17, 1983.
AAa ... Steel Plants: Electric Arc Furnaces and Argon-Oxygen Decarburization Vessels Con- X ] i | e
structed After August 7, 1983.
BB ... Kraft pUID MIILS ... s X X
CC .......... Glass Manufacturing PIaNntS ........coooiiiiiiiie e X X
DD .......... GIraiN EIBVALOIS ....coviiiiiiieeeie ettt X X
EE ........ Surface Coating of Metal FUINITUIE .........ccooiiiiiiiiiee e X X
FF o (RESEIVEA) ...t
GG ......... Stationary Gas TUIDINES ........eoiiiiiiiiiie ettt se e
HH .......... Lime Manufacturing PIants ..o
KK ...ocee. Lead-Acid Battery Manufacturing Plants ..........ccocoeriiiiiiiiiiiee e
LL s Metallic Mineral Processing PlantS ..o
MM ......... Automobile and Light Duty Trucks Surface Coating Operations ............cccceeveveiueerieerneenns
NN .......... Phosphate ROCK PIANTS ..........coiiiiiii e
PP ........ Ammonium Sulfate ManufacCture ...........ccoooiiiiiii e
QQ ... Graphic Arts Industry: Publication Rotogravure Printing ..........cccccecevinienineesencee e
RR ......... Pressure Sensitive Tape and Label Surface Coating Operations ...........cccceeeveenierieeneeens
SS ... Industrial Surface Coating: Large ApPlIanCeS ........ccccccirieiiriiiieiieieseeee s
TT e Metal Coil SUace COAtING ....cceiiiiiiiiiiieiie et
Uu ......... Asphalt Processing and Asphalt Roofing Manufacture .............ccccoviiiiniiniciiniiceeee
VAV Equipment Leaks of VOC in the Synthetic Organic Chemicals Manufacturing Industry ...
WW ... Beverage Can Surface Coating INAUSTIY ........ooceiiiiiiiiiiiie e
XX e Bulk Gasoline TerminalS ..........cccooieiiiiiiiiieesee e
AAA ... New Residential Wool Heaters ...
BBB ........ Rubber Tire Manufacturing INAUSTIY ......cooiiiiiiiiiiee e
CCC ....... (RESEIVEA) ...ttt s
DDD ....... Volatile Organic Compounds (VOC) Emissions from the Polymer Manufacturing Industry
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Air Pollution Control Agency
Subpart Nevada Clark Washoe
DEP County County

EEE ........ (RESEIVEA) .ttt sttt et sr e b e
FFF ........ Flexible Vinyl and Urethane Coating and Printing
GGG ....... Equipment Leaks of VOC in Petroleum Refineries ...
HHH ....... Synthetic Fiber Production FaCilities ...........ccoiiiiiiiiiiiiie s
| I Volatile Organic Compound (VOC) Emissions From the Synthetic Organic Chemical

Manufacturing Industry (SOCMI) Air Oxidation Unit Processes.
JIJ Petroleum Dry CIEANEIS ........cciiiiiiiiiiiieiee ettt et st
KKK ........ Equipment Leaks of VOC From Onshore Natural Gas Processing Plants ...........cc.ccocec...
LLL ......... Onshore Natural Gas Processing: SOz EMISSIONS ........ccccociiiiiiiiiiiiiic e
MMM ...... (R IET= AT ) PRSPPI
NNN ....... Volatile Organic Compound (VOC) Emissions From Synthetic Organic Chemical Manu-

facturing Industry (SOCMI) Distillation Operations.
000 ....... Nonmetallic Mineral Processing Plants ...
PPP ........ Wool Fiberglass Insulation Manufacturing Plants ............ccocoviiiiiiiiiinieeceeeeeeee
QQQ ....... VOC Emissions From Petroleum Refinery Wastewater Systems .........cccccveeviniincneennne
RRR ....... Volatile Organic Compound Emissions from Synthetic Organic Chemical Manufacturing

Industry (SOCMI) Reactor Processes.
SSS ... Magnetic Tape Coating FaCilitieS .........ccceeiiiiiiiiiieiee e e
TTT ... Industrial Surface Coating: Surface Coating of Plastic Parts for Business Machines .......
uUuu ... Calciners and Dryers in Mineral INAUSENES ........coiiiiiiiiiiiieeie e
VVV ... Polymeric Coating of Supporting Substrates Facilities ...........ccccocviviiiiiiiiiniiieeeee
WWW ... Municipal Solid Waste LandfillS ..........cooeeiiiiiiiieieee e
* * * * *

PART 61—[AMENDED]

m 1. The authority citation for part 61
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart—General Provisions

m 2. Section 61.04 is amended by
revising paragraphs (c)(9)(i), (c)(9)(ii)(G),
(c)(9)(iii) and (c)(9)(iv) to read as
follows:

§61.04 Address.
(C) * *x %
(9) * *x %
(i) Arizona. The following table

identifies delegations as of October 21,
2004:

DELEGATION STATUS FOR NATIONAL EMISSIONS STANDARDS FOR HAZARDOUS AIR POLLUTANTS FOR ARIZONA

Air Pollution Control Agency

Subpart Arizona Maricopa Pima Pinal
DEQ County County County
General ProViSIONS .........coocveoiiiiienieee e X X X X

Radon Emissions From Underground Uranium
Beryllium
Beryllium Rocket Motor Firing .
Mercury
Vinyl Chloride ...
(Reserved)
Emissions of Radionuclides Other Than Radon From Department of En-
ergy Facilities.
Radionuclide Emissions From Federal Facilities Other Than Nuclear
Regulatory Commission Licensees and Not Covered by Subpart H.
Equipment Leaks (Fugitive Emission Sources) of Benzene
Radionuclide Emissions From Elemental Phosphorus Plants ...
Benzene Emissions for Coke By-Product Recovery Plants
Asbestos
Inorganic Arsenic Emissions From Glass Manufacturing Plants ...
Inorganic Arsenic Emissions From Primary Copper Smelters
Inorganic Arsenic Emissions From Arsenic Trioxide and Metallic Arsenic
Production Facilities.
Radon Emissions From Department of Energy Facilities
Radon Emissions From Phosphogypsum Stacks
(Reserved)
Radon Emissions From the Disposal of Uranium Mill Tailings .
(Reserved)
Equipment Leaks (Fugitive Emission Sources) ...
Radon Emissions From Operating Mill Tailings ..
(Reserved)
Benzene Emissions From Benzene Storage Vessels
(Reserved)
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DELEGATION STATUS FOR NATIONAL EMISSIONS STANDARDS FOR HAZARDOUS AIR POLLUTANTS FOR ARIZONA—

Continued
Air Pollution Control Agency
Subpart Arizona Maricopa Pima Pinal
DEQ County County County

BB ... Benzene Emissions From Benzene Transfer Operations ...........ccccceeeeene X X X X
CC—EE ... | (RESEIVEA) ..oeoeeeieeciiee ettt e ettt eeree e eee e ssaeeesaaeeesnseeeesseeassnseeassssnsessnnes | sesssseessssnnesnsss | seeesssseesssssensns | sneeessssseessssnnes | sesseessssseessnnee
FF o Benzene Waste Operations X X X X

(i) * * * Joaquin Valley Unified Air Pollution and Santa Barbara County Air Pollution

(G) Delegations for San Diego County  Control District, San Luis Obispo Control District are shown in the
Air Pollution Control District, San County Air Pollution Control District, following table:

DELEGATION STATUS FOR NATIONAL EMISSIONS STANDARDS FOR HAZARDOUS AIR POLLUTANTS FOR SAN DIEGO COUNTY
AIR POLLUTION CONTROL DISTRICT, SAN JOAQUIN VALLEY UNIFIED AIR POLLUTION CONTROL DISTRICT, SAN LUIS
OBISPO COUNTY AIR POLLUTION CONTROL DISTRICT, AND SANTA BARBARA COUNTY AIR POLLUTION CONTROL Dis-
TRICT

Air Pollution Control Agency

i ; San Luis Santa
Subpart San Diego | San Joaquin '
County Valley Obispo Barbara

County County
APCD APCD APCD APCD

General ProviSIONS .........ccccveiiiieniniesi et X X X X
Radon Emissions From Underground Uranium ..........cccccoceviiiiiiniiiiiiins | cveviiiiiiiiins | cveriesiisiininns | cvreseesseseesens | coeseessssesnnens
BeIYHIUM ..o st e e ere s
Beryllium Rocket Motor Firing .........cccooiviiiiiiiici s
IMIBICUNY et e e re e e s nr e e e snees
Foo ViINYl ChIOMAE ..o s
[C IR (RESEIVEA) ..ttt ettt ressne e nnennes | sesseesnesennnenes | sesreesresrennnenies | eesreeseessenirenres | eesreeseesesneennes
Hoe Emissions of Radionuclides Other Than Radon From Department of En- | ... | e | e | cveeeieenieeeeenn
ergy Facilities.
| TR Radionuclide Emissions From Federal Facilities Other Than Nuclear | .......ccoccie | roieiiiniieniics | evvieeieenienie | cveeereeseeenen
Regulatory Commission Licensees and Not Covered by Subpart H.
Equipment Leaks (Fugitive Emission Sources) of Benzene .....................
Radionuclide Emissions From Elemental Phosphorus Plants ...................
Benzene Emissions from Coke By-Product Recovery Plants ...................
ASDESIOS ... s
Inorganic Arsenic Emissions From Glass Manufacturing Plants ...............
Inorganic Arsenic Emissions From Primary Copper Smelters ..................
Inorganic Arsenic Emissions From Arsenic Trioxide and Metallic Arsenic
Production Facilities.

Radon Emissions From Department of Energy Facilities ...............c..........

Radon Emissions From Phosphogypsum Stacks ..........cccccveeeinenienennens

(RESEIVEA) ...t

Radon Emissions From the Disposal of Uranium Mill Tailings .................

(RESEIVEA) ..ot

Equipment Leaks (Fugitive Emission Sources) ..........ccccecrveveneencneennens

Radon Emissions From Operating Mill TQIlINGS ........cccoiviiiiiiiiiiiiiiiies | i | v | cvrereesienieneens | cveeseesenseeinens
(RESEIVEA) ...ttt ettt ettt et e b e e saeessneesseesneesseesnnees | beesseessseessensns | eesveesseeessensnies | sveessreesseessieess | eeeseesseessieeans
Benzene Emissions From Benzene Storage Vessels .. X X X
(RESEIVEA) ...eeiiiiiii ettt e B U U BRSPS ORI
Benzene Emissions From Benzene Transfer Operations ..........ccccccvvvcens | eevvevniieeseenns X X X
(RESEIVEA) ...ttt et sttt sttt et e e saeesneesseesneesseasnees | beesseessseessensss | eesveesseeessensnies | sveessressieessieens | eeeseesseesseeans
Benzene Waste OPerations .........c.cccoceerieiiienieiieesieeieesee e esieesneens | eeeveesnesseeenns X X X

* * * * *

(iii) Hawaii. The following table
identifies delegations as of October 21,
2004:

DELEGATION STATUS FOR NATIONAL EMISSIONS STANDARDS FOR HAZARDOUS AIR POLLUTANTS FOR HAWAII

Subpart Hawaii

(LT TT = I o (01T To gL PP PP X
Radon Emissions From Underground Uranium
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Subpart Hawaii
(22T Y] L1044 IO O TSP U PP R URPTOPRTOPRPRTPRPT X
Beryllium Rocket Motor Firing . X
IVIEICUIY ettt ettt bttt e e a et et e e b st e b e e eae e £t e e e as e e b e e e he e e ebe e et e et e e e e bt e eh e e et e e ehe e e bt e ebn e e neenareeree e X

Vinyl Chloride
(Reserved)
Emissions of Radionuclides Other Than Radon From Department of Energy Facilities

Radionuclide Emissions From Federal Facilities Other Than Nuclear Regulatory Commission Licensees and Not Cov-

ered by Subpart H.

Equipment Leaks (Fugitive Emission Sources) of BENZENE ..........ccoiiiiiiiiiiiiiiiie et

Radionuclide Emissions From Elemental Phosphorus Plants ....
Benzene Emissions from Coke By-Product Recovery Plants
Asbestos
Inorganic Arsenic Emissions From Glass Manufacturing Plants

Inorganic Arsenic Emissions From Primary Copper SmeRers .........ccccceviiieinieniennieniieene
Inorganic Arsenic Emissions From Arsenic Trioxide and Metallic Arsenic Production Facilities

Radon Emissions From Department of Energy Facilities
Radon Emissions From Phosphogypsum Stacks
(Reserved)

Radon Emissions From the Disposal of Uranium Mill Tailings

(Reserved)
Equipment Leaks (Fugitive Emission Sources)
Radon Emissions From Operating Mill Tailings
(Reserved)
Benzene Emissions From Benzene Storage Vessels
(Reserved)
Benzene Emissions From Benzene Transfer Operations ....
(Reserved)
Benzene Waste Operations

(iv) Nevada. The following table
identifies delegations as of October 21,

2004:

DELEGATION STATUS FOR NATIONAL EMISSIONS STANDARDS FOR HAZARDOUS AIR POLLUTANTS FOR NEVADA

Subpart

Air Pollution Control Agency

General Provisions
Radon Emissions From Underground Uranium
Beryllium
Beryllium Rocket Motor Firing
Mercury ..o
Vinyl Chloride ...
(Reserved)
Emissions of Radionuclides Other Than Radon From Department of Energy Facilities ...
Radionuclide Emissions From Federal Facilities Other Than Nuclear Regulatory Com-
mission Licensees and Not Covered by Subpart H.
Equipment Leaks (Fugitive Emission Sources) of Benzene ..........ccccccvcieiiiniciniinieeneens
Radionuclide Emissions From Elemental Phosphorus Plants
Benzene Emissions from Coke By Product Recovery Plants ...
ASDESIOS ...

Inorganic Arsenic Emissions From Glass Manufacturing Plants ............cccccooviiiiiiinnn. X | e | s
Inorganic Arsenic Emissions From Primary Copper Smelters .........ccocooevevienenecnnneenne. X ] i | s
Inorganic Arsenic Emissions From Arsenic Trioxide and Metallic Arsenic Production Fa- X ] e | e
cilities.
Vo Equipment Leaks (Fugitive EmISSion SOUICES) .......ccocuiriiiiiiiiiiiiiiieiie e X ] e | e
BB .......... Benzene Emissions From Benzene Transfer Operations ...........ccccevceeiiiiiienieineeneeeeen. X | i | s
FF o Benzene Waste OPErations .........cccooiiiiiieiiiiiieiie ettt X | s | e
* * * * *

[FR Doc. 06—382 Filed 1-13—06; 8:45 am|
BILLING CODE 6560-50-P
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This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

DEPARTMENT OF AGRICULTURE

Food Safety and Inspection Service

9 CFR Parts 318, 381, and 439

[Docket No. 03—020P; FDMS Docket Number
FSIS-2005-0023]

RIN: 0583—-AD09

Accredited Laboratory Program

AGENCY: Food Safety and Inspection
Service, USDA.

ACTION: Proposed rule.

SUMMARY: The Food Safety and
Inspection Service (FSIS) is proposing
to revise, edit, and consolidate
provisions of the standards and
procedures for the accreditation of non-
Federal analytical chemistry
laboratories. Laboratories in the
Accredited Laboratory Program (ALP)
are accredited to analyze official meat
and poultry samples for specific
chemical residues or classes of chemical
residues, and moisture, protein, fat, and
salt. In particular, FSIS is proposing to
amend its current regulations regarding
the accreditation of non-Federal
analytical chemistry laboratories to
accommodate the adoption of newer
methods for analyzing chemical
residues and to correct some data. In
addition, FSIS is proposing to make
editorial changes to its accredited
laboratory regulations to reflect Agency
reorganizations and program changes
and to improve the clarity and
consistency of application for all
laboratories participating in the ALP.
Finally, FSIS is proposing to consolidate
the accredited laboratory regulations
from 9 CFR Part 318.21 of the meat
inspection regulations and 9 CFR Part
381.153 of the poultry products
inspection regulations into a single new
part, 9 CFR Part 439, that is applicable
to both meat and poultry
establishments. Along with the
consolidation, redundancies within the
regulations have been reduced, with the
net result being a more succinct set of
regulations.

DATES: Comments must be submitted by
March 20, 2006.

ADDRESSES: FSIS invites interested
persons to submit comments on this
proposed rule. Comments may be
submitted by any of the following
methods:

e Federal eRulemaking Portal: This
website provides the ability to type
short comments directly into the
comment field on this Web page or
attach a file for lengthier comments.
FSIS prefers to receive comments
through the Federal eRulemaking Portal.
Go to http://www.regulations.gov and,
in the “Search for Open Regulations”
box, select “Food Safety and Inspection
Service” from the agency drop-down
menu, then click on “Submit.” In the
Docket ID column, select FDMS Docket
Number FSIS-2005-0023 to submit or
view public comments and to view
supporting and related materials
available electronically. After the close
of the comment period, the docket can
be viewed using the “Advanced Search”
function in Regulations.gov.

e Mail, including floppy disks or CD—
ROM’s, and hand- or courier-delivered
items: Send to Docket Clerk, U.S.
Department of Agriculture, Food Safety
and Inspection Service, 300 12th Street,
SW., Room 102 Cotton Annex,
Washington, DC 20250.

¢ Electronic mail:
fsis.regulationscomments@fsis.usda.gov.

All submissions received must
include the Agency name and docket
number 03-020P.

All comments submitted in response
to this proposal, as well as research and
background information used by FSIS in
developing this document, will be
available for public inspection in the
FSIS Docket Room at the address listed
above between 8:30 a.m. and 4:30 p.m.,
Monday through Friday. The comments
also will be posted on the Agency’s Web
site at http://www.fsis.usda.gov/
regulations_&_policies/
2005_Proposed_Rules_Index/index.asp.
FOR FURTHER INFORMATION CONTACT:
Lynn Larsen, Ph.D., Senior Director for
Program Services, Office of Public
Health Science, FSIS, at (202) 690-6492
or fax (202) 690-6632.

SUPPLEMENTARY INFORMATION:

Background

In order to ensure compliance with
the regulatory provisions of the Federal
Meat Inspection Act (21 U.S.C. 601 et

seq.) and the Poultry Products
Inspection Act (21 U.S.C. 451 et seq.),
samples of meat and poultry products
are periodically tested to determine
moisture, protein, fat, and salt content.
Analyses also are conducted to
determine the presence of violative
concentrations of drugs or other
chemical residues.

When there is an indication of
noncompliance with the FMIA and the
PPIA, FSIS takes appropriate action
against the processor of the
noncompliant product. Depending on
the type of product and the severity of
the noncompliance, such actions may
range from requiring that a product be
reprocessed to the taking of an
enforcement action. Because correct and
accurate test results help prevent the
distribution of adulterated and
misbranded meat and poultry products,
it is necessary that laboratories that
conduct the tests in FSIS’ accredited
laboratory program maintain a high
degree of integrity.

Before 1962, most official samples
were analyzed by FSIS laboratories.
However, in response to the meat and
poultry industries’ need for more rapid
analytical results, and because of
limitations in FSIS laboratory capacity,
programs were established to certify
non-Federal laboratories for certain tests
of both meat and poultry products. In
1980 (45 FR 73947) and again in 1985
(50 FR 15435), the Agency proposed to
consolidate these programs and
establish an Accredited Laboratory
Program (ALP) that contained standards
and procedures for non-Federal
laboratories eligible to analyze official
samples. A final rule was issued in 1987
(52 FR 2176). A subsequent 1993 final
rule (58 FR 65254) established user fees
for the ALP and adjusted the standards
and procedures established in the
earlier rule for this program. User fees,
which cover the costs of the ALP, are
mandated by the Food, Agriculture,
Conservation, and Trade Act of 1990
(the 1990 Farm Bill), as amended.

A processor whose sample is to be
analyzed generally has the option of
using an FSIS laboratory or a non-
Federal FSIS-accredited laboratory. The
cost of FSIS analysis is borne by the
government; the cost of non-Federal
analysis is borne by the processor.
Because of the limited number (three) of
FSIS laboratories and their heavy
workload, processors may prefer to use
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non-Federal accredited laboratories
given the convenience of their location
or the fact they can provide test results
more quickly. Some non-Federal
accredited laboratories are separate
entities, while others are located in and
owned by official establishments.

The Proposed Rule

This proposal updates the regulations
governing the accredited laboratory
program and clarifies and corrects some
data. Issuance of these proposed
regulations will give FSIS more
flexibility in keeping up with current
and future scientific changes without
having to periodically reissue new
regulations. For example, this proposal
deletes from the regulations all
references and footnotes to the
Association of Official Analytical
Chemists (AOAC) contained in the
current food chemistry accreditation
regulations and the definitions. The
name and address of the organization

have changed, and the cited edition of
the methods manual is not the current
edition. AOAC will no longer be
specifically cited. Instead, the ALP will
advise accredited laboratories, as
provided in the proposed accreditation
regulations, about suitable methods that
are available from various compendia,
such as FSIS guidebooks or current
AOAC manuals, for determining the
presence of the analytes covered by the
ALP.

This proposed rule deletes all
references to split samples because they
are no longer part of the ALP program.
In addition, this rule modifies Table 1
of the current regulations in §§ 318.21
and 381.153 by moving its footnote
information into the main body of the
table. The proposed rule modifies Table
2 and provisions for Quality Assurance
(QA) and Quality Control (QC) recovery
throughout the regulations by removing
explicit figures for minimum

proficiency levels (MPLs) and
recoveries. Information on current
recoveries established by FSIS for
laboratory quality assurance and quality
control will be available from the ALP
Web site at http://www.fsis.gov/Science/
Accredited_Laboratories/index.asp. A
link to information on current MPLs is
available on the ALP Web site, or you
can access the information directly at
http://www.fsis.usda.gov/PDF/
2003_Red_Book_Appendix3—4.PDF.

Finally, the proposed rule eliminates
duplicative provisions within the
current regulations and consolidates
§§318.21 and 381.153 into a single set
of regulations in new Part 439. For
example, new §439.20 contains the
criteria for maintaining either a food
chemistry accreditation or a chemical
residue accreditation for both meat and
poultry products. A summary of the
changes made is contained in the
following table:

Meat Poultry New Changes

318.21 381.153 ..o Part 439 Editorial and conforming changes throughout the regulations
are made, along with certain other revisions.

318.21(Q) .eveveerreeieeeee e 381.153(2) ..evreeeieeenieeieenieene 439.1 | Updated to reflect change of address and to delete specific
references to the Association of Official Analytical Chem-
ists, amended to delete definition of split samples, to mod-
ify Tables 1 and 2 to revise performance standards, to
add new definitions and to reuse certain current defini-
tions.

318.21(b)(1), 318.21(c)(1) ...... 381.153(b)(1), 381.153(c)(1) .. 439.5 | Updated and consolidated application requirements.

318.21(b)(2), 318.21(c)(2) ...... 381.153(b)(2), 381.153(c)(2) .. 439.10 | Revised, consolidated, and clarified accreditation criteria.

318.21(b)(3), 318.21(c)(3) ...... 381.153(b)(3), 381.153(c)(3) .. 439.20 | Revised and consolidated criteria for maintaining accredita-
tion.

318.21(d) weveeeeeieeieeeee e 381.153(d) ..ovvvveiienieeeeiee 439.50 | Deletes current (d)(4) and replaces it with a cross reference
to “violations of law” in new §439.60 and makes certain
other revisions.

318.21(€) wevevveerrieieeeiee e 381.153() ..evrvvriiieniiiiieiieee 439.51 | Updated to cross reference sections of new §439.20 and to
make certain other revisions.

318.21(f) vovveeieeeee e 381.153(f) oveveiiiieiieieee 439.52 | Deletes current (f) and instead cross references new
§439.60.

318.21(Q) wvvevveerreeeeeiee e 381.153(g) -vevrvvvrvreeniiiirieiieene 439.53 | Updates and consolidates bases for revocation of accredita-
tion. Deletes current (g)(4) and instead cross references
new §439.60, “violations of law.”

318.21(e), 318.21(f) ..cevvcvveneee 381.153(e), 381.153(f) ....c.e..e 439.60 | New section that consolidates references to “violations of
law.”

318.21(h) eveiieieeeeeee e 381.153(h) oo 439.70 | Editorial changes.

Expansion of the Laboratory Program;
Request for Comments

Although recent rulemakings and
Agency policy decisions address a range
of chemical contaminants, including
most that present biosecurity concerns,
FSIS does not intend to expand the ALP
at this time. Expansion of the program
to other analytes would require a
statistical evaluation of historical data
in order to develop the appropriate
algorithms and correction factors
needed to implement the same type of
quality assurance procedures that are
applied to the analytes currently

included in the program. It would also
require FSIS to make policy decisions
regarding the acceptance of test results
from non-Federal laboratories for these
new analytes. The Agency does not
intend to include the additional
analytes (e.g., pesticide or drug
residues) by laboratories in the ALP
until such policy decisions have been
made, and the necessary scientific
foundation is established for them.
FSIS, however, would like to receive
comments from the public on whether
non-Federal laboratories should be
accredited to analyze official samples
for additional analytes and whether the

laboratories should be used to
supplement further the analytical
capabilities of the three FSIS
laboratories.

Executive Order 12778

This proposed rule has been reviewed
under Executive Order 12778, Civil
Justice Reform. The rule updates the
quality standards and procedures that
govern the accredited laboratory
program.

States and local jurisdictions are
preempted under the FMIA and the
PPIA from imposing any requirements
with respect to federally inspected
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premises, facilities, and operations that
are in addition to, or different than,
those imposed under the FMIA or PPIA.
However, State or local jurisdictions
may exercise concurrent jurisdiction
over meat and poultry products that are
outside official establishments for the
purpose of preventing the distribution
of meat and poultry products that are
misbranded or adulterated under the
FMIA or PPIA or, in the case of
imported products, after their entry into
the United States. State and local
jurisdictions also may take other actions
that are consistent with the FMIA and
PPIA, with respect to any other matters
regulated under the Acts.

Under FMIA and PPIA, States that
maintain meat and poultry inspection
programs must impose requirements
that are at least equal to those required
under the Acts. However, these States
may impose more stringent
requirements on such State-inspected
products and establishments.

Executive Order 12866

This proposed rule has been
determined to be non-significant and
has not been reviewed by the Office of
Management and Budget under
Executive Order 12866. The rule will
not result in an annual effect on the
economy of $100 million or more. The
rule will not cause a major increase in
costs or prices for consumers,
individual industries, governments or
geographic regions.

Effect on Small Entities

There are about 90 laboratories that
have a total of about 110 accreditations
in the FSIS Accredited Laboratory
Program (ALP). About three-quarters of
these are large entities, based on their
volume of business, or are part of
entities such as large business
corporations, State universities, or State
governments. The smaller laboratories
participating in the ALP range from
medium-sized laboratory facilities to
one- or two-person operations. These
laboratories provide analytical services
of official samples to large and small
establishments.

Participation in the Agency’s ALP is
voluntary. It is expected that a decision
to participate would be based on a
calculation of the benefits and costs to
the firm, including a determination
whether the resulting loss of business as
a result of non-participation in ALP
would be significant.

The Administrator has made an initial
determination that this proposed rule
would not have a significant economic
impact on a substantial number of small
entities, as defined by the Regulatory
Flexibility Act (5 U.S.C. 601). The

effects of this proposed rule on the
laboratories and on the establishments
they serve will not be significant and
will apply equally to large and small
entities. The proposed rule does not
involve a change in the accreditation
fee, but rather adjustments and
clarifications in the operational
procedures and standards. The cost
savings brought about by improved
efficiencies in the requirements for
participants in the ALP are likely to be
small.

Paperwork Requirements

FSIS has reviewed the paperwork and
recordkeeping requirements in this
proposed rule in accordance with the
Paperwork Reduction Act of 1995 (44
U.S.C. 3501 et seq.). The Agency has
determined that the paperwork
requirements for the regulations that
govern the accreditation of non-Federal
analytical chemistry laboratories have
already been accounted for in the
Application for Inspection, Sanitation,
and Accredited Laboratories
information collection approved by the
Office of Management and Budget
(OMB). The OMB approval number for
the Application for Inspection,
Sanitation, and Accredited Laboratories
information collection is 0583—-0082.

Government Paperwork Elimination
Act (GPEA)

FSIS is committed to compliance with
the GPEA, which requires Government
agencies, in general, to provide the
public the option of submitting
information or transacting business
electronically to the maximum extent
possible. The Agency will ensure that to
the extent possible, all forms used by
the laboratories are made available
electronically.

Additional Public Notification

Public awareness of all segments of
rulemaking and policy development is
important. Consequently, in an effort to
ensure that the public and in particular
that minorities, women, and persons
with disabilities are aware of this
proposal, FSIS will announce it online
through the FSIS Web page located at
http://www.fsis.usda.gov/
regulations_&_policies/
2005_Proposed_Rules_Index/index.asp.

The Regulations.gov Web site is the
central online rulemaking portal of the
United States Government. It is being
offered as a public service to increase
participation in the Federal
Government’s regulatory activities. FSIS
participates in Regulations.gov and will
accept comments on documents
published on the site. The site allows
visitors to search by keyword or

Department or Agency for rulemakings
that allow for public comment. Each
entry provides a quick link to a
comment form so that visitors can type
in their comments and submit them to
FSIS. The Web site is located at http://
www.regulations.gov.

FSIS also will make copies of this
Federal Register publication available
through the FSIS Constituent Update,
which is used to provide information
regarding FSIS policies, procedures,
regulations, Federal Register notices,
FSIS public meetings, recalls, and other
types of information that could affect or
would be of interest to our constituents
and stakeholders. The update is
communicated via Listserv, a free e-mail
subscription service consisting of
industry, trade, and farm groups,
consumer interest groups, allied health
professionals, scientific professionals,
and other individuals who have
requested to be included. The update
also is available on the FSIS Web page.
Through Listserv and the Web page,
FSIS is able to provide information to a
much broader, more diverse audience.

In addition, FSIS offers an e-mail
subscription service which provides an
automatic and customized notification
when popular pages are updated,
including Federal Register publications
and related documents. This service is
available at http://www.fsis.usda.gov/
news_and_events/email_subscription/
and allows FSIS customers to sign up
for subscription options across eight
categories. Options range from recalls to
export information to regulations,
directives and notices. Customers can
add or delete subscriptions themselves
and have the option to password protect
their account.

List of Subjects
9 CFR Part 318

Accredited laboratory program, Meat
inspection, Recordkeeping and
reporting requirements.

9 CFR Part 381

Accredited laboratory program,
Poultry and poultry products
inspection, Recordkeeping and
reporting requirements.

9 CFR Part 439

Meat inspection, Poultry and poultry
products inspection, Laboratory
accreditation.

Accordingly, Title 9, Chapter III,
Subchapter E of the Code of Federal
Regulations is proposed to be amended
as follows:
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Subchapter E—Regulatory
Requirements Under the Federal Meat
Inspection Act and the Poultry Products
Inspection Act

PART 318—ENTRY INTO OFFICIAL
ESTABLISHMENTS; REINSPECTION
AND PREPARATION OF PRODUCTS

1. The authority citation for part 318
would continue to read as follows:

Authority: 7 U.S.C. 138f, 450, 1901-1906;
21 U.S.C. 601-695; 7 CFR 2.18, 2.53.

§318.21 [Removed and reserved]
2. Section 318.21 would be removed
and reserved.

PART 381—POULTRY PRODUCTS
INSPECTION REGULATIONS

3. The authority citation for part 381
would continue to read as follows:

Authority: 7 U.S.C. 138f, 450; 21 U.S.C.
451-470; 7 CFR 2.7, 2.18, 2.53.

§381.153 [Removed and reserved]

4. Section 381.153 would be removed
and reserved.

5. A new part 439 would be added to
Subchapter E of Chapter III to read as
follows:

PART 439—ACCREDITATION OF
CHEMISTRY LABORATORIES

Sec.

439.1 Definitions.

439.5 Applications for accreditation.

439.10 Ciriteria for obtaining accreditation.

439.20 Criteria for maintaining
accreditation.

439.50 Refusal of accreditation.

439.51 Probation of accreditation.

439.52 Suspension of accreditation.

439.53 Revocation of accreditation.

439.60 Violations of law.

439.70 Notifications and hearings.

Authority: 7 U.S.C. 138f, 450, 1901-1906;
21 U.S.C. 451-470, 601-695; 7 CFR 2.18,
2.53.

§439.1 Definitions.

(a) Accreditation: Determination by
FSIS that a laboratory is qualified to
analyze official samples of raw or
processed meat and poultry products,
because it has met the requirements for
accreditation specified in this part, for
the presence and amount of all four food
chemistry analytes (protein, moisture,
fat, and salt); or a determination by FSIS
that a laboratory is qualified to analyze
official samples of raw or processed
meat and poultry products, because it
has met the requirements for
accreditation in this part, for the
presence and amount of a specified
chemical residue of any one of several
classes of chemical residues. A
laboratory may hold more than one
accreditation.

(b) Accredited laboratory: A non-
Federal analytical laboratory that has
met the requirements for accreditation
specified in this Part and, therefore, at
an establishment’s discretion, may be
used in lieu of an FSIS laboratory for
analyzing official regulatory samples.
Payment for the analysis of official
samples is to be made by the
establishment using the accredited
laboratory.

(c) Accredited Laboratory Program
(ALP): The FSIS program in which non-
Federal laboratories are accredited as
eligible to perform analyses on official
regulatory samples of raw or processed
meat and poultry products, and through
which a check sample program for
quality assurance is conducted. Program
information and guidance can be
obtained from the ALP Web site at
www.fsis.usda.gov/Science/
Accredited_Laboratories/index.asp or
by writing to: Accredited Laboratory
Program, Box 17 Aerospace Center,
Room 377, 901 D Street SW,
Washington, DC 20024; facsimile
telephone number (202) 690-6632;
voicemail telephone number (202) 690—
6582.

(d) Chemical residue
misidentification: see “‘Correct chemical
residue identification” definition.

(e) Coefficient of variation (CV): The
standard deviation of a distribution of
analytical values multiplied by 100 and
divided by the mean of those values.

(f) Comparison mean: The average
result, for a sample, obtained from all
submitted results that have a large
deviation measure of zero. When only
two laboratories perform the analysis
and the large deviation measure is not
zero, alternative procedures for
establishing a comparison mean may be
employed by FSIS. For purposes of
computing the comparison mean, a
laboratory’s “result” for a food
chemistry analyte is the obtained
analytical value; a laboratory’s “result”
for a chemical residue is the logarithmic
transformation of the obtained
analytical value.

(g) Correct chemical residue
identification: Reporting by a laboratory
of the presence and analytical value of
a chemical residue that was included in
the ALP check sample above the
minimum reporting level. Failure of a
laboratory to report the presence of such
a chemical residue is considered a
misidentification. In addition, reporting
the presence of and analytical value for
a residue that was not included in the
ALP check sample above the minimum
reporting level is considered a
misidentification.

(h) CUSUM: A class of statistical
procedures for assessing whether or not

a process is “in control.” Each CUSUM
value is constructed by accumulating
incremental values obtained from
observed results of the process, and then
determined to either exceed or fall
within acceptable limits for that
process. The initial CUSUM values for
each laboratory whose application for
accreditation is accepted are set at zero.
The CUSUM values are reset to zero at
the beginning of each year; that is, the
CUSUM values associated with the first
maintenance check sample each year are
set equal to the CUSUM increment for
that sample.

The four CUSUM procedures are:

(1) Positive systematic laboratory
difference CUSUM (CUSUM-P)—
monitors how consistently an accredited
laboratory gets numerically greater
results than the comparison mean;

(2) Negative systematic laboratory
difference CUSUM (CUSUM-N)—
monitors how consistently an accredited
laboratory gets numerically smaller
results than the comparison mean;

(3) Variability CUSUM (CUSUM-V)—
monitors the average ‘‘total deviation”
(i.e., the combination of the random
fluctuations and systematic differences)
between an accredited laboratory’s
results and the comparison mean; and

(4) Individual large deviation CUSUM
(CUSUM-D)—monitors the magnitude
and frequency of large differences
between the results of an accredited
laboratory and the comparison mean.

(i) Food chemistry: For the purposes
of Part 439, “food chemistry’” will refer
to analysis of raw or processed meat or
poultry products for the analytes
moisture, protein, fat, and salt. All four
analytes must be determined when a
food chemistry analysis is conducted,
unless otherwise advised by the ALP.

(j) Individual large deviation: An
analytical result that differs from the
sample comparison mean by more than
would be expected assuming normal
laboratory variability.

(k) Initial accreditation check sample:
A sample provided by the ALP to a non-
Federal laboratory to determine whether
the laboratory’s analytical capability
meets the standards for granting
accreditation.

(1) Inter-laboratory accreditation
maintenance check sample: A sample
provided by FSIS to an accredited
laboratory to assist in determining
whether the laboratory is maintaining
acceptable levels of analytical
capability.

(m) Large deviation measure: A
measure that quantifies an unacceptably
large difference between a laboratory’s
analytical result and the sample
comparison mean.
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(n) Minimum proficiency level (MPL):
The minimum concentration of a
residue at which an analytical result
will be used to assess a laboratory’s
quantification capability. This
concentration is an estimate of the
smallest concentration for which the
average coefficient of variation (CV) for
reproducibility (i.e., combined within
and between laboratory variability) does
not exceed 20 percent. Information on
the current MPLs may be obtained from
the ALP staff at the address provided
above in the definition of “Accredited
Laboratory Program,” in § 439.1 or from
the ALP Web site at http://
www.fsis@usda.gov/Science/
Accredited_Laboratories/index.as.

(0) Minimum reporting level (MRL):
The number such that if any obtained
analytical value for a residue in a check
sample or official sample equals or
exceeds this number, then the residue is
reported together with the obtained
analytical value. Information on the
current MRLs may be obtained from the
ALP staff at the address provided above,
in the definition of “Accredited
Laboratory Program,” in § 439.1. Official
sample—A sample selected by an
inspector or inspection service
employee in accordance with FSIS
procedures for regulatory use.

(p) Probation: The period
commencing with official notification to
an accredited laboratory that its check
sample results no longer satisfy the
performance requirements specified in
this rule, and ending with official
notification that accreditation either is
fully restored, is suspended, or is
revoked.

(q) QA: (See Quality assurance
recovery)

(r) QC: (See Quality control recovery)

(s) Quality assurance (QA) recovery:
The ratio of a laboratory’s analytical
value for a check sample residue to the
established level of the analyte in the
check sample, multiplied by 100. As
dictated by the procedures for the
analyte, the analytical value may be
adjusted prior to the recovery
computation.

(t) Quality control (QC) recovery: The
ratio of a laboratory’s analytical value of
a quality control standard to the
established level of the analyte in the
standard, multiplied by 100. As dictated
by the procedures for the analyte, the
analytical value may be adjusted prior
to the recovery computation.

(u) Refusal of accreditation: An action
taken by FSIS when a laboratory that is
applying for accreditation is denied the
accreditation.

(v) Responsibly connected: Any
individual who or entity which is a
partner, officer, director, manager, or
owner of 10 percent or more of the
voting stock of the applicant or recipient
of accreditation or an employee in a
managerial or executive capacity or any
employee who conducts or supervises
the chemical analysis of FSIS official
samples.

(w) Revocation of accreditation: An
action taken by FSIS against a
laboratory, removing the laboratory’s
right to analyze official samples.

(x) Standardizing constant: A number
that results from a mathematical
adjustment to the “standardizing value”
and is used to compute the standardized
difference for a check sample result. The
number takes into consideration the
expected variance of the difference
between the accredited or applying
laboratory’s result(s) and the
comparison mean for a sample, the
standardizing value, the correlation and

number of repeated results by a
laboratory on a sample, and the number
of laboratories that analyzed a sample.
Information on the computation of the
standardizing constant may be obtained
from the ALP staff at the address
provided above in the definition of
“Accredited Laboratory Program,” in
§439.1.

(v) Standardized difference: The
quotient of the difference between a
laboratory’s result on a sample and the
comparison mean of the sample divided
by the standardizing constant.

(z) Standardizing value: A number
representing the performance standard
deviation of an individual result. The
number is given, or computed by, the
information provided in Tables 1 and 2
and their footnotes.

(aa) Suspension of accreditation:
Action taken by FSIS against a
laboratory that temporarily removes the
laboratory’s right to analyze official
samples. Suspension of accreditation
ends when accreditation either is fully
restored or is revoked.

(bb) Systematic laboratory difference:
A comparison of one laboratory’s results
with the comparison mean for samples
that show, on average, a consistent
relationship. A laboratory that is
reporting, on average, numerically
greater results than the comparison
mean has a positive systematic
laboratory difference. Conversely,
numerically smaller results indicate a
negative systematic laboratory
difference.

(cc) Variability: Random fluctuations
in a laboratory’s processes that cause its
analytical results to deviate from a true
value.

(dd) Variance: The expected average
of the squared differences of sample
results from an expected sample mean.

TABLE 1.—STANDARDIZING VALUES FOR FOOD CHEMISTRY

[By product class and analyte]

Fat? Salt?
Product/class Moisture Protein 1
<12.5% >12.5% <1% 1-4% >4%2

Cured Pork/Canned

Ham ... 0.50 0.060 (Xo0-65) 0.26 (X©-25) 0.30 (X©-25) 0.127 0.127 (X0:25) 0.22
Ground Beef ................. 0.71 0.060 (X0-65) N/A 0.35 (X0-25) 0.127 0.127 (X0-25) 0.22
Other Meat Products .... 0.57 0.060 (X0-65) 0.26 (X©-25) 0.30 (X©-25) 0.127 0.127 (X0:25) 0.22
Poultry Products ........... 0.57 0.060 (X0-65) 0.26 (X0-25) 0.30 (X0-25) 0.127 0.127 (X0-25) 0.22

1 The standardizing value is either the value given in the table or is computed by the formula set forth in the table, where X is the comparison
mean of the sample. Standardizing values are provided for different percentages of fat and salt as indicated in the table.

2 For dry salami and pepperoni products.
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TABLE 2.—STANDARDIZING VALUES
FOR CHEMICAL RESIDUES

: Standardizin
Class of residues value 3 9
Chlorinated Hydro-
carbons: 1
Aldrin ... 0.20
Benzene Hexachloride .. 0.20
Chlordane ........ccccoeueee. 0.20
Dieldrin .. 0.20
DDT ....... 0.20
DDE .... 0.20
TDE ....... 0.20
Endrin ........ 0.20
Heptachlor .............. 0.20
Heptachlor Epoxide 0.20
Lindane ........cc...... 0.20
Methoxychlor ... 0.20
Toxaphene ........cccc...... 0.20
Hexachlorobenzene ...... 0.20
Mirex ....cocoeeveeeeenns 0.20
Nonachlor 0.20
Polychlorinated Biphenyls: 0.20
ArSeniC?2 ......ccceevveeecnenens 0.25
Sulfonamides? .................. 0.25

1 Laboratory statistics are computed over all
results (excluding PCB results), and for spe-
cific chemical residues.

2 Laboratory statistics are only computed for
specific chemical residues.

3 The standardizing value of all initial ac-
creditation and probationary check samples
computations is 0.15.

§439.5 Applications for accreditation.

(a) Application for accreditation shall
be made on designated paper or
electronic forms provided by FSIS, or
otherwise in writing, by the owner or
manager of a non-Federal analytical
laboratory. The forms shall be sent to
the ALP at the address provided above
in the definition of “Accredited
laboratory” § 439.1 of this part, or may
be submitted electronically when so
provided for by FSIS. The application
shall specify the kinds of accreditation
that are wanted by the owner or
manager of the laboratory. A laboratory
whose accreditation has been refused or
revoked may reapply for accreditation
after 60 days from the effective date of
that action, and must provide written
documentation specifying what
corrections were made.

(b) At the time that an Application for
Accreditation is filed with the ALP, the
management of a laboratory shall, for
each accreditation sought, submit a
check, bank draft, or money order in the
amount specified in 9 CFR 391.5 made
payable to the U.S. Department of
Agriculture, along with the completed
application for the accreditation(s).
When so provided for by FSIS,
electronic transfer of funds may be
accepted.

(c) Accreditation will not be granted
or continued, without further
procedure, for failure to pay the

accreditation fee(s). The fee(s) paid will
be nonrefundable and will be credited
to the account from which the expenses
of the laboratory accreditation program
are paid.

(d) Annually on the anniversary date
of each accreditation, FSIS will issue a
bill in the amount specified in 9 CFR
391.5 for each accreditation held. Bills
are payable upon receipt by check, bank
draft, or money order made payable to
the U.S. Department of Agriculture and
become delinquent 30 days from the
date of the bill.

(e) Accreditation will be terminated
without further procedure for having a
delinquent account. The fee(s) paid will
be nonrefundable and will be credited
to the account from which the expenses
of the ALP are paid.

§439.10 Criteria for obtaining
accreditation.

(a) Analytical laboratories may be
accredited for the analyses of food
chemistry analytes, as defined in
§439.1, or a specific chemical residue or
a class of chemical residues in raw or
processed meat and poultry products.

(b) Accreditation will be given only if
the applying laboratory successfully
satisfies the requirements presented
below. For food chemistry accreditation,
the requirements must be satisfied for
all four analytes.

(c) This accreditation authorizes
official FSIS acceptance of the analytical
test results provided by these
laboratories on official samples.

(d) To obtain FSIS accreditation, an
analytical laboratory must:

(1) Be supervised by a person holding,
as a minimum, a bachelor’s degree in
chemistry, food science, food
technology, or a related field.

(i) For food chemistry accreditation,
the supervisor must also have 1 year’s
experience in food chemistry analysis,
or equivalent qualifications, as
determined by the Administrator.

(ii) For chemical residue
accreditation, either the supervisor or
the analyst assigned to analyze the
sample must also have 3 years’
experience determining analytes at or
below part per million levels, or
equivalent qualifications, as determined
by the Administrator.

(2) Demonstrate an ability to achieve
quality assurance levels that are within
acceptable limits for systemic laboratory
difference, variability, and individual
large deviations, in the analyte category
for which accreditation is sought, using
analytical procedures designated by the
FSIS ALP as being acceptable. An
applying laboratory will successfully
demonstrate these capabilities for:

(i) Food chemistry if its results from
a 36 check sample accreditation study
each satisfy the criteria presented in
paragraph (e) of this section.

(ii) Chemical residues if its analytical
results for each specific chemical
residue provided in a check sample
accreditation study containing a
minimum of 14 check samples satisfy
the criteria presented in paragraph (e) of
this section, including criteria for QA
and QC recovery and for residue
identification. In addition, if the
laboratory is requesting accreditation for
the analysis of chlorinated
hydrocarbons, all analytical results for
the residue class must collectively
satisfy the criteria. [Conformance to
criteria in paragraph (e) of this section
will only be determined when six or
more analytical results with associated
comparison means at or above the
logarithm of the minimum proficiency
level are available.]

(3) Round all check sample statistical
computations to the nearest tenth,
except where otherwise noted.

(4) Complete a second set of the
requisite number of check samples if the
results of the first set of check samples
do not meet the criteria for obtaining
accreditation.

(i) The second set of check samples
will be provided within 30 days
following the date of receipt by FSIS of
a request from the applying laboratory.
The second set of food chemistry check
samples will be analyzed for only the
analyte(s) for which unacceptable initial
results had been obtained by the
laboratory.

(ii) If the results of the second set of
check samples do not meet the
accreditation criteria, the laboratory
may reapply after a 60-day waiting
period, commencing from the date of
refusal of accreditation by FSIS. At that
time, a new application, all fees, and all
documentation of corrective action
required for accreditation must be
submitted.

(5) Allow inspection of the laboratory
by FSIS officials prior to the
determination of granting accredited
status.

(6) Pay the accreditation fee by the
date required.

(e) Quality assurance levels. (1)
Systematic laboratory difference: The
absolute value of the average
standardized difference must not exceed
the following:

(i) For food chemistry, 0.73 minus the
product of 0.17 and the standard
deviation of the standardized
differences; and

(ii) For chemical residues, 1.67 (2.00
if there are less than 12 analytical
results) minus the product of 0.29 and
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the standard deviation of the
standardized differences.

(2) Variability: The estimated
standard deviation of the standardized
difference must not exceed the
following:

(i) For food chemistry, 1.15; and

(ii) For chemical residues, a computed
limit that is a function of the number of
analytical results used in the
computation of the standard deviation,
and of the amount of variability.

(3) Individual large deviations: One
hundred times the average of the large
deviation measures of the individual
samples must be less than 5.0. A result
will have a large deviation measure
equal to zero when the absolute value of
the result’s standardized difference, (d),
is less than 2.5 and otherwise a measure
equal to 1—(2.5/d).

(4) For residue analyses, the following
additional quality assurance
requirements must be met.

(1) QA recovery: The average of the
QA recoveries of the individual check
sample analytical results must lie
within ranges established by FSIS.
Information on recovery ranges may be
obtained from the ALP at the address
provided in §439.1 of this chapter.

(ii) QC recovery: All QC recoveries
must lie within ranges established by
FSIS. Information on recovery ranges
may be obtained from the ALP at the
address provided in § 439.1 of this
chapter. Supporting documentation
must be made available to FSIS upon
request.

(iii) Correct identification: There must
be correct identification of all chemical
residues in all samples.

§439.20 Criteria for maintaining
accreditation.

(a) To maintain accreditation, an
analytical laboratory must fulfill the
requirements of paragraphs (b) through
(i) of this section.

(b) Official samples. (1) An accredited
laboratory must expeditiously report
analytical results, in the analyte
category for which accreditation was
granted, of official samples on
designated forms to the Data Center
Staff, USDA/FSIS Eastern Laboratory,
Russell Research Center, P.O. Box 6085,
Athens, GA 30604 (for U.S. Postal
Service delivery), or Data Center Staff,
USDA/FSIS Eastern Laboratory, Russell
Research Center, 950 College Station
Road, Athens, GA 30605 (for
commercial carrier delivery). When so
provided for by FSIS, analytical results
may be reported to the Data Center Staff
by facsimile at 706-546—-3589, or
electronically. The Federal inspector at
any establishment may assign the
analysis of official samples to an FSIS

laboratory if, in the inspector’s
judgment, there are delays in receiving
test results on official samples from an
accredited laboratory.

(2) Every QC recovery associated with
reporting of official samples must lie
within ranges established by FSIS.
Information on recovery ranges may be
obtained from the ALP at the address
provided in §439.1 of this chapter.
Supporting documentation must be
made available to FSIS upon request.

(c) Records. An accredited laboratory
must:

(1) Maintain laboratory quality control
records for the most recent 3 years that
samples have been analyzed under this
Program.

(2) Maintain complete records of the
receipt, analysis, and disposition of
official samples for the most recent 3
years that samples have been analyzed
under this Program.

(3) Maintain in a secure electronic
format or in a standards book, which is
preferably a permanently bound book
with sequentially numbered pages, all
records, readings, and calculations for
standard solutions. All entries are to be
dated and signed by the analyst
immediately upon completion of the
entry, and by the supervisor, or in the
absence of the supervisor by the
supervisor’s designee, before use of the
standard solution but no later than
within 1 week. The standards book is to
be retained for 3 years after the last
recorded entry.

(4) Maintain records and supervisor
approvals of recoveries, and of
instrument maintenance and
calibration. The records are to be
retained for 3 years after the last
recorded entry.

(5) As provided in paragraph (f) of
this section, records should be available
for review by any duly authorized
representative of the Secretary of
Agriculture, including ALP personnel or
their designees.

(d) Check samples. (1) An accredited
laboratory must analyze interlaboratory
accreditation maintenance check
samples and return the results to FSIS
within 3 weeks of sample receipt. This
must be done whenever requested by
FSIS and at no cost to FSIS.

(2) Results must be those of the
accredited laboratory. Analyses of
maintenance check samples shall not be
contracted out by the accredited
laboratory.

(3) As provided by the requirements
in paragraph (h) of this section, a check
sample report will be considered
complete only if laboratories report all
analytes present in the check sample for
the analyte category in which
accreditation was granted.

(e) Corporate changes. The ALP must
be informed at the address provided in
§439.1 in the definition of “Accredited
laboratory” of this part, by certified or
registered mail, within 30 days of any
change of address or in the laboratory’s
ownership, officers, directors,
supervisory personnel, or other
responsibly connected individual or
entity.

(f) On-site review. An accredited
laboratory must permit any duly
authorized representative of the
Secretary to perform both announced
and unannounced on-site laboratory
reviews of facilities and records, both
hard copy and electronic, during normal
business hours, and to copy any records
pertaining to the laboratory’s
participation in the ALP.

(g) Analytical procedures. An
accredited laboratory must use
analytical procedures designated by the
FSIS ALP as being acceptable.

(h) Quality assurance levels. (1) An
accredited laboratory must demonstrate
an ability to maintain quality assurance
levels that are within acceptable limits
for systematic laboratory difference,
variability, and individual large
deviations in the analysis of
interlaboratory check samples for the
analyte category for which accreditation
was granted. An accredited laboratory
will successfully demonstrate the
maintenance of these capabilities if its
analytical results from interlaboratory
accreditation maintenance check
samples satisfy the criteria presented in
this paragraph, §439.20(h). All
statistical computations are to be
rounded to the nearest tenth, except
where otherwise noted.

(2) In addition, a laboratory accredited
for a specific chemical residue or a
chemical residue class:

(i) Must satisfy criteria presented in
this paragraph, § 439.20(h), for chemical
residue recoveries and proper
identification;

(ii) Will demonstrate the maintenance
of its capabilities by reporting its
analytical results for each specific
chemical residue found above the
minimum proficiency level; and

(iii) Must, if accredited for the
analysis of chlorinated hydrocarbons,
obtain analytical results that collectively
satisfy the criteria.

(3) Systematic laboratory difference:
The standardized difference between
the accredited laboratory’s result and
the comparison mean for each
interlaboratory accreditation
maintenance check sample is used to
determine two CUSUM values,
designated as CUSUM-P and CUSUM-
N.



2490

Federal Register/Vol. 71, No. 10/ Tuesday, January 17, 2006 /Proposed Rules

(i) When determining compliance
with this criterion for all chlorinated
hydrocarbon results in a sample
collectively, the following statistical
procedure must be followed to account
for the correlation of analytical results
within a sample: The average of the
standardized differences of the
analytical results within the sample,
divided by a constant, is used in place
of a single standardized difference to
determine the CUSUM-P (or CUSUM-—
N) value for the sample. The constant is
a function of the number of analytical
results used to compute the average
standardized difference.

(ii) Positive systematic laboratory
difference: This value is computed and
evaluated as follows:

(A) Determine the CUSUM-P
increment for the sample.

(1) The CUSUM-P increment for food
chemistry, as defined in § 439.1 of this
Chapter, is set equal to:

2.0, if the standardized difference is
greater than 2.4,

—2.0, if the standardized difference is
less than — 1.6, or

the standardized difference minus 0.4,
if the standardized difference lies
between —1.6 and 2.4, inclusive.

(2) The CUSUM-P increment for
chemical residues is set equal to:

2.0, if the standardized difference is
greater than 2.5,

— 2.0, if the standardized difference is
less than — 1.5, or

the standardized difference minus 0.5,
if the standardized difference lies
between —1.5 and 2.5, inclusive.

(B) Compute the new CUSUM-P
value. The new CUSUM-P value is
obtained by adding, algebraically, the
CUSUM-P increment to the last
previously computed CUSUM-P value.
If this computation yields a value
smaller than 0, the new CUSUM-P
value is set equal to 0.

(C) Evaluate the new CUSUM-P
value. The new CUSUM-P value must
not exceed:

(1) 5.2 for food chemistry.

(2) 4.8 for chemical residues.

(iii) Negative systematic laboratory
difference: This value is computed and
evaluated as follows:

(A) Determine the CUSUM-N
increment for the sample.

(1) The CUSUM-N increment for food
chemistry is set equal to:

2.0, if the standardized difference is
greater than 1.6,

— 2.0, if the standardized difference is
less than — 2.4, or

the standardized difference plus 0.4,
if the standardized difference lies
between — 2.4 and 1.6, inclusive.

(2) The CUSUM-N increment for
chemical residues is set equal to:

2.0, if the standardized difference is
greater than 1.5,

— 2.0, if the standardized difference is
less than —2.5, or

the standardized difference plus 0.5,
if the standardized difference lies
between —2.5 and 1.5, inclusive.

(B) Compute the new CUSUM-N
value. The new CUSUM-N value is
obtained by subtracting, algebraically,
the CUSUM-N increment from the last
previously computed CUSUM-N value.
If this computation yields a value
smaller than 0, the new CUSUM-N
value is set equal to 0.

(C) Evaluate the new CUSUM-N
value. The new CUSUM-N value must
not exceed:

(1) 5.2 for food chemistry.

(2) 4.8 for chemical residues.

(4) Variability: The absolute value of
the standardized difference between the
accredited laboratory’s result and the
comparison mean for each
interlaboratory accreditation
maintenance check sample is used to
determine a CUSUM value, designated
as CUSUM-V.

(i) When determining compliance
with this criterion for all chlorinated
hydrocarbon results in a sample
collectively, the following statistical
procedure must be followed to account
for the correlation of analytical results
within a sample: The square root of the
sum of the within sample variance and
the average standardized difference of
the sample, divided by a constant, is
used in place of the absolute value of
the standardized difference to determine
the CUSUM-V value for the sample.
The constant is a function of the number
of analytical results used to compute the
average standardized difference.

(ii) The variability value is computed
and designated as follows:

(A) Determine the CUSUM-V
increment for the sample. The CUSUM
increment is set equal to the larger of
— 0.4 or the absolute value of the
standardized difference minus 0.9. If
this computation yields a value larger
than 1.6, the increment is set equal to
1.6.

(B) Compute the new CUSUM-V
value. The new CUSUM-V value is
obtained by adding, algebraically, the
CUSUM-V increment to the last
previously computed CUSUM-V value.
If this computation yields a value less
than 0, the new CUSUM-V value is set
equal to 0.

(C) Evaluate the new CUSUM-V
value. The new CUSUM-V value must
not exceed 4.3.

(5) Large deviations: The large
deviation measure of the accredited
laboratory’s result for each
interlaboratory accreditation

maintenance check sample is used to
determine a CUSUM value, designated
as CUSUM-D.

(i) A result will have a large deviation
measure equal to zero when the absolute
value of the result’s standardized
difference, (d), is less than 2.5, and
otherwise a measure equal to 1 —(2.5/d).

(ii) The large deviation value is
computed and evaluated as follows:

(A) Determine the CUSUM-D
increment for the sample. The CUSUM
increment is set equal to the value of the
large deviation measure minus 0.025.

(B) Compute the new CUSUM-D
value. The new CUSUM-D value is
obtained by adding, algebraically, the
CUSUM-D increment to the last
previously computed CUSUM-D value.
If this computation yields a value less
than 0, the new CUSUM-D value is set
equal to 0.

(C) Evaluate the new CUSUM-D
value. The new CUSUM-D value must
not exceed 1.0.

(6) For chemical residues:

(i) Each QC recovery must lie within
ranges established by FSIS. Information
on recovery ranges may be obtained
from the ALP at the address provided in
§439.1 of this Chapter. Supporting
documentation must be made available
to FSIS upon request.

(ii) Not more than 1 residue
misidentification may be made in any 2
consecutive check samples.

(iii) Not more than 2 residue
misidentifications may be made in any
8 consecutive check samples.

(i) Fees. An accredited laboratory
must pay the required accreditation fee
when it is due.

(j) Probation. An accredited laboratory
must meet the following requirements if
placed on probation pursuant to
§439.51 of this chapter:

(1) Send all official samples that have
not been analyzed as of the date of
written notification of probation to a
specified FSIS laboratory by certified
mail or private carrier or, as an
alternative and as directed by FSIS, to
a laboratory accredited by FSIS for the
designated analyte(s). Mailing expenses
will be paid by FSIS.

(2) Analyze a set of check samples
similar to those used for initial
accreditation, and submit the analytical
results to FSIS within 3 weeks of receipt
of the samples.

(3) Satisty criteria for accreditation
check samples specified in § 439.10 of
this chapter.

§439.50 Refusal of accreditation.

Upon a determination by the
Administrator, a laboratory will be
refused accreditation for the following
reasons:
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(a) A laboratory will be refused
accreditation for failure to meet the
requirements of § 439.5 or §439.10 of
this chapter.

(b) A laboratory will be refused
subsequent accreditation for failure to
return to an FSIS laboratory, by certified
mail or private carrier, or, as an
alternative and as directed by FSIS, to
a laboratory accredited by FSIS for the
designated analytes, all official samples
that have not been analyzed as of the
notification of a loss of accreditation.

(c) A laboratory will be refused
accreditation for the reasons described
in §439.60 of this chapter.

§439.51 Probation of accreditation.

Upon a determination by the
Administrator, a laboratory will be
placed on probation for the following
reasons:

(a) If the laboratory fails to complete
more than one interlaboratory
accreditation maintenance check sample
analysis as required by §439.20(d) of
this part within 12 consecutive months,
unless written permission is granted by
the Administrator.

(b) If the laboratory fails to meet any
of the criteria set forth in §§439.20(d)
and 439.20(h) of this chapter.

§439.52 Suspension of accreditation.

The accreditation of a laboratory will
be suspended for the reasons described
in §439.60 of this chapter.

§439.53 Revocation of accreditation.

The accreditation of a laboratory will
be revoked for the following reasons:

(a) An accredited laboratory that is
accredited to perform analysis under
§§439.5, 439.10 and 439.20 of this
chapter will have its accreditation
revoked for failure to meet any of the
requirements of §439.20 of this chapter,
except for the following circumstances.
If the accredited laboratory fails to meet
any of the criteria set forth in
§§439.20(d) and 439.20(h) of this
chapter and it has not failed during the
12 months preceding its failure to meet
the criteria, it shall be placed on
probation, but if it has failed at any time
during those 12 months, its
accreditation will be revoked.

(b) An accredited laboratory will have
its accreditation revoked if the
Administrator determines that the
laboratory or any responsibly connected
individual or any agent or employee
has:

(1) Altered any official sample or
analytical finding; or

(2) Substituted any analytical result
from any other laboratory and
represented the result as its own.

(c) An accredited laboratory will have
its accreditation revoked for violations

of law as described in §439.60 of this
chapter.

§439.60 Violations of law.

An applicant or an accredited
laboratory will have its accreditation
refused, suspended, or revoked, as
appropriate, if the laboratory or any
individual or entity responsibly
connected with the laboratory is
convicted of, or is under indictment for,
or has had charges on an information
brought against them in a Federal or
State court concerning any of the
following violations of law:

(a) Any felony.

(b) Any misdemeanor based upon
acquiring, handling, or distributing of
unwholesome, misbranded, or
deceptively packaged food or upon

fraud in connection with transactions in
food.

(c) Any misdemeanor based upon a
false statement to any governmental
agency.

(d) Any misdemeanor based upon the
offering, giving or receiving of a bribe or
unlawful gratuity.

§439.70 Notification and hearings.

Accreditation of any laboratory will
be refused, suspended, or revoked under
the conditions previously described in
this Part 439. The owner or operator of
the laboratory will be sent written
notice of the refusal, suspension, or
revocation of accreditation by the
Administrator. In such cases, the
laboratory owner or operator will be
provided an opportunity to present,
within 30 days of the date of the
notification, a statement challenging the
merits or validity of such action and to
request an oral hearing with respect to
the denial, suspension, or revocation
decision. An oral hearing will be
granted if there is any dispute of
material fact joined in such responsive
statement. The proceeding will be
conducted thereafter in accordance with
the applicable rules of practice which
will be adopted for the proceeding. Any
such refusal, suspension, or revocation
will be effective upon the receipt by the
laboratory of the notification and will
continue in effect until final
determination of the matter by the
Administrator.

Done in Washington, DC, on January 9,
2006.
Barbara J. Masters,
Administrator.
[FR Doc. 06—-284 Filed 1-13-06; 8:45 am)]
BILLING CODE 3410-DM-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39
[Docket No. 2003-NE-21-AD]
RIN 2120-AA64

Airworthiness Directives; International
Aero Engines AG (IAE) V2522-A5,
V2524-A5, V2527—-A5, V2527E-A5,
V2527M-A5, V2530-A5, and V2533-A5
Turbofan Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Supplemental notice of
proposed rulemaking (SNPRM);
reopening of comment period.

SUMMARY: This notice revises an earlier
proposed airworthiness directive (AD)
that applies to certain IAE V2522—A5,
V2524—-A5, V2527—-A5, V2527E-A5,
V2527M-A5, V2530—-A5, and V2533-A5
turbofan engines. That proposal would
have required initial and repetitive
inspections of the master magnetic chip
detector (MCD) or the No. 1, 2, 3 bearing
chamber MCD. That proposal would
also have required replacing certain No.
3 bearings and replacing or recoating
certain high pressure compressor (HPC)
stubshaft assemblies as mandatory
terminating actions to the repetitive
MCD inspections. That proposal
resulted from IAE developing a
terminating action to the repetitive
inspections of the chip detectors. This
action revises the proposed rule by
expanding its applicability to include
additional serial-numbered engines with
certain No. 3 bearings installed. We are
proposing this AD to prevent failure of
the No. 3 bearing, which could result in
an in-flight shutdown (IFSD) and smoke
in the cockpit and cabin.

DATES: We must receive comments by
March 20, 2006.

ADDRESSES: Use one of the following
addresses to comment on this proposed
AD:

¢ By mail: Federal Aviation
Administration (FAA), New England
Region, Office of the Regional Counsel,
Attention: Rules Docket No. 2003—NE—
21-AD, 12 New England Executive Park,
Burlington, MA 01803-5299.

e By fax: (781) 238-7055.

¢ By e-mail: 9-ane-
adcomment@faa.gov.

You can get the service information
identified in this proposed AD from
International Aero Engines AG, 400
Main Street, East Hartford, CT 06108;
telephone: (860) 565—-5515; fax: (860)
565-5510.

You may examine the AD docket, by
appointment, at the FAA, New England
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Region, Office of the Regional Counsel,
12 New England Executive Park,
Burlington, MA.

FOR FURTHER INFORMATION CONTACT:
James Rosa, Aerospace Engineer, Engine
Certification Office, FAA, Engine and
Propeller Directorate, 12 New England
Executive Park, Burlington, MA 01803;
telephone (781) 238-7152; fax (781)
238-7199.

SUPPLEMENTARY INFORMATION:

Comments Invited

We invite you to send any written
relevant data, views, or arguments
regarding this proposal. Send your
comments to an address listed under
ADDRESSES. Include ““AD Docket No.
2003-NE-21-AD” in the subject line of
your comments. If you want us to
acknowledge receipt of your mailed
comments, send us a self-addressed,
stamped postcard with the docket
number written on it; we will date-
stamp your postcard and mail it back to
you. We specifically invite comments
on the overall regulatory, economic,
environmental, and energy aspects of
the proposed AD. If a person contacts us
verbally, and that contact relates to a
substantive part of this proposed AD,
we will summarize the contact and
place the summary in the docket. We
will consider all comments received by
the closing date and may amend the
proposed AD in light of those
comments.

Examining the AD Docket

You may examine the AD Docket
(including any comments and service
information), by appointment, between
8 a.m. and 4:30 p.m., Monday through
Friday, except Federal holidays. See
ADDRESSES for the location.

Discussion

On September 11, 2003, we issued a
proposal to amend part 39 of the Federal
Aviation Regulations (14 CFR part 39) to
add an airworthiness directive (AD) to
apply to International Aero Engines AG
IAE V2522-A5, V2524—-A5, V2527-A5,
V2527E-A5, V2527M-A5, V2530-A5,
and V2533—A5 turbofan engines. The
Office of the Federal Register published
that proposal as a notice of proposed
rulemaking (NPRM) supersedure in the
Federal Register on September 17, 2003
(68 FR 54400). That NPRM would have
required initial and repetitive
inspections of the master magnetic chip
detector (MCD) or the No. 1, 2, 3 bearing
chamber MCD. Additionally, it would
have required replacing certain No. 3
bearings and replacing or recoating
certain HPC stubshaft assemblies as
mandatory terminating actions to the
repetitive MCD inspections. That NPRM

resulted from IAE developing a
terminating action to the repetitive chip
detector inspections. That condition, if
not corrected, could result in failure of
the No. 3 bearing, which could result in
an IFSD and smoke in the cockpit and
cabin.

Since we issued that NPRM, we have
received reports that more engines
experienced No. 3 bearing failures
attributed to ball spalling and race
fracture. A total of 55 failures of the No.
3 bearing have occurred. Of the 55
failures, 12 resulted in IFSDs and 43
resulted in unscheduled engine
removals (UER). Of the 12 IFSDs, three
were associated with smoke in the cabin
and cockpit. The smoke is a result of the
ball spalling and race fracture of failed
No. 3 bearings, P/N 2A1165, and occurs
when there is hard particle
contamination in the oil system. The
release of coating particles on HPC
stubshafts with low-energy plasma
coating causes the contamination. The
problem exists on certain No. 3
bearings, P/N 2A1165, that are less
tolerant to damage from this
contamination. As a result of these
failures, we have added additional
serial-numbered engines to this
Supplemental NPRM. Since this change
expands the scope of the originally
proposed rule, we determined that it is
necessary to reopen the comment period
to provide additional opportunity for
public comment. Also, since we issued
that NPRM, IAE discovered that some of
the original population of engines are
not at risk for No. 3 ball bearing failure,
so even though we are adding at least
100 engine SN to this proposed AD, the
number of engines listed in the Costs of
Compliance is smaller.

Manufacturer’s Service Information

We have reviewed and approved the
technical contents of IAE SB V-2500—
ENG-72-0452, Revision 3, dated March
4, 2005, that describes procedures for
MCD inspections for engines in the
range V10600 to V11365 with No. 3
bearing, P/N 2A1165, installed. We have
also reviewed and approved the
technical contents of IAE SB V—2500—
ENG-72-0459, Revision 2, dated March
4, 2005, that describes procedures for in
shop action for engines in the range
V10600 to V11365 with No. 3 bearing,
P/N 2A1165, installed.

FAA’s Determination of an Unsafe
Condition and Proposed Actions

We have evaluated all pertinent
information and identified an unsafe
condition that is likely to exist or
develop on other products of this same
type design. Therefore, we are

proposing this AD, which would
require:

e Initial inspection of the master
MCD or the No. 1, 2, 3 bearing chamber
MCD within 125 hours time-in-service
(TIS) after the effective date of the
proposed AD; and

¢ Repetitive inspections of the master
MCD or the No. 1, 2, 3 bearing chamber
MCD within 125 hours time-since-last
inspection; and

¢ Replacement of the No. 3 bearing,
P/N 2A1165, at the next shop visit for
any reason; and

¢ Replacement of HPC stubshafts that
have a low-energy plasma coating with
HPC stubshafts that have a high-energy
plasma coating.

Costs of Compliance

We estimate that this proposed AD
would affect 123 engines installed on
airplanes of U.S. registry. We also
estimate it would take 150 work hours
per engine to perform the proposed
actions, and that the average labor rate
is $65 per work hour. Required parts
would cost about $33,788 per engine.
Based on these figures, we estimate the
total cost of the proposed AD to U.S.
operators to be $5,355,174.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. Subtitle VII,
Aviation Programs, describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in subtitle VII,
part A, subpart III, section 44701,
“General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Analysis

We have determined that this
proposed AD would not have federalism
implications under Executive Order
13132. This proposed AD would not
have a substantial direct effect 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.
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For the reasons discussed above, I
certify that the proposed regulation:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Would not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a summary of the costs
to comply with this proposal and placed
it in the AD Docket. You may get a copy
of this summary at the address listed
under ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Under the authority delegated to me
by the Administrator, the Federal
Aviation Administration proposes to
amend 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
removing Amendment 39-13183 (68 FR
33621, June 5, 2003) and by adding the
following new airworthiness directive:

International Aero Engines AG (IAE): Docket
No. 2003—-NE-21-AD.

Comments Due Date

(a) The Federal Aviation Administration
(FAA) must receive comments on this
airworthiness directive (AD) action by March
20, 2006.

Affected ADs

(b) This AD supersedes AD 2003-11-23,
Amendment 39-13183.
Applicability

(c) This AD applies to International Aero
Engines AG (IAE) V2522—-A5, V2524—A5,
V2527-A5, V2527E-A5, V2527M-A5,
V2530-A5, and V2533—A5 turbofan engines
with engine serial numbers V10600 through
V11365 and bearings P/N 2A1165 installed.
These engines are installed on, but not
limited to, Airbus Industrie A319, A320, and
A321 series airplanes.

Unsafe Condition

(d) This AD results from reports of No. 3
bearing failures that caused in-flight
shutdown (IFSD) and smoke in the cockpit
and cabin. We are issuing this AD to prevent
failure of the No. 3 bearing, which could
result in an IFSD and smoke in the cockpit
and cabin.

Compliance

(e) You are responsible for having the
actions required by this AD performed within
the compliance times specified unless the
actions have already been done.

Inspection of the Master Magnetic Chip
Detector (MCD) or the No. 1, 2, 3 Bearing
Chamber MCD

(f) For engines listed in Appendix 1, Tables
1 and 2 of IAE service bulletin (SB) V-2500—
ENG-72-0452, Revision 3, dated March 4,
2005, and that have a No. 3 bearing, part
number (P/N) 2A1165, installed at new
production build, do the following:

(1) Within 125 hours time-in-service (TIS)
after the effective date of this AD, inspect the
master MCD or the No. 1, 2, 3 bearing
chamber MCD.

(2) Thereafter, within 125 hours time-
since-last inspection, inspect the master MCD
or the No. 1, 2, 3 bearing chamber MCD.

(3) If you find bearing material on the
master MCD or No. 1, 2, 3 bearing chamber
MCD, replace the engine before further flight.

Replacement of No. 3 Bearing

(g) For engines listed in Appendix 1,
Tables 1 and 2 of IAE SB V-2500-ENG-72—
0459, Revision 2, dated March 4, 2005, that
have a serial number (SN) from V10600
through V11365 inclusive, and that have a
No. 3 bearing, part number (P/N) 2A1165,
installed at new production, replace the No.
3 bearing at the next shop visit for any
reason.

(h) After the effective date of this AD, do
not install any No. 3 bearing, P/N 2A1165,
removed in paragraph (g) of this AD, into any
engine.

Replacement or Rework of High Pressure
Compressor (HPC) Stubshaft

(i) For engines listed in Appendix 1, Tables
1 and 2 of IAE SB V-2500-ENG-72-0459,
Revision 2, dated March 4, 2005, that have
a SN from V10600 through V11365 inclusive,
at the next shop visit for any reason, replace
the HPC stubshaft that has a low-energy
plasma coating with an HPC stubshaft that
has a high-energy plasma coating.

Terminating Action

(j) Performing the requirements specified
in paragraphs (g) and (i) of this AD is
terminating action to the repetitive MCD
inspections specified in paragraph (f)(1)
through ()(3) of this AD.

Alternative Methods of Compliance
(AMOCs)

(k) The Manager, Engine Certification
Office, has the authority to approve
alternative methods of compliance for this
AD if requested using the procedures found
in 14 CFR 39.19.

Material Incorporated by Reference

(1) For lists identifying engines within the
engine SN range of V10600 to V11365
inclusive, known to have had P/N 2A1165
installed, you must use Appendix 1, Tables
1 and 2 of IAE SB V-2500-ENG-72-0452,
Revision 3, dated March 4, 2005, and IAE SB
V-2500-ENG-72-0459, Revision 2, dated
March 4, 2005.

Related Information

(m) The following service bulletins contain
additional information and procedures:

(1) You can find information on inspecting
the master MCD and the No. 1, 2, 3 bearing
chamber MCD in section 79-00-00-601 of
the Aircraft Maintenance Manual.

(2) Additional information on inspection
procedures is included in IAE SB V-2500—
ENG-72-0452, Revision 3, dated March 4,
2005.

(3) You can find information on replacing
the No. 3 bearing, and replacing or recoating
the HPC stubshaft in IAE SB V-2500-ENG—
72-0459, Revision 2, dated March 4, 2005.

Issued in Burlington, Massachusetts, on
January 9, 2006.
Peter A. White,

Acting Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. E6-379 Filed 1-13-06; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 56

[Docket No. 2001N-0322 (formerly 01N—
0322)]

Institutional Review Boards: Requiring
Sponsors and Investigators to Inform
Institutional Review Boards of Any
Prior Institutional Review Board
Reviews; Withdrawal

AGENCY: Food and Drug Administration,

HHS.

ACTION: Advance notice of proposed
rulemaking; withdrawal.

SUMMARY: The Food and Drug
Administration (FDA) is announcing the
withdrawal of an advance notice of
proposed rulemaking (ANPRM) entitled
“Institutional Review Boards: Requiring
Sponsors and Investigators to Inform
IRBs of Any Prior IRB Reviews” that
published in the Federal Register of
March 6, 2002 (67 FR 10115).

DATES: The ANPRM is withdrawn
February 16, 2006.

FOR FURTHER INFORMATION CONTACT:
Patricia M. Beers Block, Good Clinical
Practice Program (HF—34), Food and
Drug Administration, 5600 Fishers
Lane, rm. 9G24, Rockville, MD 20857,
301-827-3340.

SUPPLEMENTARY INFORMATION: In 1998,
the Department of Health and Human
Services, Office of the Inspector General
(OIG) issued several reports on
institutional review boards (IRBs). The
OIG sought to identify the challenges
facing IRBs and to make
recommendations on improving Federal
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oversight of IRBs. One recommendation
was that sponsors and clinical
investigators be required to notify IRBs
of any prior review (see OIG,
Department of Health and Human
Services, “Institutional Review Boards:
A Time for Reform,” p. 14, June 1998;
http://oig.hhs.gov/oei/reports/oei-01—
97-00193.pdf). The OIG report stated
that the OIG had:

* * * heard of a few situations where
sponsors and/or research investigators who
were unhappy with one IRB’s reviews
switched to another without the new IRB
being aware of the other’s prior involvement.
This kind of IRB shopping deprives the new
IRB of information that it should have and
that can be important in protecting human
subjects. The ground rules should be changed
so that sponsors and investigators have the
clear obligation to inform an IRB of any prior
reviews (footnote omitted). The obligation
should be applied to all those conducting
research funded by HHS or carried out on
FDA-regulated products. It will have
particular importance for those sponsors and
investigators working with independent
IRBs.

Id.

After reviewing the OIG’s
recommendation, FDA published an
ANPRM on March 6, 2002 (67 FR
10115) (see http://www.fda.gov/
OHRMS/DOCKETS/98ft/030602a.pdyf)
announcing it was considering whether
to amend its IRB regulations to require
sponsors and investigators to inform
IRBs about any prior IRB review
decisions. We invited public comments
on: (1) The frequency of IRB shopping
and under what circumstances IRB
shopping has occurred; (2) what
information about prior IRB review
should be disclosed, where should it be
disclosed, and who should disclose it;
and (3) what methods, other than
disclosure of prior IRB reviews, might
prove to be valuable for dealing with
IRB shopping.

In response to this ANPRM, FDA
received 55 comments. The majority of
the comments reported they had little or
no first hand knowledge of instances of
IRB shopping, and did not believe IRB
shopping presented a significant
problem. Many comments expressed
concern about the logistics of
maintaining a system that would enable
the exchange of information among
IRBs, especially when studies involved
multiple study sites. There was concern
that maintaining such a system would
substantially increase the IRBs’
workload and not provide any
additional human subject protection.
There was also concern that waiting for
information from other IRBs prior to the
review of research proposals within a
particular institution might contribute
to delays in the review of these
proposals.

The Office for Human Research
Protections (OHRP) also informed FDA
that it considered the OIG’s
recommendation to require sponsors
and investigators to notify IRBs of any
prior IRB review of a research plan.
OHRP concluded that it had no reason
to believe that IRB shopping was
occurring with any regularity in the
review of HHS conducted or supported
human subjects research.

Based on these reasons, FDA
concluded that IRB shopping either
does not occur or does not present a
problem to an extent that would warrant
rulemaking at this time.

In a letter dated February 26, 2005,
FDA advised the OIG of these findings
and conclusions. FDA is now
withdrawing this ANPRM. A
withdrawal does not prevent the agency
from taking action in the future. Should
FDA decide to undertake rulemaking
sometime in the future, the agency will
provide new opportunities for comment.

Dated: January 4, 2006.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. E6-357 Filed 1-13-06; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 210
[Docket No. 2005N—-0285]

Current Good Manufacturing Practice
Regulation and Investigational New
Drugs; Companion Document to Direct
Final Rule

AGENCY: Food and Drug Administration,
HHS.

ACTION: Proposed rule.

SUMMARY: The Food and Drug
Administration (FDA) is publishing this
companion proposed rule to the direct
final rule, published elsewhere in this
issue of the Federal Register, which is
intended to amend our current good
manufacturing practice (CGMP)
regulations for human drugs, including
biological products, to exempt most
investigational ‘“Phase 1’ drugs from
complying with the regulatory
requirements. We will instead exercise
oversight of production of these drugs
under the agency’s general statutory
CGMP authority and investigational
new drug application (IND) authority.
Elsewhere in this issue of the Federal
Register, FDA is announcing the
availability of a draft guidance for

industry entitled “INDs—Approaches to
Complying With CGMP During Phase 1”
to provide further guidance on the
subject.

DATES: Submit written or electronic
comments by April 3, 2006.
ADDRESSES: Submit written comments
to the Division of Dockets Management
(HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. Submit
electronic comments to http://
www.fda.gov/dockets/comments.

FOR FURTHER INFORMATION CONTACT:
Monica Caphart, Center for Drug
Evaluation and Research (HFD—-320),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-9047; or Christopher Joneckis,
Center for Biologics Evaluation and
Research (HFM-1), Food and Drug
Administration, 1401 Rockville Pike,
Rockville, MD 20852, 301-435-5681.
SUPPLEMENTARY INFORMATION:

I. Background

As described more fully in the related
direct final rule, a Phase 1 clinical trial
includes the initial introduction of an
investigational new drug into humans.
Such studies are aimed at establishing
basic safety and are designed to
determine the metabolism and
pharmacologic actions of the drug in
humans. The total number of subjects in
a Phase 1 study is limited—generally no
more than 80 subjects. This is in
contrast to Phase 2 and Phase 3 trials,
which may involve substantially greater
numbers of subjects, exposing more
subjects to the drug product, and which
aim to test the effectiveness of the drug
product.

For several reasons, we believe that
production of human drug products,
including biological drug products,
intended for use in Phase 1 clinical
trials should be exempted from
complying with the specific regulatory
requirements set forth in parts 210 and
211 (21 CFR parts 210 and 211). First,
even if exempted from the requirements
of our CGMP regulations in parts 210
and 211, investigational drugs remain
subject to the statutory provisions that
deem a drug adulterated for failure to
comply with CGMPs (21 U.S.C.
351(a)(2)(B)).

Second, we oversee drugs for use in
Phase 1 trials through our existing IND
authority. Every IND must contain,
among other things, a section on
chemistry, manufacturing, and control
information that describes the
composition, manufacture, and control
of the investigational drug product (21
CFR 312.23(a)(7)). This information
should suffice to enable us to
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adequately protect subjects in early
Phase 1 trials.

II. Additional Information

This proposed rule is a companion to
the direct final rule published in the
final rules section of this issue of the
Federal Register. The proposed rule and
the direct final rule are identical. This
companion proposed rule provides the
procedural framework to proceed with
standard notice-and-comment
rulemaking if the direct final rule
receives significant adverse comment
and is withdrawn. The comment period
for the companion proposed rule runs
concurrently with the comment period
of the direct final rule. Any comments
received on this companion proposed
rule will also be treated as comments on
the direct final rule and vice versa.

For additional information, see the
corresponding direct final rule
published in the final rules section of
this issue of the Federal Register. All
persons who may wish to comment
should review the rationale for these
amendments set out in the preamble
discussion of the direct final rule. A
significant adverse comment is one that
explains why the rule would be
inappropriate, including challenges to
the rule’s underlying premise or
approach, or would be ineffective or
unacceptable without a change. A
comment recommending a rule change
in addition to this rule will not be
considered a significant adverse
comment, unless the comment states
why this rule would be ineffective
without the additional change. If no
significant adverse comment is received
in response to the direct final rule, no
further action will be taken related to
this companion proposed rule. Instead,
we will publish a confirmation notice
within 30 days after the comment
period ends, and we intend the direct
final rule to become effective 30 days
after publication of the confirmation
notice. If we receive significant adverse
comments, we will withdraw the direct
final rule. We will proceed to respond
to all of the comments received
regarding the direct final rule, treating
those comments as comments to this
proposed rule. The agency will address
the comments in a subsequent final rule.
We will not provide additional
opportunity for comment.

IIL. Legal Authority

Under section 501(a)(2)(B) of the
Federal Food, Drug, and Cosmetic Act
(the act) (21 U.S.C. 201 et seq.) a drug
is deemed adulterated if the methods
used in, or the facilities, or controls
used for, its manufacture, processing,
packing, or holding do not conform to

or are not operated in conformity with
CGMPs to ensure that such drug meets
the requirements of the act as to safety,
and has the identity and strength, and
meets the quality and purity
characteristics, which it purports or is
represented to possess. The rulemaking
authority conferred on FDA by Congress
under the act permits the agency to
amend its regulations as contemplated
by this direct final rule. Section 701(a)
of the act (21 U.S.C. 371) gives FDA
general rulemaking authority to issue
regulations for the efficient enforcement
of the act. We refer readers to the legal
authority section of the preamble of the
1978 CGMP regulations for a fuller
discussion (43 FR 45014 at 45020—
45026, September 29, 1978).

IV. Environmental Impact

The agency has determined that under
21 CFR 25.30(h) this action is of a type
that does not individually or
cumulatively have a significant effect on
the human environment. Therefore,
neither an environmental assessment
nor an environmental impact statement
is required.

V. Analysis of Impacts

FDA examined the impacts of this
proposed rule under Executive Order
12866 and the Regulatory Flexibility Act
(5 U.S.C. 601-612), and the Unfunded
Mandates Reform Act of 1995 (Public
Law 104—4). Executive Order 12866
directs agencies to assess all costs and
benefits of available regulatory
alternatives and, when regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety,
and other advantages; distributive
impacts; and equity). The agency
believes that this proposed rule is not a
significant regulatory action as defined
by the Executive order.

Under the Regulatory Flexibility Act,
if a rule has a significant impact on a
substantial number of small entities, an
agency must analyze regulatory options
that would minimize any significant
impact of the rule on small entities. The
agency has considered the effect that
this rule would have on small entities.
Because exempting production of drugs
for use in Phase 1 studies from
compliance with specific regulatory
requirements does not add any burden,
the agency certifies that the rule will not
have a significant economic impact on
a substantial number of small entities.
Therefore, under the Regulatory
Flexibility Act, no further analysis is
required.

Section 202(a) of the Unfunded
Mandates Reform Act of 1995 requires

that agencies prepare a written
statement, which includes an
assessment of anticipated costs and
benefits, before proposing “any rule that
includes any Federal mandate that may
result in the expenditure by State, local,
and tribal governments, in the aggregate,
or by the private sector, of $100,000,000
or more (adjusted annually for inflation)
in any one year.” The current threshold
after adjustment for inflation is $115
million using the most current (2003)
Implicit Price Deflator for the Gross
Domestic Product. FDA does not expect
this proposed rule to result in any 1-
year expenditure that would meet or
exceed this amount.

For a further discussion of the
impacts of this rulemaking, see the
Analysis of Impacts section in the
corresponding direct final rule
published in the final rules section of
this issue of the Federal Register.

VI. Paperwork Reduction Act of 1995

This proposed rule contains no new
information collection requirements that
are subject to review by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501-3520). Under the
proposed rule, the production of human
drug products, including biological drug
products, intended for use in Phase 1
clinical trials would be exempted from
complying with the specific regulatory
requirements set forth in parts 210 and
211. Parts 210 and 211 contain
information collection requirements that
have been approved by OMB under
control number 0910-0139. As
explained in the following paragraph,
the information collection requirements
in parts 210 and 211 would be reduced
under this proposed rule.

The OMB-approved hourly burden to
comply with the information collection
requirements in parts 210 and 211
(control number 0910-0139) is 848,625
hours. FDA estimates that, under the
proposed rule, approximately 7,315
drugs would be exempted from
complying with the specific regulatory
requirements set forth in parts 210 and
211. Based on this number and the total
number of drugs that are subject to parts
210 and 211, FDA estimates that the
burden hours approved under control
number 0910-0139 would be reduced
by approximately 50,493 hours. Thus, as
a result of the proposed rule, the
amended burden hours in control
number 0910-0139 would be
approximately 798,132 hours.

VII. Federalism

FDA has analyzed this proposed rule
in accordance with the principles set
forth in Executive Order 13132. FDA
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has determined that the rule does not
contain policies that 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. Accordingly, the
agency has concluded that the rule does
not contain policies that have
federalism implications as defined in
the Executive order and, consequently,
a federalism summary impact statement
is not required. We invite comments on
the federalism implications of this
proposed rule.

VIII. Request for Comments

Interested persons may submit to the
Division of Dockets Management (see
ADDRESSES) written or electronic
comments regarding this document.
This comment period runs concurrently
with the comment period for the direct
final rule; any comments received will
be considered as comments regarding
the direct final rule. Submit a single
copy of electronic comments or two
paper copies of any mailed comments,
except that individuals may submit one
paper copy. Comments are to be
identified with the docket number
found in brackets in the heading of this
document. Received comments may be
seen in the Division of Dockets
Management between 9 a.m. and 4 p.m.,
Monday through Friday.

List of Subjects in 21 CFR Part 210

Drugs, Packaging and containers.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under
authority delegated to the Commissioner
of Food and Drugs it is proposed that 21
CFR part 210 be amended as follows:

PART 210—CURRENT GOOD
MANUFACTURING PRACTICE IN
MANUFACTURING, PROCESSING,
PACKING, OR HOLDING OF DRUGS;
GENERAL

1. The authority citation for 21 CFR
part 210 continues to read as follows:

Authority: 21 U.S.C. 321, 351, 352, 355,
360b, 371, 374; 42 U.S.C. 216, 262, 263a, 264.
2. Section 210.2 is revised by adding

paragraph (c) to read as follows:

§210.2 Applicability of current good
manufacturing practice regulations.
* * * * *

(c) An investigational drug for use in
a Phase 1 study, as defined in
§ 312.21(a) of this chapter, is subject to
the statutory requirements set forth at 21
U.S.C. 351(a)(2)(B). The production of
such drug is exempt from compliance
with the regulations in part 211 of this
chapter. However, this exemption does

not apply to an investigational drug for
use in a Phase 1 study once the
investigational drug has been made
available for use by or for the sponsor
in a Phase 2 or Phase 3 study, as defined
in § 312.21(b) and (c) of this chapter, or
the drug has been lawfully marketed. If
the investigational drug has been made
available in a Phase 2 or 3 study or the
drug has been lawfully marketed, the
drug for use in the Phase 1 study must
comply with part 211 of this chapter.

Dated: January 9, 2006.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 06—-350 Filed 1-12—06; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[REG-158080-04]
RIN-1545-BE79

Application of Section 409A to
Nonqualified Deferred Compensation
Plans; Correction

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Correction to notice of proposed
rulemaking.

SUMMARY: This document corrects a
notice of proposed rulemaking that was
published in the Federal Register on
Tuesday, October 4, 2005 (70 FR 57930),
regarding the application of section
409A to nonqualified deferred
compensation plans. The regulations
affect service providers receiving
amounts of deferred compensation, and
the service recipients for whom the
service providers provide services.

FOR FURTHER INFORMATION CONTACT:
Stephen Tackney, (202) 927-9639 (not a
toll-free number).

SUPPLEMENTARY INFORMATION:
Background

The notice of proposed rulemaking
(REG—-158080—-04) that is the subject of
this correction is under section 409A of
the Internal Revenue Code.

Need for Correction

As published, REG-158080-04
contains an error that may prove to be
misleading and is in need of
clarification.

Correction of Publication

Accordingly, the publication of the
notice of proposed rulemaking (REG—

158080—04) that was the subject of FR
Doc. 05-19379, is corrected as follows:

On page 57930, column 1, in the
preamble, under the paragraph heading
FOR FURTHER INFORMATION CONTACT:
lines 4 thru 8, the language ‘‘concerning
submissions of comments, the hearing,
and/or to be placed on the building
access list to attend the hearing, Richard
A. Hurst at (202) 622—-7116 (not toll-free
numbers).” is corrected to read
“concerning submission of comments,
the hearing, and/or to be placed on the
building access list to attend the
hearing, Richard A. Hurst at (202) 622—
7180 (not toll-free numbers).”.

Guy R. Traynor,

Acting Chief, Publications and Regulations
Branch, Legal Processing Division, Associate
Chief Counsel (Procedure and
Administration).

[FR Doc. 06—395 Filed 1-12—-06; 8:45 am|
BILLING CODE 4830-01-U

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 1
[REG-106418-05]
RIN 1545-BE34

Guidance Under Subpart F Relating to
Partnerships

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Notice of proposed rulemaking
by cross-reference to temporary
regulations.

SUMMARY: In the Rule and Regulations
section of this issue of the Federal
Register, the IRS is issuing temporary
regulations that provide rules for
determining whether a controlled
foreign corporation’s (CFC’s)
distributive share of partnership income
is excluded from foreign personal
holding company income under the
exception contained in section 954(i).
The regulations will affect CFCs that are
qualified insurance companies, as
defined in section 953(e)(3), that have
an interest in a partnership and U.S.
shareholders of such CFGs. The text of
those temporary regulations also serves
as the text of these proposed
regulations.

DATES: Written or electronic comments
and requests for a public hearing must
be received by April 17, 2006.
ADDRESSES: Send submissions to:
CC:PA:LPD:PR (REG-106418-05), room
5203, Internal Revenue Service, PO Box
7604, Ben Franklin Station, Washington,
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DC 20044. Submissions may be hand-
delivered between the hours of 8 a.m.
and 4 p.m. to CC:PA:LPD:PR (REG—
106418-05), Courier’s Desk, Internal
Revenue Service, 1111 Constitution
Avenue, NW., Washington, DC, or sent
electronically, via the IRS Internet site
at http://www.irs.gov/regs or via the
Federal eRulemaking Portal at http://
www.regulations.gov (IRS—-REG—
106418-05).

FOR FURTHER INFORMATION CONTACT:
Concerning the proposed regulations,
Kate Y. Hwa, (202) 622—-3840;
concerning submissions of comments,
Treena Garrett, (202) 622—-3401 (not toll-
free numbers).

SUPPLEMENTARY INFORMATION:

Background

Temporary regulations in Rules and
Regulations section of this issue of the
Federal Register amend the Income Tax
Regulations (26 CFR part 1) relating to
the rules under section 954(i) of the
Internal Revenue Code (Code) for
determining whether a controlled
foreign corporation’s (CFC’s)
distributive share of partnership income
is excluded from foreign personal
holding company income under the
exception contained in section 954(i).
The text of the temporary regulations
also serves as the text of these proposed
regulations. The preamble to the
temporary regulations explains the
temporary regulations and these
proposed regulations.

Special Analyses

It has been determined that this
proposed regulation is not a significant
regulatory action as defined in
Executive Order 12866. Therefore, a
regulatory assessment is not required. It
has also been determined that section
553(b) of the Administrative Procedures
Act (5 U.S.C. chapter 5) does not apply
to these regulations and, because the
regulation does not impose a collection
of information on small entities, the
Regulatory Flexibility Act (5 U.S.C.
chapter 6) does not apply. Pursuant to
section 7805(f) of the Code, this notice
of proposed rulemaking will be
submitted to the Chief Counsel for
Advocacy of the Small Business
Administration for comment on its
impact on small business.

Comments and Requests for Public
Hearing

Before these proposed regulations are
adopted as final regulations,
consideration will be given to any
written (a signed original and eight (8)
copies) or electronic comments that are
submitted timely to the IRS. The IRS
and the Treasury Department request

comments on the clarity of the proposed
rules and how they can be made easier
to understand. All comments will be
available for public inspection and
copying. A public hearing will be
scheduled if requested in writing by any
person that timely submits written
comments. If a public hearing is
scheduled, notice of the date, time, and
place for the public hearing will be
published in the Federal Register.

The IRS and the Treasury Department
have become aware of possible
uncertainty regarding the application of
section 956 in certain transactions
involving foreign partnerships. The IRS
and the Treasury Department therefore
also request comments regarding the
proper application of section 956 in the
case of a loan by a CFC to a foreign
partnership in which one or more
partners are domestic corporations that
are U.S. shareholders of the CFC.
Specifically, comments are requested
regarding the circumstances, if any,
under which the loan to the foreign
partnership should be considered to be
the obligation of such partners and,
thus, U.S. property for purposes of
section 956. The IRS and the Treasury
Department are particularly interested
in the relevance of (1) the consistent
application of section 956 to CFC loans
to foreign partnerships, domestic
partnerships, foreign branches, and
disregarded entities of U.S.
shareholders; (2) the foreign
partnership’s status as a foreign person;
(3) the partners’ liability for the
partnership’s debt under local foreign
law; (4) the use of the loan proceeds in
business activities located inside or
outside of the United States; and (5) the
fact that the CFC earnings loaned to the
partnership would not have been
deferred had they been earned by the
partnership.

Drafting Information

The principal author of these
regulations is Kate Y. Hwa of the Office
of the Associate Chief Counsel
(International), IRS. However, other
personnel from the IRS and the Treasury
Department participated in their
development.

List of Subjects in 26 CFR Part 1

Income taxes, Reporting and
recordkeeping requirements.

Proposed Amendments to the
Regulations

Accordingly, 26 CFR part 1 is
proposed to be amended as follows:

PART 1—INCOME TAXES

Paragraph 1. The authority citation
for 26 CFR part 1 continues to read, in
part, as follows:

Authority: 26 U.S.C. 7805 * * *.

Par. 2. Section 1.954-2 is amended by
revising paragraphs (a)(5)(ii)(C) and
(a)(5)(iii) Example 2 to read as follows:

§1.954-2 Foreign personal holding
company income.

(a) * *x %

(5) * *x %

(ii) * *x %

(C) [The text of the proposed
amendment to § 1.954—-2(a)(5)(ii)(C) is
the same as the text for § 1.954—
2T(a)(5)(ii)(C) published elsewhere in
this issue of the Federal Register.]

(111) * *x %

Example 2. [The text of proposed § 1.954—
2(a)(5)(iii) Example 2 is the same as the text
of § 1.954-2T(a)(5)(iii) Example 2 published
elsewhere in this issue of the Federal
Register.]

* * * * *

Mark E. Matthews,

Deputy Commissioner for Services and
Enforcement.

[FR Doc. E6-356 Filed 1-13-06; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 301
[REG-131739-03]
RIN 1545-BC45

Substitute for Return; Hearing

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Notice of public hearing on
proposed rulemaking.

SUMMARY: This document provides
notice of public hearing on proposed
regulations relating to the IRS preparing
or executing returns for persons who fail
to make required returns.

DATES: The public hearing is being held
on Wednesday, March 8, 2006, at 10
a.m. The IRS must receive outlines of
the topics to be discussed at the hearing
by Wednesday, February 15, 2006.
ADDRESSES: The public hearing is being
held in the IRS Auditorium, Internal
Revenue Building, 1111 Constitution
Avenue, NW., Washington, DC. Due to
building security procedures, visitors
must enter at the Constitution Avenue
entrance. In addition, all visitors must
present photo identification to enter the

building.
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Mail outlines to: CC:PA:LPD:PR
(REG-131739-03), room 5203, Internal
Revenue Service, POB 7604, Ben
Franklin Station, Washington, DC
20044. Submissions may be hand
delivered Monday through Friday
between the hours of 8 a.m. and 4 p.m.
to CC:PA:LPD:PR (REG-131739-03),
Courier’s Desk, Internal Revenue
Service, 1111 Constitution Avenue,
NW., Washington, DC. Alternatively,
taxpayers may submit outlines
electronically via the Federal
eRulemaking Portal at http://
www.regulations.gov (IRS and
notice.comment@irscounnsel.treas.gov
(REG-131739-03).

FOR FURTHER INFORMATION CONTACT:
Concerning submissions of comments,
the hearing, and/or to be placed on the
building access list to attend the hearing
Treena Garrett, (202) 622—7180 (not a
toll-free number).

SUPPLEMENTARY INFORMATION: The
subject of the public hearing is the
notice of proposed rulemaking (REG—
131739-03) that was published in the
Federal Register on Monday, July 18,
2005 (70 FR 41165).

The rules of 26 CFR 601.601(a)(3)
apply to the hearing. Persons who have
submitted written or electronic
comments and wish to present oral
comments at the hearing must submit an
outline of the topics to be discussed and
the amount of time to be devoted to
each topic (signed original and eight (8)
copies) by February 15, 2006.

A period of 10 minutes is allotted to
each person for presenting oral
comments. After the deadline for
receiving outlines has passed, the IRS
will prepare an agenda containing the
schedule of speakers. Copies of the
agenda will be made available, free of
charge, at the hearing. Because of access
restrictions, the IRS will not admit
visitors beyond the immediate entrance
area more than 30 minutes before the
hearing starts. For information about
having your name placed on the
building access list to attend the
hearing, see the FOR FURTHER
INFORMATION CONTACT section of this
document.

Guy R. Traynor,

Federal Register Liaison, Publications and
Regulations Branch, Legal Processing
Division, Associate Chief Counsel, Procedures
and Administration.

[FR Doc. E6-352 Filed 1-13-06; 8:45 am]

BILLING CODE 4830-01-P

DEPARTMENT OF THE TREASURY

Internal Revenue Service

26 CFR Part 301
[REG-150088-02]

RIN 1545-BB96

Miscellaneous Changes to Collection
Due Process Procedures Relating to
Notice and Opportunity for Hearing
Upon Filing of Notice of Federal Tax
Lien; Hearing Cancellation

AGENCY: Internal Revenue Service (IRS),
Treasury.

ACTION: Cancellation of notice of public
hearing on proposed rulemaking.

SUMMARY: This document cancels a
public hearing on proposed regulations
relating to a taxpayer’s right to a hearing
under section 6320 of the Internal
Revenue Code of 1986 after the filing of
a notice of Federal tax lien (NFTL).

DATES: The public hearing originally
scheduled for January 19, 2006, at 10
a.m., is cancelled.

FOR FURTHER INFORMATION CONTACT:
Robin R. Jones of the Publications and
Regulations Branch, Legal Processing
Division, Associate Chief Counsel
(Procedure and Administration), at (202)
622—-7180 (not a toll-free number).

SUPPLEMENTARY INFORMATION: A notice
of proposed rulemaking and notice of
public hearing that appeared in the
Federal Register on September 16, 2006
(70 FR 54681), announced that a public
hearing was scheduled for January 19,
2005, at 10 a.m., in the IRS Auditorium,
Internal Revenue Service, 1111
Constitution Avenue, NW., Washington,
DC. The subject of the public hearing is
under section 6320 of the Internal
Revenue Code. The public comment
period for these regulations expired on
December 29, 2005.

The notice of proposed rulemaking
and notice of public hearing, instructed
those interested in testifying at the
public hearing to submit a request to
speak and an outline of the topics to be
addressed. As of Monday, January, 9,
2006, no one has requested to speak.
Therefore, the public hearing scheduled
for January 19, 2006, is cancelled.

LaNita VanDyke,

Federal Register Liaison Officer, Publications
and Regulations Branch, Legal Processing
Division, Associate Chief Counsel, Procedure
and Administration.

[FR Doc. E6-365 Filed 1-13—06; 8:45 am]
BILLING CODE 4830-01-P

DEPARTMENT OF COMMERCE

Patent and Trademark Office

37 CFR Part 2
[Docket No. 2003-T-009]
RIN 0651-AB56

Miscellaneous Changes to Trademark
Trial and Appeal Board Rules

AGENCY: United States Patent and
Trademark Office, Commerce.

ACTION: Notice of proposed rulemaking.

SUMMARY: The United States Patent and
Trademark Office (Office) proposes to
amend its rules to require plaintiffs in
Trademark Trial and Appeal Board
(Board) inter partes proceedings to serve
on defendants their complaints or
claims; to utilize in Board inter partes
proceedings a modified form of the
disclosure practices included in the
Federal Rules of Civil Procedure; and to
delete the option of making submissions
to the Board in CD-ROM form. In
addition, certain amendments clarify
rules, conform the rules to current
practice, and correct typographical
errors or deviations from standard
terminology.

DATES: Comments must be received by
March 20, 2006 to ensure consideration.

ADDRESSES: Submit comments by
electronic mail (e-mail) to
AB56Comments@uspto.gov. Written
comments may be submitted by mail to:
Trademark Trial and Appeal Board, P.O.
Box 1451, Alexandria, VA 22313-1451,
attention Gerard F. Rogers; or by hand
delivery to Trademark Assistance
Center, Concourse Level, James Madison
Building-East Wing, 600 Dulany Street,
Alexandria, Virginia, attention Gerard F.
Rogers.

Comments may also be sent by
electronic mail message over the
Internet via the Federal eRulemaking
Portal. See the Federal eRulemaking
Portal Web site (http://
www.regulations.gov) for additional
instructions on providing comments via
the Federal eRulemaking Portal.

FOR FURTHER INFORMATION CONTACT:
Gerard F. Rogers, Trademark Trial and
Appeal Board, by telephone at (571)
272-4299, by e-mail to
gerard.rogers@uspto.gov, or by facsimile
at 571-273-0059.

SUPPLEMENTARY INFORMATION: The Office
proposes to increase the efficiency of
the processes for commencing inter
partes cases, in light of the Board’s
deployment in recent years of electronic
filing options and the increased
availability and use of facsimile and e-
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mail as methods of communication
between parties involved in inter partes
cases. Also, the Office proposes to
increase the efficiency by which
discovery and pre-trial information is
exchanged between parties to inter
partes cases, by adopting a modified
form of the disclosure practice that is
uniformly followed in the federal
district courts. These practices have
been found in the courts to enhance
settlement prospects and to lead to
earlier settlement of cases; and for cases
that do not settle, disclosure has been
found to promote greater exchange of
information, leading to increased
procedural fairness and a greater
likelihood that cases eventually
determined on their merits are
determined on a fairly created record.
Finally, in addition to the foregoing
non-substantive changes to the rules,
the Office proposes minor modifications
necessary to make corrections or
updates to certain rules and conform
those rules to current practice.

Background

I. Commencement of Proceedings

The current process by which a
plaintiff in a Board proceeding files
notice of its complaint (or claim of right
to a concurrent use registration) requires
the plaintiff to prepare as many copies
of its complaint (or claim of right) as
there will be defendants in the action.
The plaintiff is then required to file the
requisite copies with the original, for
subsequent forwarding to the
defendants. Occasionally, before the
Board can forward the copies to the
defendants, the plaintiff will have to
engage in additional correspondence
with the Board, to provide the Board
with updated correspondence address
information the plaintiff has uncovered
in its investigation of the defendant’s
application, registration or mark,
particularly in cancellation and
concurrent use proceedings.

Under the practice envisioned by the
proposed rules, the initiation of a Board
proceeding would become more
efficient, because a plaintiff would be
able to serve its copies directly on
defendants. Use of a direct service
approach recognizes that plaintiffs and
defendants often are in contact prior to
a plaintiff’s filing of its complaint or
claim, and also recognizes that
continuation of such direct
communication is vital both for
promoting possible settlement of claims
and for ensuring cooperation and
procedural efficiency in the early stages
of a proceeding.

(Plaintiffs in Board proceedings include an
opposer that files a notice of opposition

against an application, a petitioner that files
a petition for cancellation of a registration,
and a concurrent use applicant whose
concurrent use application sets forth details
about the concurrent use applicant’s claim of
entitlement to a concurrent use registration.)

In recent years, the Board has
deployed its ESTTA system, the
Electronic System for Trademark Trials
and Appeals, so that virtually all filings
a party may need to submit to the Board
can be submitted electronically. In
addition, more and more parties to
Board proceedings are choosing to
utilize fax or e-mail options for
communicating with each other during
an inter partes proceeding, either in lieu
of using the mail or in combination with
use of the mail.

Under the proposed rules changes, an
opposer or petitioner would file its
complaint with the Board and be
required to concurrently serve a copy of
its complaint (notice of opposition or
petition for cancellation), including any
exhibits, on the owner of record, or
when applicable the attorney or
domestic representative therefor, of the
defending application or registration. A
concurrent use applicant, however,
would not have to serve copies of its
application on any defending applicant,
registrant or common law mark owner
until notification of commencement of
the concurrent use proceeding was
issued by the Board, as discussed below.

A plaintiff would be expected to serve
the owner of record according to Office
records, or the domestic representative
of the owner of record, as well as any
party the plaintiff believed had an
ownership interest (e.g., an assignee or
survivor of merger that had not recorded
the document of transfer in the Office
but was known to the plaintiff) at the
correspondence address known to the
plaintiff. The plaintiff would have to
inform the Board of any service copies
returned as undeliverable. As for a
concurrent use applicant, current
practice requires such party to provide,
for forwarding by the Board, as many
copies of its application as are necessary
to forward one to each person or entity
listed in the concurrent use application
as an exception to the concurrent use
applicant’s rights. By these proposed
changes to the trademark rules, the
concurrent use applicant would directly
serve the copies of its application on the
excepted parties after notification by the
Board that the concurrent use
application was free of any opposition
and the concurrent use proceeding
therefore had been instituted. The
concurrent use applicant would bear the
same service obligations as an opposer
or petitioner.

The Board would, after an opposition
or petition was filed, or a concurrent use
application was published for
opposition and free of any opposition,
send notice to all parties to the
proceeding, noting the filing of the
complaint, or publication of the
concurrent use application, and setting
via such notice the due date for an
answer, and the discovery and trial
schedule. Notification from the Board
may be sent by e-mail when a party has
provided an e-mail address. This would
include a plaintiff providing an e-mail
address when filing by ESTTA or with
its complaint, an applicant that
authorized the Office to communicate
with it by e-mail when it filed its
application, and any registrant whose
registration file record includes such
authorization.

A plaintiff may not serve its
complaint or concurrent use application
on a defendant by e-mail unless the
defendant has agreed with the plaintiff
to accept such service, notwithstanding
that the defendant may have authorized
the Office to communicate with it by e-
mail.

Whenever a plaintiff has a service
copy of a complaint or claim returned
as undeliverable, it would have to
inform the Board within 10 days of the
return and, if known, any new address
information for the defendant whose
service copy was returned to the
plaintiff. Any undelivered notice from
the Board of the commencement of a
proceeding may result in notice by
publication in the Official Gazette,
available via the Office’s Web site
(http://www.uspto.gov), for any
proceeding.

II. Adoption of Disclosure

In 1993, significant amendments to
the Federal Rules of Civil Procedure
(federal rules) implemented a system
requiring parties litigating in the federal
courts to disclose certain information
and/or documents and things without
waiting for discovery requests.
Individual district courts were
permitted to opt out of the mandatory
disclosure regime.

In 2000, the federal rules were further
amended, with elimination of the option
for individual courts to opt out of
mandatory disclosure among the most
significant changes.

By notice issued January 15, 1994
(and published in the Official Gazette at
1159 TMOG 14), the Board announced
its decision not to follow many of the
1993 changes to the federal rules,
including the disclosure regime
established by Federal Rule 26. The
Board subsequently amended the
Trademark Rules of Practice (trademark
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rules) in 1998. The original notice
issued September 29, 1998 (and was
published at 1214 TMOG 145) and a
correction notice issued October 20,
1998 (and was published at 1215 TMOG
64). While it did not adopt a disclosure
practice as an element of these
amendments, the Board noted that it
would monitor recurring procedural
issues in Board cases and might propose
and adopt additional changes to practice
in the future.

Empirical study has shown that
disclosure has been successful in the
courts:

In general, initial disclosure appears to be
having its intended effects. Among those
attorneys who believed there was an impact,
the effects were most often of the type
intended by the drafters of the 1993
amendments. Far more attorneys reported
that initial disclosure decreased litigation
expense, time from filing to disposition, the
amount of discovery, and the number of
discovery disputes than said it increased
them. At the same time, many more attorneys
said initial disclosure increased overall
procedural fairness, the fairness of the case
outcome, and the prospects of settlement
than said it decreased them.

Thomas E. Willging, Donna Stienstra,
John Shapard & Dean Miletich, An
Empirical Study of Discovery and
Disclosure Practice Under the 1993
Federal Rule Amendments, 39 B.C.L.
Rev. 525, 534-35 (May 1998).

The Office has conducted a thorough
review of the empirical study and
available articles and reports on the
subject of disclosure. The Office has
concluded from such review that use of
disclosure in Board proceedings, in a
modified form of that used in the courts,
would enhance the possibility of parties
settling a Board proceeding and doing
so sooner. In addition, disclosure will,
if parties do not settle the case, promote
more efficient discovery and trial,
reduce incidents of unfair surprise, and
increase the likelihood of fair
disposition of the parties’ claims and
defenses. In large part, disclosure would
serve as a substitute for a certain
amount of traditional discovery and a
more efficient means for exchange of
information that otherwise would
require the parties to serve traditional
discovery requests and responses
thereto.

The Board’s standard protective order
would be applicable to all cases and the
Board notice of the commencement of a
proceeding would so indicate (and
would note the availability of the
standard protective order on the Office’s
Web site or in hard copy form, by
request made to the Board). The
applicability of this standard protective
order would not make all submissions

confidential, as parties would still have
to utilize its provisions as necessary. As
under current practice, parties would be
free to agree to modify the standard
protective order. Absent approval of a
stipulation to vary the terms of the
standard protective order, approved by
the Board, the parties would have to
abide by it.

The parties may agree to use e-mail to
communicate with each other and for
forwarding of service copies.

1. The Schedule for Cases Under
Disclosure

The Board’s notice of the
commencement of the proceeding
(commonly referred to as the institution
order) will set forth disclosure-related
deadlines, as illustrated below.

The institution order will set forth
specific dates for the various phases in
a case. Since each deadline or phase is
measured from the date of the
institution order, the parentheticals
explain the total number of days, as
measured from that date, until each
deadline:

Due date for an answer—40 days from
the mailing date of institution order.
(Institution date plus 40 days.)

Deadline for a discovery conference—
30 days from the date the answer is due.
(Institution date plus 70 days.)

Discovery opens—30 days after the
date the answer is due. (Institution date
plus 70 days.)

Deadline for making initial
disclosures—30 days from the opening
of the discovery period. (Institution date
plus 100 days.)

Expert disclosure—90 days prior to
close of discovery (the mid-point of the
180-day discovery period). (Institution
date plus 160 days.)

Discovery closes—180 days from the
opening date of the discovery period.
(Institution date plus 250 days.)

Pre-Trial disclosures—30 days after
the close of the discovery period.
(Institution date plus 280 days.)

Plaintiff’s 30-day testimony period—
closes 90 days after the close of
discovery. (Institution date plus 340
days.)

Defendant’s 30-day testimony
period—closes 60 days after the close of
plaintiff’s testimony period. (Institution
date plus 400 days.)

Plaintiff’s 15-day rebuttal testimony
period—closes 45 days from close of
defendant’s testimony period.
(Institution date plus 445 days.)

Under this schedule, discovery
generally opens after the discovery
conference, unless the parties defer their
discovery conference to the deadline
date, in which case discovery would
open concurrently with the conference.

The deadline for making initial
disclosures is similar to that of Federal
Rule 26(a)(1), except that disclosure
under the federal rule is measured from
the actual date of, not the deadline for,
the discovery conference. Plus, the
Board approach provides a longer
period for making disclosures than is
provided under the federal rules. This
will accommodate the possibility of
motions to suspend for settlement talks,
which are quite common in Board
proceedings.

The length of the discovery period is
the same as under current Board
practice, i.e., 180 days. Disclosures
would be made no later than 30 days
into that period and the parties would
have another 150 days for any necessary
additional discovery. The trial schedule,
with its 60-day break between discovery
and trial and 30-day breaks between the
respective testimony periods, is also the
same as under current Board practice.

Because disclosure is tied to claims
and defenses, in general, a defendant’s
default or the filing of various pleading
motions under Federal Rule 12 would
effectively stay the parties’ obligation to
conference and make initial disclosures.
An answer must be filed and issues
related to the pleadings resolved before
the parties can know the extent of
claims and defenses and, therefore, the
extent of their initial disclosure
obligations.

The Board anticipates it will be liberal
in granting extensions or suspensions of
time to answer, when requested to
accommodate settlement talks, or
submission of the dispute to an
arbitrator or mediator. However, if a
motion to extend or suspend for
settlement talks, arbitration or
mediation is not filed prior to answer,
then the parties will have to proceed,
after the filing of the answer, to their
discovery conference, one point of
which is to discuss settlement. It is
unlikely the Board will find good cause
for a motion to extend or suspend for
settlement when the motion is filed after
answer but prior to the discovery
conference, precisely because the
discovery conference itself provides an
opportunity to discuss settlement.

The parties’ discovery conference may
be in person or by other means. A Board
professional, i.e., an Interlocutory
Attorney or an Administrative
Trademark Judge, will participate in the
conference upon the request of any
party; but if the parties propose to meet
in person, participation by a Board
professional would be by telephone, by
arrangement of the parties. A request for
the participation of a Board professional
may only be made after answer is filed
but in no event later than 10 days prior



Federal Register/Vol. 71, No. 10/ Tuesday, January 17, 2006 /Proposed Rules

2501

to the deadline for conducting the
discovery conference. If neither party
requests participation of a Board
professional in the discovery
conference, the Board will assume that
the parties have met on their own, in
person or by other means, no later than
the prescribed deadline. The parties
would not have to file a disclosure/
discovery plan with the Board,
following their discovery conference,
unless they were seeking leave to alter
standard deadlines/obligations; or
unless they were so directed by a
participating Board professional.

There is no Federal Rule 16(b)
scheduling conference/order. The
Board’s institution order will already
have set a schedule for the case.

Disclosure deadlines and obligations
may be modified upon stipulation of the
parties approved by the Board, or upon
motion granted by the Board, or by
order of the Board. If a stipulation or
motion is denied, dates may remain as
set. The Board is likely to employ rather
strict time frames for filing such
stipulations or motions and may
routinely employ phone conferences
when any request to alter disclosure
obligations or deadlines is made by
unilateral rather than consented motion.

2. The Interplay of Disclosure and
Discovery

A party may not seek discovery
through traditional devices until after it
has made its disclosures. A party may
not move for summary judgment except
on claim or issue preclusion grounds
until after it has made its disclosures.

The number of interrogatories will be
limited to reflect the fact that core
information (as discussed below) will be
disclosed and interrogatories will not be
needed to obtain this information.

Initial disclosure should be much
more limited in Board cases than it is in
civil actions. For a variety of reasons
related to the unique nature of Board
proceedings, the extent of initial
disclosure can be more limited than in
the courts while still promoting the
goals of increased fairness and
efficiency.

One reason is that the Board’s
jurisdiction is limited to determining
the right of a party to obtain, or retain,

a registration, and the extent of available
claims and defenses that may be
advanced is not nearly as broad as in the
district courts. In addition, the Board
recognizes the existence of other issues
relatively unique to Board proceedings,
for example, that a high percentage of
applications involved in oppositions are
not based on use of the applied-for mark
in commerce, but rather, on intent to
use, on a foreign registration or on an

international registration. Further,
certain precepts that govern analysis of
issues raised by claims or defenses in
typical Board cases effectively limit the
Board’s focus. For example, in a case
under Section 2(d) of the Trademark
Act, 15 U.S.C. 1052(d), the Board
focuses only on goods or services
recited in identifications, and on a mark
as registered or applied-for, irrespective
of many actual marketplace issues.

Federal Rule 26(a)(1) requires initial
disclosure as a means of obviating the
need to use traditional discovery to
obtain “‘core information” about a
party’s claims or defenses. The federal
rule is written very generally to account
for the wide variety of types of cases
tried in the federal district courts; even
under the federal rule, however, a party
is not obligated under initial disclosure
to disclose every fact, document or thing
that is considered discoverable about its
claim or defense, but merely the
“information that the disclosing party
may use to support its claims or
defenses.” Further, disclosure focuses
on exchange of “core information” and
does not substitute for comprehensive
discovery.

In inter partes proceedings before the
Board, parties will generally be found to
have met their initial disclosure
obligations if they provide information
about the following, as applicable in any
particular case:

Origin of any mark on which the party
relies, including adoption or creation of the
mark and original plans for use of the mark;

Dates of use of any marks, registered or not,
on which the party’s claims or defenses rely;

The extent of past or current use, if any,
or plans for future use of any marks on which
claims or defenses rely, including use by the
party or by licensees;

Evidence of actual confusion possessed by
a party in regard to the involved marks;

The party’s awareness of third-party use or
registration of marks that are the same or very
similar for goods or services the same as or
closely related to the involved marks and
goods or services;

The extent of use by the party, if any, in
a non-trademark manner of words or designs
asserted by that party to be non-distinctive;

A party’s awareness of use of involved
words or designs by third parties when the
party is asserting that such words or designs
are non-distinctive;

Classes of customers for the party’s
involved goods or services, including
information on the technical expertise or
knowledge employed by customers in
making purchasing decisions;

Channels of trade for the party’s involved
goods or services;

Methods of marketing and promoting the
party’s involved goods or services;

Surveys or market research conducted by
the party in regard to any involved mark on
which it will rely;

Information regarding other Board
proceedings, litigation, or controversies in
which the party has been involved, which
were related to the involved marks or, if
applicable, assertedly non-distinctive matter;

The names of individual officials or
employees of a party, and contact
information therefor, who are known to have
the most extensive knowledge of subjects on
which disclosure is made; and

General descriptions of and the probable
locations of non-privileged documents and
things maintained by the party or its
attorneys related to the subjects on which
disclosure is made.

The Board recognizes that the language
used herein to describe subjects for
which there must be initial disclosure,
unless inapplicable in a particular case,
may be subject to dispute. Parties are
expected, however, to read the
descriptions in light of the intended
goals for disclosure and in a reasonable
manner, and without engaging in
artificial attempts to limit disclosure
through arcane interpretation.

The Board also recognizes that the
specificity of information released by a
party to comply with its disclosure
obligations may be subject to dispute.
This is, however, one of the issues that
must be anticipated and discussed by
the parties during their discovery
conference. In addition, the parties are
free to discuss additional subjects for
which disclosure should be made, or
subjects which they do not believe
should require disclosure because they
are insignificant or not in genuine
dispute.

Finally, the Board recognizes that a
disclosure obligation may be met, in
regard to some subjects, by providing
summary information, round numbers,
or representative samples. To
emphasize, initial disclosure is not
intended to substitute for all discovery,
but rather, to prompt routine disclosure
of core information that a party may use
to support a claim or defense. Any
adverse party is free to take discovery
on subjects that will undermine a claim
or defense.

Written disclosures may be used in
support of or in opposition to a motion
for summary judgment and may, at trial,
be introduced by notice of reliance.
Disclosed documents also may be used
to support or contest a motion for
summary judgment but, at trial, they
may be introduced by notice of reliance
only if otherwise appropriate for such
filing. In essence, initial disclosures will
be treated like responses to written
discovery.
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3. Expert Disclosure and Pre-trial
Disclosure

A party’s plan to use experts must be
disclosed no later than 90 days prior to
the close of discovery, so that any
adverse party will have an opportunity
to take necessary discovery. However, if
the expert is retained early and an
adverse party has inquired about experts
through discovery, the party may not
delay revealing the expert until the
deadline for disclosure of experts. Also,
the Board recognizes that there may be
cases in which a party retains an expert
after the deadline for expert disclosure.
In such cases, disclosure must be made
promptly when the expert is retained.

Pretrial disclosure will require
disclosure of the identity of witnesses
that a party expects to present, or may
present if the need arises. For each
witness, general summaries or
descriptions of the subjects on which
the witness will testify and the
documents or things to be introduced
during the deposition must be
disclosed. These disclosures must be
made 30 days prior to the opening of
trial. A party may object to improper or
inadequate pre-trial disclosures and
may move to strike the testimony of a
witness for lack of proper pre-trial
disclosure.

Pretrial disclosure of plans to file
notices of reliance is not required. The
notice of reliance is a device for
introduction of evidence that is unique
to Board proceedings. There are
established practices covering what can
be introduced, how it must be
introduced, and for objecting to, or
moving to strike, notices or material
attached thereto. There is less
opportunity for surprise or trial by
ambush with notices of reliance,
because they are most often used to
introduce discovery responses obtained
from an adversary, or printed
publications in general circulation, or
government documents generally
available to all parties.

III. Removal of Option To Make
Submissions on CD-ROM

The Office proposes to remove from
Trademark Rule 2.126, 37 CFR 2.126,
the option to file submissions in CD—
ROM form. CD-ROMs present technical
problems for the ESTTA/TTABIS
systems and have rarely been utilized by
parties.

IV. Change to Rule on Briefing of
Motions

The Office proposes to amend
Trademark Rule 2.127, 37 CFR 2.127, to
clarify that a table of contents, index of
cases, description of record, statement

of the issues, recitation of facts,
argument and summary, whichever a
party may choose to employ, all count
against the limit of 25 pages for a brief
in support of a motion or in response to
a motion and the limit of 10 pages for

a reply brief.

Discussion of Specific Rules

The Office proposes to make the
following amendments:

[2.99(b) to (d)]

The Office proposes to revise
§2.99(b), (c) and (d)(1) by shifting
applicant’s time to furnish copies of
applicant’s application, specimens and
drawing until after the Board’s
notification of the proceeding; and to
indicate that the Office may transmit the
notification of proceedings via e-mail to
any party that has provided an e-mail
address.

[2.101(a), (b) and (d)]

The Office proposes to revise
§2.101(a) to specify that proof of service
on applicant at the correspondence
address of record must be included with
the filing of the notice of opposition.

The Office proposes to revise
§2.101(b) to define the phrase
“correspondence address of record”’;
and to specify the steps opposer should
take if opposer believes that the
correspondence address of record is not
accurate, or if the service copy of the
notice of opposition is returned as
undeliverable to opposer.

The Office proposes to revise
§2.101(d)(4) to add to the requirements
for receiving a filing date for the notice
of opposition the inclusion of proof of
service on applicant at the
correspondence address of record.

[2.105(a) and 2.105(c)]

The Office proposes to revise
§2.105(a) to cross-reference rules
concerning proper form and proper
service; and to indicate that the Office
may transmit the notification of
proceedings via e-mail to any party that
has provided an e-mail address.

The Office proposes to revise
§2.105(c) introductory text to shift to
plaintiffs the responsibility for service
of the complaint directly on defendants,
rather than through the Board.

[2.111(a) to (c)]

The Office proposes to revise
§2.111(a) to specify that proof of service
on the owner of record for the
registration, or the owner’s domestic
representative of record, at the
correspondence address of record must
be included with the filing of the

petition to cancel, along with the
required fee.

The Office proposes to revise
§2.111(b) to define the phrase
“correspondence address of record’; and
to specify the steps petitioner should
take if petitioner believes that the
correspondence address of record is not
accurate, or if the service copy of the
petition to cancel is returned as
undeliverable to petitioner.

The Office proposes to revise
§2.111(c)(4) to add to the requirements
for receiving a filing date for the petition
to cancel the inclusion of proof of
service on the owner of record or on the
owner’s domestic representative of
record, at the correspondence address of
record.

[2.113(a) and (c)]

The Office proposes to revise
§2.113(a) to clarify that the answer must
be filed by the respondent; and to
indicate that the Office may transmit the
notification of proceedings via e-mail to
any party that has provided an e-mail
address.

The Office proposes to revise
§2.113(c) to shift to plaintiffs the
responsibility for service of the
complaint directly on defendants, rather
than through the Board.

[2.113(e)] [remove]

The Office proposes to remove
§2.113(e) to conform the rule to the
existing practice whereby the Office no
longer advises petitioners of defective
petitions to allow for correction of
defects.

[2.116(g)] [add]

The Office proposes to add new
paragraph (g) to § 2.116. Proposed
§2.116(g) provides that the Board’s
standard protective order, available via
the Office’s Web site or upon request
made to the Board, is applicable to all
inter partes proceedings, unless the
parties agree to, and the Board approves,
an alternative protective order, or unless
a motion by a party to enter a specific
protective order is granted by the Board.

[2.118]

The Office proposes to revise §2.118
to extend its coverage to applicants as
well as registrants, so as to allow for
service of additional notice of a
proceeding, by publication in the
Official Gazette, when a notice mailed
to an applicant is returned as
undeliverable.

[2.119(a) and (b)]

The Office proposes to revise
§ 2.119(a) by changing ‘‘Patent and
Trademark Office” to “United States
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Patent and Trademark Office;” by
making the singular “notice of appeal”
the plural “notices of appeal;” and by
striking out the list of filings that are
exceptions to the general requirement
that a party to a Board proceeding serve
its filings on its adversary. The last of
these changes will accommodate the
Board’s shift to service by plaintiffs on
defendants, rather than through the
Board, at the commencement of a
proceeding.

The Office proposes to revise
§ 2.119(b) by adding subsection (6),
which will allow parties to meet their
service obligations by utilizing fax or e-
mail, upon agreement of the parties.

[2.120(a), (d) through (j)]

The Office proposes to revise
§2.120(a)(1) to include detailed
provisions regarding the requirements
for a discovery conference and for initial
and expert disclosures in lieu of
discovery.

The Office proposes to revise
§2.120(d)(1) to limit the number of
interrogatories a party may serve to 25;
and to clarify that a motion or
stipulation of the parties to allow
interrogatories in excess of the limit
requires approval of the Board.

The Office proposes to revise
§ 2.120(e) so that provisions regarding a
motion for an order to compel will
apply to discovery and disclosures in
lieu of discovery.

The Office proposes to revise
§ 2.120(f) so that provisions regarding a
motion for a protective order will apply
to discovery and disclosures in lieu of
discovery.

The Office proposes to revise
§ 2.120(g) so that provisions regarding a
motion for sanctions may apply to a
party’s non-participation in the
discovery conference, to a party’s failure
to comply with its disclosure
obligations, and to its failure to comply
with its discovery obligations; and to
specify a deadline for filing a motion for
sanctions for failure of a party to
participate in the discovery conference.

The Office proposes to revise
§ 2.120(h)(2) to specify that the filing of
a motion to test the sufficiency of
responses to requests for admissions
shall not toll the time for a party to
comply with disclosure obligations, to
respond to outstanding discovery
requests, or to appear for a noticed
deposition.

The Office proposes to revise
§2.120(i) to clarify the language in
paragraph (i)(1), to conform titles used
in paragraph (i)(2) to existing titles, and
to specify that the existing provision
through which the Board may require
parties to attend a conference at the

Board’s offices can involve discovery or
disclosure issues.

The Office proposes to revise
§2.120(j)(3) and (5) through (8) to
provide that disclosures and disclosed
documents shall be treated in
essentially the same manner as
information and documents obtained
through discovery requests; and to
remove a reference to a past practice of
the Board whereby it would return to
parties filings related to discovery that
should not have been filed with the
Board.

[2.121(a) and (d)]

The Office proposes to revise
§2.121(a) to provide for a deadline for
pre-trial disclosures and for testimony
periods.

The Office proposes to revise
§2.121(d) to account for the resetting of
the pre-trial disclosure deadline and
testimony periods.

[2.121(e)] [add]

The Office proposes to add § 2.121(e)
to explain what is required of a party
making pre-trial disclosures.

[2.122(d)]

The Office proposes to revise
§2.122(d)(1) to conform to existing
practice by removing the requirement
for an opposer or petitioner to file two
copies when making a pleaded
registration of record with a notice of
opposition or petition for cancellation.

[2.123(e)]

The Office proposes to revise
§2.123(e)(3) to provide that a party may
object to improper or inadequate pre-
trial disclosures and may move to strike
the testimony of a witness for lack of
proper pre-trial disclosure.

[2.126(a)]

The Office proposes to revise
§2.126(a)(6) to reflect the proposed
removal of §2.126(b).

[2.126(b)] [remove]

The Office proposes to remove
§2.126(b), which allows a party to make
submissions on CD-ROM.

[2.127(a), (c) and (e)]

The Office proposes to revise
§2.127(a) to clarify the provisions
relating to briefing of motions and to
conform them to existing practice.

The Office proposes to revise
§2.127(c) to update titles and to correct
a typographical error.

The Office proposes to revise
§2.127(e) to provide that a party may
not file a motion for summary judgment
before it has made its initial disclosures;

and to provide that a party may submit
disclosures and disclosed documents
when briefing a motion for summary
judgment.

[2.129(a)]

The Office proposes to revise
§ 2.129(a) to update titles.

[2.133(a) and (b)]

The Office proposes to revise
§§2.133(a) and (b) to conform to current
practices related to amendment of an
application or registration involved in
an inter partes proceeding.

[2.142(e)]

The Office proposes to revise
§2.142(e)(1) to update titles.

[2.173(a)]

The Office proposes to revise
§2.173(a) to conform to current
practices related to amendment of a
registration involved in an inter partes
proceeding.

[2.176]

The Office proposes to revise §2.176
to conform to current practices related
to amendment of a registration involved
in an inter partes proceeding.

Rulemaking Requirements
I. Executive Order 13132

This rulemaking does not contain
policies with federalism implications
sufficient to warrant preparation of a
Federalism Assessment under Executive
Order 13132 (Aug. 4, 1999).

II. Executive Order 12866

This rulemaking has been determined
not to be significant for purposes of
Executive Order 12866 (Sept. 30. 1993).

III. Regulatory Flexibility Act

The United States Patent and
Trademark Office (Office) is amending
its rules in 37 CFR Part 2 governing
initiation of inter partes proceedings at
the Trademark Trial and Appeal Board
(Board) and the prosecution and defense
of such proceedings, and making
corrections or modifications that
conform rules to current practice. There
are no new fees or fee changes
associated with any of the proposed
rules.

The changes in this proposed rule
involve interpretive rules, or rules of
agency practice and procedure, and
prior notice and an opportunity for
public comment are not required
pursuant to 5 U.S.C. 553(b)(A) (or any
other law). Because prior notice and an
opportunity for public comment are not
required for the changes in this
proposed rule, a Regulatory Flexibility
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Act analysis is also not required for the
changes proposed in this rule. See 5
U.S.C. 603. Nevertheless, the Office is
publishing this notice of proposed
rulemaking in the Federal Register and
in the Official Gazette of the United
States Patent and Trademark Office, in
order to solicit public participation with
regard to this rule package.

The primary changes in this rule are:
(1) plaintiffs will serve certain papers
(complaints or claims of right to a
concurrent use registration) directly on
defendants, and (2) parties will
exchange core information supporting
their claims or defenses and identify
expert witnesses to be used during
Board proceedings, as part of the
discovery phase, and will disclose the
identity of witnesses the party expects
to call during a pre-trial phase.

These proposed rules will not have a
significant economic impact on large or
small entities. With regard to the first
change, very little (if any) additional
cost is associated with the rules because
plaintiffs must currently serve these
papers on the Office, which, in turn,
serves the papers on the defendants.
Changing the recipient of the papers
will not have a significant economic
impact on any party to a Board
proceeding. With regard to the second
change, very little (if any) additional
cost is associated with these rules
because under current Board
procedures, parties are obligated to
provide almost all of this information,
when requested through discovery. This
rule simply affects when the
information is exchanged and
eliminates the need for a party to incur
expenses associated with preparing
requests for the information.

The proposed rules also contemplate
many instances in which parties may
avoid disclosure obligations otherwise
provided for by the rules. For example,
if a case is suspended to allow the
parties to discuss settlement, as occurs
in the vast majority of Board cases, no
disclosure would be required during
settlement talks. In addition, parties can
stipulate, subject to approval of the
Board, that disclosure is not necessary
in a particular case and can specify their
own plans for exchanging information.

IV. Paperwork Reduction Act

The proposed amendments to the
Trademark Trial and Appeal Board
Rules do not impose any collection of
information requirements within the
meaning of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501, et seq.)
(PRA). Accordingly, the PRA does not
apply to these proposed amendments.

List of Subjects in 37 CFR Part 2

Administrative practice and
procedure, Trademarks.

For the reasons given in the preamble
and under the authority contained in 35
U.S.C. 2 and 15 U.S.C. 1123, as
amended, the Office proposes to amend
part 2 of title 37 as follows:

PART 2—RULES OF PRACTICE IN
TRADEMARK CASES

1. The authority citation for 37 CFR
part 2 continues to read as follows:

Authority: 15 U.S.C. 1123, 35 U.S.C. 2,
unless otherwise noted.

2. Revise § 2.99(b), (c) and (d)(1) to
read as follows:

§2.99 Application to register as
concurrent user.
* * * * *

(b) If it appears that the applicant is
entitled to have the mark registered,
subject to a concurrent use proceeding,
the mark will be published in the
Official Gazette as provided by § 2.80.

(c) If no opposition is filed, or if all
oppositions that are filed are dismissed
or withdrawn, the Trademark Trial and
Appeal Board will send a notification to
the applicant for concurrent use
registration (plaintiff) and to each
applicant, registrant or user specified as
a concurrent user in the application
(defendant). The notification for each
defendant shall state the name and
address of the plaintiff and of the
plaintiff’s attorney or other authorized
representative, if any, together with the
serial number and filing date of the
application. If a party has provided the
Office with an e-mail address, the
notification may be transmitted via e-
mail.

(d)(1) The applicant for concurrent
use registration will be required to serve
copies of its application, specimens and
drawing on each applicant, registrant or
user specified as a concurrent user in
the application for registration, within
ten days from the date of the Board’s

notification.
* * * * *

3. Revise §2.101(a), (b) and (d)(4) to
read as follows:

§2.101 Filing an opposition.

(a) An opposition proceeding is
commenced by filing in the Office a
timely opposition, with proof of service
on the applicant at the correspondence
address of record, and the required fee.

(b) Any person who believes that he,
she or it would be damaged by the
registration of a mark on the Principal
Register may file an opposition
addressed to the Trademark Trial and

Appeal Board and must serve a copy of
the opposition, including any exhibits,
on the attorney for the applicant of
record or, if there is no attorney, on the
applicant or on the applicant’s domestic
representative, if one has been
appointed, utilizing the correspondence
address of record. The opposer must
include with the opposition proof of
service pursuant to § 2.119 at the
correspondence address of record. If the
opposer believes that the applicant of
record or correspondence address of
record is not accurate or current, the
opposer should serve an additional copy
of the opposition and exhibits on any
party, or the party’s attorney or
domestic representative, that the
opposer has reason to believe may be
the correct applicant, or its successor-in-
interest, and must also include with its
opposition proof of such service. If any
service copy of the opposition is
returned to the opposer as
undeliverable, the opposer should
notify the Board within ten days. The
opposition need not be verified, but
must be signed by the opposer or the
opposer’s attorney, as specified in

§ 10.1(c) of this chapter, or other
authorized representative, as specified
in §10.14(b) of this chapter. Electronic
signatures pursuant to § 2.192(c)(1(iii)
are required for oppositions filed under
paragraphs (b) (1) or (2) of this section.
*

* * * *

(d)* L

(4) The filing date of an opposition is
the date of receipt in the Office of the
opposition, with proof of service on the
applicant of record, at the
correspondence address of record, and
the required fee, unless filed in
accordance with §2.198.

4. Revise § 2.105(a) and the
introductory text of paragraph (c) to
read as follows:

§2.105 Notification to parties of
opposition proceeding(s).

(a) When an opposition in proper
form (see §§2.101 and 2.104), with
proof of service in accordance with
§2.101(b), has been filed and the correct
fee has been submitted, the Trademark
Trial and Appeal Board shall prepare a
notification, which shall identify the
title and number of the proceeding and
the application involved and shall
designate a time, not less than thirty
days from the mailing date of the
notification, within which an answer
must be filed. If a party has provided the
Office with an e-mail address, the
notification may be transmitted via e-
mail.

* * * * *
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(c) The Board shall forward a copy of
the notification to applicant, as follows:
5. Revise §2.111(a), (b) and (c)(4) to

read as follows:

§2.111 Filing petition for cancellation.

(a) A cancellation proceeding is
commenced by filing in the Office a
timely petition for cancellation with the
required fee. The petition must include
proof of service on the owner of record
for the registration, or the owner’s
domestic representative of record, at the
correspondence address of record.

(b) Any person who believes that he,
she or it is or will be damaged by a
registration may file a petition,
addressed to the Trademark Trial and
Appeal Board, for cancellation of the
registration in whole or in part.
Petitioner must serve a copy of the
petition, including any exhibits, on the
owner of record for the registration, or
on the owner’s domestic representative
of record, at the correspondence address
of record. The petitioner must include
with the petition for cancellation proof
of service, pursuant to §2.119, on the
owner of record, or on the owner’s
domestic representative of record, at the
correspondence address of record. If the
petitioner believes that the owner of
record, the domestic representative of
record, or the correspondence address of
record is not accurate or current, the
petitioner should serve an additional
copy of the petition and exhibits on any
party, or the representative therefor, that
the petitioner has reason to believe may
be the correct owner or successor-in-
interest and must also include with its
petition proof of such service. If any
service copy of the petition for
cancellation is returned to the petitioner
as undeliverable, the petitioner should
notify the Board within ten days.

(C) * *x %

(4) The filing date of a petition for
cancellation is the date of receipt in the
Office of the petition for cancellation,
with proof of service on the owner of
record, or on the owner’s domestic
representative of record, at the
correspondence address of record, and
with the required fee, unless filed in
accordance with §2.198.

6. Remove § 2.113(e) and revise
§2.113 (a) and (c) to read as follows:

§2.113 Notification of cancellation
proceeding.

(a) When a petition for cancellation
has been filed in proper form (see
§§2.111 and 2.112), the Trademark Trial
and Appeal Board shall prepare a
notification which shall identify the
title and number of the proceeding and
the registration(s) involved and shall

designate a time, not less than thirty
days from the mailing date of the
notification, within which an answer
must be filed by the respondent. If a
party has provided the Office with an e-
mail address, the notification may be
transmitted via e-mail.

* * * * *

(c) The Board shall forward a copy of
the notification to the respondent (see
§2.118). The respondent shall be the
party shown by the records of the Office
to be the current owner of the
registration(s) sought to be cancelled,
except that the Board, in its discretion,
may join or substitute as respondent a
party who makes a showing of a current
ownership interest in such
registration(s).

* * * * *

7. Add §2.116(g) to read as follows:
§2.116 Federal Rules of Civil Procedure.

(g) The Trademark Trial and Appeal
Board’s standard protective order is
applicable during disclosure, discovery
and at trial in all opposition,
cancellation, interference and
concurrent use registration proceedings,
unless the parties, by stipulation
approved by the Board, agree to an
alternative order. The standard
protective order is available at the
Office’s Web site, or upon request, a
copy will be provided. No material
disclosed or produced by a party,
presented at trial, or filed with the
Board, including motions or briefs
which discuss such material, shall be
treated as confidential or shielded from
public view unless designated as
protected under the Board’s standard
protective order, or under an alternative
order stipulated to by the parties and
approved by the Board, or under an
order submitted by motion of a party
granted by the Board.

8. Revise §2.118 to read as follows:

§2.118 Undelivered Office notices.

When a notice sent by the Office to
any registrant or applicant is returned to
the Office undelivered, additional
notice may be given by publication in
the Official Gazette for the period of
time prescribed by the Director.

9. Revise § 2.119(a) and add paragraph
(b)(6) to read as follows:

§2.119 Service and signing of papers.
(a) Every paper filed in the United
States Patent and Trademark Office in
inter partes cases, including notices of
appeal, must be served upon the other
parties. Proof of such service must be

made before the paper will be
considered by the Office. A statement
signed by the attorney or other

authorized representative, attached to or
appearing on the original paper when
filed, clearly stating the date and
manner in which service was made will
be accepted as prima facie proof of
service.

(b) L

(6) Electronic transmission when
mutually agreed upon by the parties.

10. Revise paragraphs (a)(d)(1), (e), (f),
(g), (h)(2), (i), (j)(3) and (j)(5) through (8)
to read as follows:

§2.120 Discovery.

(a) In general. (1) Wherever
appropriate, the provisions of the
Federal Rules of Civil Procedure relating
to disclosure and discovery shall apply
in opposition, cancellation, interference
and concurrent use registration
proceedings except as otherwise
provided in this section. The provisions
of the Federal Rules of Civil Procedure
relating to automatic disclosure,
scheduling conferences, conferences to
discuss settlement and to develop a
discovery plan, and transmission to the
court of a written report outlining the
discovery plan, are applicable to Board
proceedings in modified form, as noted
in these rules and further explained in
documents posted on the Web site of the
Office. The Trademark Trial and Appeal
Board will specify the deadline for a
discovery conference, the opening and
closing dates for the taking of discovery,
and the deadlines within the discovery
period for making initial disclosures
and expert disclosure. The trial order
setting these deadlines and dates will be
included with the notice of institution
of the proceeding.

(2) The discovery conference shall
occur no later than the opening of the
discovery period. A Board Interlocutory
Attorney or Administrative Trademark
Judge will participate in the conference
upon request of any party made after
answer but no later than 10 days prior
to the deadline for the conference. The
discovery period will be set for a period
of 180 days. Initial disclosures shall be
made no later than 30 days after the
opening of the discovery period. Expert
disclosure shall occur no later than 90
days prior to the close of the discovery
period or, if the expert is retained after
the deadline for disclosure of experts,
promptly upon retention of the expert.
The parties may stipulate to a
shortening of the discovery period. The
discovery period may be extended upon
stipulation of the parties approved by
the Board, or upon motion granted by
the Board, or by order of the Board. If
a motion for an extension is denied, the
discovery period may remain as
originally set or as reset. Disclosure
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deadlines and obligations may be
modified upon written stipulation of the
parties approved by the Board, or upon
motion granted by the Board, or by
order of the Board. If a stipulation or
motion for modification is denied,
disclosure deadlines may remain as
originally set or reset and obligations
may remain unaltered.

(3) A party must make its initial
disclosures prior to seeking discovery,
absent modification of this requirement
by a stipulation of the parties approved
by the Board, or upon a motion granted
by the Board, or by order of the Board.
Discovery depositions must be taken,
and interrogatories, requests for
production of documents and things,
and requests for admission must be
served, on or before the closing date of
the discovery period as originally set or
as reset. Responses to interrogatories,
requests for production of documents
and things, and requests for admission
must be served within 30 days from the
date of service of such discovery
requests. The time to respond may be
extended upon stipulation of the
parties, or upon motion granted by the
Board, or by order of the Board. The
resetting of a party’s time to respond to
an outstanding request for discovery
will not result in the automatic
rescheduling of the discovery and/or
testimony periods; such dates will be
rescheduled only upon stipulation of
the parties approved by the Board, or
upon motion granted by the Board, or by
order of the Board.

(d) Interrogatories; request for
production. (1) The total number of
written interrogatories which a party
may serve upon another party pursuant
to Rule 33 of the Federal Rules of Civil
Procedure, in a proceeding, shall not
exceed twenty-five, counting subparts,
except that the Trademark Trial and
Appeal Board, in its discretion, may
allow additional interrogatories upon
motion therefor showing good cause, or
upon stipulation of the parties,
approved by the Board. A motion for
leave to serve additional interrogatories
must be filed and granted prior to the
service of the proposed additional
interrogatories and must be
accompanied by a copy of the
interrogatories, if any, which have
already been served by the moving
party, and by a copy of the
interrogatories proposed to be served. If
a party upon which interrogatories have
been served believes that the number of
interrogatories served exceeds the
limitation specified in this paragraph,
and is not willing to waive this basis for
objection, the party shall, within the
time for (and instead of) serving answers
and specific objections to the

interrogatories, serve a general objection
on the ground of their excessive
number. If the inquiring party, in turn,
files a motion to compel discovery, the
motion must be accompanied by a copy
of the set(s) of the interrogatories which
together are said to exceed the
limitation, and must otherwise comply
with the requirements of paragraph (e)

of this section.
* * * * *

(e) Motion for an order to compel
disclosure or discovery. (1) If a party
fails to make required initial disclosures
or expert disclosure, or fails to designate
a person pursuant to Rule 30(b)(6) or
Rule 31(a) of the Federal Rules of Civil
Procedure, or if a party, or such
designated person, or an officer, director
or managing agent of a party fails to
attend a deposition or fails to answer
any question propounded in a discovery
deposition, or any interrogatory, or fails
to produce and permit the inspection
and copying of any document or thing,
the party entitled to disclosure or
seeking discovery may file a motion
before the Trademark Trial and Appeal
Board for an order to compel disclosure,
a designation, or attendance at a
deposition, or an answer, or production
and an opportunity to inspect and copy.
A motion to compel disclosure must be
filed prior to the close of the discovery
period. A motion to compel discovery
must be filed prior to the
commencement of the first testimony
period as originally set or as reset. A
motion to compel discovery shall
include a copy of the request for
designation or of the relevant portion of
the discovery deposition; or a copy of
the interrogatory with any answer or
objection that was made; or a copy of
the request for production, any proffer
of production or objection to production
in response to the request, and a list and
brief description of the documents or
things that were not produced for
inspection and copying. A motion to
compel disclosure or discovery must be
supported by a written statement from
the moving party that such party or the
attorney therefor has made a good faith
effort, by conference or correspondence,
to resolve with the other party or the
attorney therefor the issues presented in
the motion but the parties were unable
to resolve their differences. If issues
raised in the motion are subsequently
resolved by agreement of the parties, the
moving party should inform the Board
in writing of the issues in the motion
which no longer require adjudication.

(2) When a party files a motion for an
order to compel disclosure or discovery,
the case will be suspended by the
Trademark Trial and Appeal Board with

respect to all matters not germane to the
motion, and no party should file any
paper which is not germane to the
motion, except as otherwise specified in
the Board’s suspension order. The filing
of a motion to compel disclosure or
discovery shall not toll the time for a
party to comply with any disclosure
requirement or to respond to any
outstanding discovery requests or to
appear for any noticed discovery
deposition.

(f) Motion for a protective order. Upon
motion by a party obligated to make
disclosures or from whom discovery is
sought, and for good cause, the
Trademark Trial and Appeal Board may
make any order which justice requires
to protect a party from annoyance,
embarrassment, oppression, or undue
burden or expense, including one or
more of the types of orders provided by
clauses (1) through (8), inclusive, of
Rule 26(c) of the Federal Rules of Civil
Procedure. If the motion for a protective
order is denied in whole or in part, the
Board may, on such conditions (other
than an award of expenses to the party
prevailing on the motion) as are just,
order that any party comply with
disclosure obligations or provide or
permit discovery.

(g) Sanctions. (1) If a party fails to
participate in the required discovery
conference, or if a party fails to comply
with an order of the Trademark Trial
and Appeal Board relating to disclosure
or discovery, including a protective
order, the Board may make any
appropriate order, including any of the
orders provided in Rule 37(b)(2) of the
Federal Rules of Civil Procedure, except
that the Board will not hold any person
in contempt or award any expenses to
any party. The Board may impose
against a party any of the sanctions
provided by this subsection in the event
that said party or any attorney, agent, or
designated witness of that party fails to
comply with a protective order made
pursuant to Rule 26(c) of the Federal
Rules of Civil Procedure. A motion for
sanctions to be imposed against a party
for its failure to participate in the
required discovery conference must be
filed prior to the deadline for any party
to make initial disclosures.

(2) If a party fails to make required
disclosures, and such party or the
party’s attorney or other authorized
representative informs the party or
parties entitled to receive disclosures
that required disclosures will not be
made, the Board may make any
appropriate order, as specified in
paragraph (g)(1) of this section. If a
party, or an officer, director, or
managing agent of a party, or a person
designated under Rule 30(b)(6) or 31(a)
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of the Federal Rules of Civil Procedure
to testify on behalf of a party, fails to
attend the party’s or person’s discovery
deposition, after being served with
proper notice, or fails to provide any
response to a set of interrogatories or to
a set of requests for production of
documents and things, and such party
or the party’s attorney or other
authorized representative informs the
party seeking discovery that no response
will be made thereto, the Board may
make any appropriate order, as specified
in paragraph (g)(1) of this section.

(h) EE

(2) When a party files a motion to
determine the sufficiency of an answer
or objection to a request made by that
party for an admission, the case will be
suspended by the Trademark Trial and
Appeal Board with respect to all matters
not germane to the motion, and no party
should file any paper which is not
germane to the motion, except as
otherwise specified in the Board’s
suspension order. The filing of a motion
to determine the sufficiency of an
answer or objection to a request for
admission shall not toll the time for a
party to comply with any disclosure
requirement or to respond to any
outstanding discovery requests or to
appear for any noticed discovery
deposition.

(i) Telephone and pre-trial
conferences. (1) Whenever it appears to
the Trademark Trial and Appeal Board
that a stipulation or motion filed in an
inter partes proceeding is of such nature
that its approval or resolution by
correspondence is not practical, the
Board may, upon its own initiative or
upon request made by one or both of the
parties, address the stipulation or
resolve the motion by telephone
conference.

(2) Whenever it appears to the
Trademark Trial and Appeal Board that
questions or issues arising during the
interlocutory phase of an inter partes
proceeding have become so complex
that their resolution by correspondence
or telephone conference is not practical
and that resolution would likely be
facilitated by a conference in person of
the parties or their attorneys with an
Administrative Trademark Judge or an
Interlocutory Attorney of the Board, the
Board may, upon its own initiative or
upon motion made by one or both of the
parties, request that the parties or their
attorneys, under circumstances which
will not result in undue hardship for
any party, meet with the Board at its
offices for a disclosure, discovery or pre-

trial conference.
1) ¥ * %

(3)(i) Disclosures but not disclosed
documents, a discovery deposition, an

answer to an interrogatory, or an
admission to a request for admission,
which may be offered in evidence under
the provisions of paragraph (j) of this
section may be made of record in the
case by filing the deposition or any part
thereof with any exhibit to the part that
is filed, or a copy of the written
disclosure, or a copy of the interrogatory
and answer thereto with any exhibit
made part of the answer, or a copy of
the request for admission and any
exhibit thereto and the admission (or a
statement that the party from which an
admission was requested failed to
respond thereto), together with a notice
of reliance. The notice of reliance and
the material submitted thereunder
should be filed during the testimony
period of the party which files the
notice of reliance. An objection made at
a discovery deposition by a party
answering a question subject to the
objection will be considered at final
hearing.

(ii) A party which has obtained
documents from another party through
disclosure or under Rule 34 of the
Federal Rules of Civil Procedure may
not make the documents of record by
notice of reliance alone, except to the
extent that they are admissible by notice
of reliance under the provisions of
§2.122(e).

* * * * *

(5) Disclosures, an answer to an
interrogatory, or an admission to a
request for admission, may be submitted
and made part of the record by only the
receiving or inquiring party except that,
if fewer than all of the disclosures,
answers to interrogatories, or fewer than
all of the admissions, are offered in
evidence by the receiving or inquiring
party, the disclosing or responding party
may introduce under a notice of reliance
any other disclosures, answers to
interrogatories, or any other admissions,
which should in fairness be considered
so as to make not misleading what was
offered by the receiving or inquiring
party. The notice of reliance filed by the
disclosing or responding party must be
supported by a written statement
explaining why the disclosing or
responding party needs to rely upon
each of the additional disclosures or
discovery responses listed in the
disclosing or responding party’s notice,
failing which the Board, in its
discretion, may refuse to consider the
additional disclosures or responses.

(6) Paragraph (j) of this section will
not be interpreted to preclude the
reading or the use of disclosures or
documents, a discovery deposition, or
answer to an interrogatory, or admission
as part of the examination or cross-

examination of any witness during the
testimony period of any party.

(7) When a disclosure, a discovery
deposition, or a part thereof, or an
answer to an interrogatory, or an
admission, has been made of record by
one party in accordance with the
provisions of paragraph (j)(3) of this
section, it may be referred to by any
party for any purpose permitted by the
Federal Rules of Evidence.

(8) Disclosures or disclosed
documents, requests for discovery,
responses thereto, and materials or
depositions obtained through the
disclosure or discovery process should
not be filed with the Board, except
when submitted with a motion relating
to disclosure or discovery, or in support
of or in response to a motion for
summary judgment, or under a notice of
reliance, when permitted, during a
party’s testimony period.

11. Revise paragraphs (a) and (d), and
add paragraph (e), to read as follows:

§2.121 Assignment of times for taking
testimony.

(a) The Trademark Trial and Appeal
Board will issue a trial order setting a
deadline for required pre-trial
disclosures and assigning to each party
the time for taking testimony. No
testimony shall be taken except during
the times assigned, unless by stipulation
of the parties approved by the Board, or,
upon motion, by order of the Board. The
deadline for pre-trial disclosures and
the testimony periods may be
rescheduled by stipulation of the parties
approved by the Board, or upon motion
granted by the Board, or by order of the
Board. If a motion to reschedule the pre-
trial disclosure deadline and testimony
periods is denied, the deadline and
testimony periods may remain as set.
The resetting of the closing date for
discovery will result in the rescheduling
of the pre-trial disclosure deadline and
testimony periods without action by any
party.

(d) When parties stipulate to the
rescheduling of the deadline for pre-trial
disclosures and testimony periods or to
the rescheduling of the closing date for
discovery and the rescheduling of the
deadline for pre-trial disclosures and
testimony periods, a stipulation
presented in the form used in a trial
order, signed by the parties, or a motion
in said form signed by one party and
including a statement that every other
party has agreed thereto, shall be
submitted to the Board.

(e) A party need not disclose, prior to
its testimony period, any notices of
reliance it intends to file during its
testimony period. Each party must
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disclose the name and address of each
witness from whom it intends to take
testimony, or may take testimony if the
need arises, general information about
the witness, a summary of subjects on
which the witness is expected to testify,
and a general summary of the types of
documents and things which may be
introduced as exhibits during the
testimony of the witness. Pre-trial
disclosure of a witness under this
subsection does not substitute for
issuance of a proper notice of
examination under § 2.123(c) or
§ 2.124(b). If a party does not plan to
take testimony from any witnesses, it
must so state in its pre-trial disclosure.
When a party fails to make required pre-
trial disclosures, any adverse party or
parties may have remedy by way of a
motion to the Trademark Trial and
Appeal Board to delay or reset
testimony periods.

12. Revise §2.122(d)(1) to read as
follows:

§2.122 Matters in evidence.
* * * * *

(d) Registrations. (1) A registration of
the opposer or petitioner pleaded in an
opposition or petition to cancel will be
received in evidence and made part of
the record if the opposition or petition
is accompanied by an original or
photocopy of the registration prepared
and issued by the Patent and Trademark
Office showing both the current status
of and current title to the registration.
For the cost of a copy of a registration
showing status and title, see § 2.6(b)(4).
* * * * *

13. Revise §2.123(e)(3) to read as
follows:

§2.123 Trial testimony in inter partes
cases.
* * * * *

(e) * x %

(3) Every adverse party shall have full
opportunity to cross-examine each
witness. If pre-trial disclosures or the
notice of examination of witnesses
which is served pursuant to paragraph
(c) of this section are improper or
inadequate with respect to any witness,
an adverse party may cross-examine that
witness under protest while reserving
the right to object to the receipt of the
testimony in evidence. Promptly after
the testimony is completed, the adverse
party, if he wishes to preserve the
objection, shall move to strike the
testimony from the record, which
motion will be decided on the basis of
all the relevant circumstances. A motion
to strike the testimony of a witness for
lack of proper pre-trial disclosure or
proper or adequate notice of
examination must request the exclusion

of the entire testimony of that witness
and not only a part of that testimony.
14. Remove § 2.126(b) and redesignate
paragraphs (c) and (d) as paragraphs (b)
and (c), respectively, and revise
paragraph (a)(6) to read as follows:

§2.126 Form of submissions to the
Trademark Trial and Appeal Board.

a R

(6) Exhibits pertaining to a paper
submission must be filed on paper and
comply with the requirements for a
paper submission.
* * * * *

15. Revise §2.127(a), (c), and (e) to
read as follows:

§2.127 Motions.

(a) Every motion must be submitted in
written form and must meet the
requirements prescribed in § 2.126. It
shall contain a full statement of the
grounds, and shall embody or be
accompanied by a brief. Except as
provided in paragraph (e)(1) of this
section, a brief in response to a motion
shall be filed within fifteen days from
the date of service of the motion unless
another time is specified by the
Trademark Trial and Appeal Board, or
the time is extended by stipulation of
the parties approved by the Board, or
upon motion granted by the Board, or
upon order of the Board. If a motion for
an extension is denied, the time for
responding to the motion remains as
specified under this section, unless
otherwise ordered. Except as provided
in paragraph (e)(1) of this section, a
reply brief, if filed, shall be filed within
fifteen days from the date of service of
the brief in response to the motion. The
time for filing a reply brief will not be
extended. No further papers in support
of or in opposition to a motion will be
considered by the Board. Neither the
brief in support of a motion nor the brief
in response to a motion shall exceed
twenty-five pages in length in its
entirety, including table of contents,
index of cases, description of the record,
statement of the issues, recitation of the
facts, argument, and summary. A reply
brief shall not exceed ten pages in
length in its entirety. Exhibits submitted
in support of or in opposition to a
motion are not considered part of the
brief for purposes of determining the
length of the brief. When a party fails to
file a brief in response to a motion, the
Board may treat the motion as
conceded. An oral hearing will not be
held on a motion except on order by the
Board.

* * * * *

(c) Interlocutory motions, requests,

and other matters not actually or

potentially dispositive of a proceeding
may be acted upon by a single
Administrative Trademark Judge of the
Trademark Trial and Appeal Board or
by an Interlocutory Attorney of the
Board to whom authority so to act has
been delegated.

* * * * *

(e)(1) A party may not file a motion
for summary judgment until the party
has made its initial disclosures. A
motion for summary judgment, if filed,
should be filed prior to the
commencement of the first testimony
period, as originally set or as reset, and
the Board, in its discretion, may deny as
untimely any motion for summary
judgment filed thereafter. A motion
under Rule 56(f) of the Federal Rules of
Civil Procedure, if filed in response to
a motion for summary judgment, shall
be filed within 30 days from the date of
service of the summary judgment
motion. The time for filing a motion
under Rule 56(f) will not be extended.
If no motion under Rule 56(f) is filed, a
brief in response to the motion for
summary judgment shall be filed within
30 days from the date of service of the
motion unless the time is extended by
stipulation of the parties approved by
the Board, or upon motion granted by
the Board, or upon order of the Board.
If a motion for an extension is denied,
the time for responding to the motion
for summary judgment may remain as
specified under this section. A reply
brief, if filed, shall be filed within 15
days from the date of service of the brief
in response to the motion. The time for
filing a reply brief will not be extended.
No further papers in support of or in
opposition to a motion for summary
judgment will be considered by the
Board.

(2) For purposes of summary
judgment only, disclosures or disclosed
documents, a discovery deposition, or
an answer to an interrogatory, or a
document or thing produced in
response to a request for production, or
an admission to a request for admission,
will be considered by the Trademark
Trial and Appeal Board if any party
files, with the party’s brief on the
summary judgment motion, the written
disclosures or disclosed documents,
deposition or any part thereof with any
exhibit to the part that is filed, or a copy
of the interrogatory and answer thereto
with any exhibit made part of the
answer, or a copy of the request for
production and the documents or things
produced in response thereto, or a copy
of the request for admission and any
exhibit thereto and the admission (or a
statement that the party from which an
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admission was requested failed to
respond thereto).
* * * * *

16. Revise § 2.129(a) to read as
follows:

§2.129 Oral argument; reconsideration.

(a) If a party desires to have an oral
argument at final hearing, the party
shall request such argument by a
separate notice filed not later than ten
days after the due date for the filing of
the last reply brief in the proceeding.
Oral arguments will be heard by at least
three Administrative Trademark Judges
of the Trademark Trial and Appeal
Board at the time specified in the notice
of hearing. If any party appears at the
specified time, that party will be heard.
If the Board is prevented from hearing
the case at the specified time, a new
hearing date will be set. Unless
otherwise permitted, oral arguments in
an inter partes case will be limited to
thirty minutes for each party. A party in
the position of plaintiff may reserve part
of the time allowed for oral argument to
present a rebuttal argument.
* * * * *

17. Revise §2.133 (a) and (b) to read
as follows:

§2.133 Amendment of application or
registration during proceedings.

(a) An application subject to an
opposition may not be amended in
substance nor may a registration subject
to a cancellation be amended or
disclaimed in part, except with the
consent of the other party or parties and
the approval of the Trademark Trial and
Appeal Board, or upon motion approved
by the Board.

(b) If, in an inter partes proceeding,
the Trademark Trial and Appeal Board
finds that a party whose application or
registration is the subject of the
proceeding is not entitled to registration
in the absence of a specified restriction
to the application or registration, the
Trademark Trial and Appeal Board will
allow the party time in which to file a
motion that the application or
registration be amended to conform to
the findings of the Trademark Trial and
Appeal Board, failing which judgment
will be entered against the party.

* * * * *

18. Revise §2.142(e)(1) to read as

follows:

§2.142 Time and manner of ex parte
appeals.
* * * * *

(e)(1) If the appellant desires an oral
hearing, a request therefor should be
made by a separate notice filed not later
than ten days after the due date for a
reply brief. Oral argument will be heard

by at least three Administrative
Trademark Judges of the Trademark
Trial and Appeal Board at the time
specified in the notice of hearing, which
may be reset if the Board is prevented
from hearing the argument at the
specified time or, so far as is convenient
and proper, to meet the wish of the
appellant or the appellant’s attorney or

other authorized representative.
* * * * *

19. Revise § 2.173(a) to read as
follows:

§2.173 Amendment of registration

(a) A registrant may apply to amend
a registration or to disclaim part of the
mark in the registration. The registrant
must submit a written request
specifying the amendment or disclaimer
and, if the registration is involved in an
inter partes proceeding before the
Trademark Trial and Appeal Board, the
request must be filed by appropriate
motion. This request must be signed by
the registrant and verified or supported
by a declaration under § 2.20, and
accompanied by the required fee. If the
amendment involves a change in the
mark, the registrant must submit a new
specimen showing the mark as used on
or in connection with the goods or
services, and a new drawing of the
amended mark. The registration as
amended must still contain registrable
matter, and the mark as amended must
be registrable as a whole. An
amendment or disclaimer must not
materially alter the character of the

mark.
* * * * *

20. Revise §2.176 to read as follows:

§2.176 Consideration of above matters.

The matters in §§2.171 to 2.175 will
be considered in the first instance by the
Post Registration Examiners, except for
requests to amend registrations involved
in inter partes proceedings before the
Trademark Trial and Appeal Board, as
specified in § 2.173(a), which shall be
considered by the Board. If an action of
the Post Registration Examiner is
adverse, registrant may petition the
Director to review the action under
§2.146. If the registrant does not
respond to an adverse action of the
Examiner within six months of the
mailing date, the matter will be
considered abandoned.

Dated: January 4, 2006.
Jon W. Dudas,

Under Secretary of Commerce for Intellectual
Property and Director of the United States
Patent and Trademark Office.

[FR Doc. 06—-197 Filed 1-13-06; 8:45 am)]
BILLING CODE 3510-16-U

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 60 and 61
[FRL-8013-3]

Delegation of New Source
Performance Standards and National
Emission Standards for Hazardous Air
Pollutants for the States of Arizona,
California, Hawaii, and Nevada

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: EPA is proposing to approve
updates for delegation of certain federal
standards to state and local agencies in
Region IX for delegation of New Source
Performance Standards (NSPS), and
National Emission Standards for
Hazardous Air Pollutants (NESHAPSs).
This document is addressing general
authorities mentioned in the regulations
for NSPS and NESHAPs, proposing to
update the delegations tables and
clarifying those authorities that are
retained by EPA.

DATES: Any comments on this proposal
must arrive by February 16, 2006.
ADDRESSES: Send comments to Andy
Steckel, Rulemaking Office Chief (AIR-
4), U.S. Environmental Protection
Agency, Region IX, 75 Hawthorne
Street, San Francisco, CA 94105-3901,
or e-mail to steckel.andrew@epa.gov, or
submit comments at http://
www.regulation.gov.

Please contact Cynthia G. Allen at
(415) 947-4120 to arrange a time if
inspection of the supporting
information is desired.

FOR FURTHER INFORMATION CONTACT:
Cynthia G. Allen at (415) 947—-4120, U.S.
Environmental Protection Agency,
Region IX, Rulemaking Office (Air-4), 75
Hawthorne Street, San Francisco, CA
94105.

SUPPLEMENTARY INFORMATION: This
proposal updates the delegation tables
in 40 CFR parts 60 and 61, to allow
easier access by the public to the status
of local jurisdictions. In the Rules and
Regulations section of this Federal
Register, we are updating these
delegations tables in a direct final action
without prior proposal because we
believe these delegations are not
controversial. If we receive adverse
comments, however, we will publish a
timely withdrawal of the direct final
rule and address the comments in
subsequent action based on this
proposed rule.

We do not plan to open a second
comment period, so anyone interested
in commenting should do so at this
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time. If we do not receive adverse
comments, no further activity is
planned. For further information, please
see the direct final action.

Dated: November 21, 2005.
Kerry Drake,
Acting Director, Air Division Region IX.
[FR Doc. 06—-381 Filed 1-13-06; 8:45 am|
BILLING CODE 6560-50-U

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 660

[Docket No 060109004-6004—-01; I.D.
010406E]

RIN: 0648—-AT76

Fisheries Off West Coast States and in
the Western Pacific; Coastal Pelagic
Species Fisheries; Annual
Specifications

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule.

SUMMARY: NMFS proposes a regulation
to implement the annual harvest
guideline for Pacific sardine in the U.S.
exclusive economic zone off the Pacific
coast for the fishing season of January 1,
2006, through December 31, 2006. This
harvest guideline has been calculated
according to the regulations
implementing the Coastal Pelagic
Species (CPS) Fishery Management Plan
(FMP) and establishes allowable harvest
levels for Pacific sardine off the Pacific
coast.

DATES: Comments must be received by
February 1, 2006.

ADDRESSES: You may submit comments
on this proposed rule, identified by L.D.
010406E by any of the following
methods:

eE-mail: 0648-AT76.SWR@noaa.gov.
Include the I.D. number 010406E in the
subject line of the message.

e Federal e-Rulemaking portal: http://
www.regulations.gov. Following the
instructions for submitting comments.

e Mail: Rodney R. Mclnnis, Regional
Administrator, Southwest Region,
NMFS, 501 West Ocean Blvd., Suite
4200, Long Beach, CA 90802—4213.

e Fax: (562) 980—4047.

Copies of the report Assessment of
Pacific Sardine Stock for U.S.
Management in 2006 and the
Environmental Assessment/Regulatory
Impact Review may be obtained from

the Southwest Regional Office (see
ADDRESSES).

FOR FURTHER INFORMATION CONTACT:
Joshua B. Lindsay, Southwest Region,
NMFS, (562) 980-4034.

SUPPLEMENTARY INFORMATION: The CPS
FMP, which was implemented by
publication of the final rule in the
Federal Register on December 15, 1999
(64 FR 69888), divides management unit
species into two categories: actively
managed and monitored. Harvest
guidelines for actively managed species
(Pacific sardine and Pacific mackerel)
are based on formulas applied to current
biomass estimates. Biomass estimates
are not calculated for species that are
only monitored (jack mackerel, northern
anchovy, and market squid).

At a public meeting each year, the
biomass for each actively managed
species is reviewed by the Pacific
Fishery Management Council’s
(Council) CPS Management Team
(Team). The biomass, harvest guideline,
and status of the fisheries are then
reviewed at a public meeting of the
Council’s CPS Advisory Subpanel
(Subpanel). This information is also
reviewed by the Council’s Scientific and
Statistical Committee (SSC). The
Council reviews the reports from the
Team, Subpanel, and SSC, provides
time for public comment, and then
makes its recommendation to NMFS.
The annual harvest guideline and
season structure are published by NMFS
in the Federal Register as soon as
practicable before the beginning of the
appropriate fishing season. The Pacific
sardine season begins on January 1 and
ends on December 31 of each year.

Public meetings of the Team and
Subpanel were held at NMFS Southwest
Fisheries Science Center in La Jolla, CA
on October 5 and 6, 2005 (70 FR 55335,
September 21, 2005). The Council
reviewed the report at its November
meeting in San Diego, CA, and listened
to comments from its advisory bodies
and the public. The Council then
adopted the 2006 harvest guideline for
Pacific sardine. Based on a biomass
estimate of 1,061,391 metric tons (mt),
the harvest guideline for Pacific sardine
for January 1, 2006, through December
31, 2006, is 118,937 mt.

The size of the sardine population
was estimated using an integrated stock
assessment model called Age-structured
Assessment Program (ASAP). ASAP is a
flexible forward-simulation that allows
for the efficient and reliable estimation
of a large number of parameters. ASAP
uses fishery dependent and fishery
independent data to obtain annual
estimates of sardine abundance, year-
class strength, and age-specific fishing

mortality. The ASAP model allows one
to account for the expansion of the
Pacific sardine stock northward to
include waters off the northwest Pacific
coast and for the incorporation of data
from the Mexican sardine fishery.
Information on the fishery and the stock
assessment are found in the report
Assessment of Pacific Sardine Stock for
U.S. Management in 2006 (see
ADDRESSES).

The formula in the FMP uses the
following factors to determine the
harvest guideline:

1. The biomass of sardines age one
and above. For 2006, this estimate is
1,061,391 mt.

2. The cutoff. This is the biomass
level below which no commercial
fishery is allowed. The FMP established
this level at 150,000 mt.

3. The portion of the sardine biomass
that is in U.S. waters. For 2006, this
estimate is 87 percent. It is based on the
average larval distribution obtained
from scientific cruises and the
distribution of the resource obtained
from logbooks of aerial fish-spotters.

4. The harvest fraction. This is the
percentage of the biomass above 150,000
mt that may be harvested. The fraction
varies from 5 to 15 percent, depending
on current ocean temperatures. The
higher fraction is used for warmer ocean
temperatures, which favor production of
Pacific sardine, and the lower fraction is
used for cooler temperatures. Based on
the last three seasons of sea surface
temperatures at Scripps Pier, California,
a fraction of 15 percent was used for
2006.

Based on the estimated biomass of
1,061,391 mt and the formula in the
FMP, a harvest guideline of 118,937 mt
was determined for the fishery
beginning January 1, 2006.

Amendment 11 to the CPS FMP,
which is now undergoing Secretarial
review, would change the framework for
the annual apportionment of the Pacific
sardine harvest guideline along the U.S.
Pacific coast and set up a new long-term
allocation scheme. A proposed rule to
implement Amendment 11 was
published in the Federal Register on
November 16, 2005 (70 FR 69502).
Based on this new long-term allocation
scheme, 35 percent of the harvest
guideline would be released coastwide
on January 1; 40 percent of the harvest
guideline, plus any portion not
harvested from the initial 35 percent
would be released coastwide on July 1;
and on September 15 the remaining 25
percent, plus any portion not harvested
from the earlier releases would then be
available for harvest.

If the total harvest guideline or these
apportionment levels for Pacific sardine



Federal Register/Vol. 71, No. 10/ Tuesday, January 17, 2006 /Proposed Rules

2511

are reached at any time, the Pacific
sardine fishery shall be closed until
either it re-opens per the allocation
scheme or the beginning of the next
fishing season. The Regional
Administrator shall announce in the
Federal Register the date of the closure
of the directed fishery for Pacific
sardine.

Normally, an incidental landing
allowance of sardine in landings of
other CPS is set at the beginning of the
fishing season. The incidental
allowance would become effective if the
harvest guideline is reached and the
fishery closed. A landing allowance of
sardine up to 45 percent by weight of
any landing of CPS is authorized by the
FMP. An incidental allowance prevents
fishermen from being cited for a
violation when sardine occur in schools
of other CPS, and it minimizes bycatch
of sardine if sardine are inadvertently
caught while fishing for other CPS.
Sardine landed with other species also
requires sorting at the processing plant,
which adds to processing costs. Mixed
species in the same load may damage
smaller fish.

Classification

These proposed specifications are
issued under the authority of, and
NMFS has preliminarily determined
that it is in accordance with, the
Magnuson-Stevens Fishery
Conservation and Management Act, the

FMP, and the regulations implementing
the FMP.

This proposed rule is exempt from
review under Executive Order 12866.

The Chief Counsel for Regulation of
the Department of Commerce certified
to the Chief Counsel for Advocacy of the
Small Business Administration that this
proposed rule, if adopted, would not
have a significant economic impact on
a substantial number of small entities as
follows:

The purpose of the proposed rule is to
establish the 2006 harvest guideline for
Pacific sardine off the Pacific coast. The CPS
FMP and its implementing regulations
require NMFS to set an annual harvest
guideline for Pacific sardine based on the
formula in the FMP. The harvest guideline is
derived by a formula applied to the current
biomass estimate. The formula leaves little
latitude for discretion except when errors are
found in the calculations or in the data, at
which time adjustments may be made. There
is no alternative to the harvest guideline as
specified; there is no discretion to use an
adjusted formula. Further, there is only one
stock assessment method available to
establish the adult biomass used to derive the
harvest guideline.

The proposed harvest guideline for the
2006 fishing season is 118,937 mt. Although
this is 13 percent lower than the 2005 harvest
guideline, it is still 22,049 mt higher than the
largest recent harvest by the United States. If
the fleet were to take the full harvest
guideline, and assuming no change in
average exvessel price from the current level,
the total revenue to the fleet would be just
over $15 million. Whether this occurs
depends on market forces and the ability of

the fishing fleet to find pure schools of
Pacific sardine. However, even if there is no
change in market conditions, it is not likely
that the full harvest guideline will be taken
in the 2006 fishing year (because of the
availability of the fleet to find pure schools
of Pacific sardine), in which case total
revenue would likely be lower. The Pacific
sardine season begins on January 1, 2006,
and ends on December 31, 2006, or when the
harvest guideline is caught and the fishery is
closed.

Approximately 104 vessels were permitted
to operate in the Pacific sardine fisheries off
the U.S. West Coast in 2004; 63 vessels were
permitted in the Federal CPS limited entry
fishery off California (south of 39° N. lat.),
while 41 vessels were permitted in Oregon
and Washington’s state Pacific sardine
fisheries. All of these vessels would be
considered small businesses under the Small
Business Administration standards since the
vessels do not have annual receipts in excess
of $3.5 million. Therefore, NMFS does not
anticipate any disproportionate economic
impacts resulting between small and large
vessels under the proposed action.
Additionally, this proposed action is not
likely to significantly affect (both positive
and negative effects) these small entities.

As a result, a regulatory flexibility analysis
is not required and none has been prepared.

Authority: 16 U.S.C. 1801 et seq.

Dated: January 11, 2006.
James W. Balsiger,
Acting Deputy Assistant Administrator for
Regulatory Programs, National Marine
Fisheries Service.
[FR Doc. E6—419 Filed 1-13-06; 8:45 am]
BILLING CODE 3510-22-S
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DEPARTMENT OF AGRICULTURE

National Agricultural Library; Notice of
Intent To Seek Approval To Collect
Information

AGENCY: USDA, Agricultural Research
Service, National Agricultural Library.

SUMMARY: In accordance with the
Paperwork Reduction Act of 1995 (Pub.
L. 104-13) and Office of Management
and Budget (OMB) regulations at 5 CFR
part 1320 (60 FR 44978, August 29,
1995), this notice announces the
National Agricultural Library’s intent to
request approval for a new electronic
mailing list subscription form from
those working with water quality and
water resources.

DATES: Comments on this notice must be
received by March 23, 2006 to be
assured of consideration.

ADDRESSES: Address all comments
concerning this notice to Joseph
Makuch, Coordinator, Water Quality
Information Center, National
Agricultural Library, 10301 Baltimore
Avenue, Beltsville, MD 20705-2351.
Comments may be sent by facsimile to
(301) 504—6409. Submit electronic
comments to: wqic@nal.usda.gov.

FOR FURTHER INFORMATION CONTACT:
Joseph Makuch (301) 504-6077.
SUPPLEMENTARY INFORMATION:

Title: Electronic Mailing List
Subscription Form.

OMB Number: Not yet assigned.

Expiration Date: Not yet assigned.

Type of Request: Approval for data
collection from individuals working in
the areas of water quality and water
resources.

Abstract: The form would include the
following items:

This form contains five items and is
used to collect information about
participants who are interested in
joining an electronic discussion group.
The form collects data to see if a person
is eligible to join the discussion group.
Because these electronic discussion

groups are only available to people who
work in the areas of water quality and
water resources, it is necessary to gather
this information. The questionnaire asks
for the person’s name, e-mail address,
job title, work affiliation, and topics of
interest.

Estimate of Burden: Public reporting
burden for this collection of information
is estimated to average 1 minute per
response.

Respondents: Individuals who are
interested in joining an electronic
discussion group.

Estimated Number of Respondents:
750 per year.

Estimated Total Annual Burden on
Respondents: 750 minutes or 12.5
hours.

Comments are invited on (1) Whether
the proposed collection of information
is necessary for the proper performance
of the functions of the agency, including
whether the information will have
practical utility; (b) the accuracy of the
agency’s estimate of the burden of the
proposed collection of information,
including the validity of the
methodology and the assumptions used;
(c) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (d) ways to minimize the
burden of the collection of information
on those who respond, including the
use of appropriate automated,
electronic, mechanical, or other
technology. Comments should be sent to
the address in the preamble. All
responses to the notice will be
summarized and included in the request
for Office of Management and Budget
(OMB) approval. All comments will
become a matter of public record.

Dated: December 14, 2005.
Antoinette A. Betschart,
Associate Administrator, ARS.
[FR Doc. E6-367 Filed 1-13—-06; 8:45 am]
BILLING CODE 3410-03-P

DEPARTMENT OF AGRICULTURE

Submission for OMB Review;
Comment Request

January 11, 2006.

The Department of Agriculture has
submitted the following information
collection requirement(s) to OMB for
review and clearance under the
Paperwork Reduction Act of 1995,
Public Law 104—13. Comments

regarding (a) Whether the collection of
information is necessary for the proper
performance of the functions of the
agency, including whether the
information will have practical utility;
(b) the accuracy of the agency’s estimate
of burden including the validity of the
methodology and assumptions used; (c)
ways to enhance the quality, utility and
clarity of the information to be
collected; (d) ways to minimize the
burden of the collection of information
on those who are to respond, including
through the use of appropriate
automated, electronic, mechanical, or
other technological collection
techniques or other forms of information
technology should be addressed to: Desk
Officer for Agriculture, Office of
Information and Regulatory Affairs,
Office of Management and Budget
(OMB), OIRA_Submission@omb.eop.gov
or fax (202) 395-5806 and to
Departmental Clearance Office, USDA,
OCIO, Mail Stop 7602, Washington, DC
20250-7602. Comments regarding these
information collections are best assured
of having their full effect if received
within 30 days of this notification.
Copies of the submission(s) may be
obtained by calling (202) 720-8958.

An agency may not conduct or
sponsor a collection of information
unless the collection of information
displays a currently valid OMB control
number and the agency informs
potential persons who are to respond to
the collection of information that such
persons are not required to respond to
the collection of information unless it
displays a currently valid OMB control
number.

Food and Nutrition Service

Title: Monitoring Trends in the Public
Health Nutrition Workforce.

OMB Control Number: 0584—-NEW.

Summary of Collection: The Food and
Nutrition Service Programs (FNS)
wishes to conduct a study to monitor
trends in the education and training,
work experience, areas of practice, and
training needs of the public health
nutrition workforce at the state and
local government levels. FNS will
conduct a survey to obtain information
to assess the agency’s efforts to recruit
and retain public health and community
nutritionists to staff the Special
Supplemental Nutrition Program for
Women, Infants, and Children (WIC).
There are two levels of respondents: (1)
the 55 designated state and territorial
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public health nutrition directors and (2)
persons employed in public health
nutrition programs within states,
including persons employed by Indian
Tribal Organizations. State public health
nutrition directors through their
professional association—the
Association of State and Territorial
Public Health Nutrition Directors
(ASTPHND)—will carry out this data
collection under a grant agreement with
the U.S. Department of Agriculture,
Food and Nutrition Service.

Need and Use of the Information:
ASTPHND will collect information
through a Web-based survey. A paper
version of the survey will be used only
for those respondents who do not have
Internet access. A profile describing the
workforce will assist FNS to determine
the extent to which the current and
future workforces have the necessary
requirements to carry out the WIC
program, for which FNS is responsible.
Workforce profile data are essential to
evaluate the impact of the agency’s
effort to recruit and retain public health
and community nutritionists.
Recruitment and retention of qualified
staff is essential to maintaining quality
nutrition services by providing an
environment where staff are
appropriately selected, trained, and
supported.

Description of Respondents: State,
local, or tribal government.

Number of Respondents: 10,055.

Frequency of Responses: Reporting:
Other (one-time).

Total Burden Hours: 4,645.

Charlene Parker,

Departmental Information Collection
Clearance Officer.

[FR Doc. E6—402 Filed 1-13—-06; 8:45 am]
BILLING CODE 3410-30-P

DEPARTMENT OF AGRICULTURE
Forest Service

Newspapers Used for Publication of
Legal Notice of Appealable Decisions
for the Northern Region; Northern
Idaho, Montana, North Dakota, and
portions of South Dakota and Eastern
Washington

AGENCY: Forest Service, USDA.
ACTION: Notice.

SUMMARY: This notice lists the
newspapers that will be used by all
Ranger Districts, Forests, Grasslands,
and the Regional Office of the Northern
Region to publish legal notices for
public comment and decisions subject
to appeal and predecisional
administrative review under 36 CFR

215, 217, and 218. The intended effect
of this action is to inform interested
members of the public which
newspapers will be used to publish
legal notices for public comment or
decisions; thereby allowing them to
receive constructive notice of a
decision, to provide clear evidence of
timely notice, and to achieve
consistency in administering the
appeals process.

DATES: Publication of legal notices in
the listed newspapers will begin with
decisions subject to appeal that are
made on or after January 9, 2006. The
list of newspapers will remain in effect
until another notice is published in the
Federal Register.

FOR FURTHER INFORMATION CONTACT:
Appeals and Litigation Group Leader;
Northern Region; P.O. Box 7669;
Missoula, Montana 59807. Phone: (406)
320-3696.

The newspapers to be used are as
follows:

Northern Regional Office

Regional Forester decisions in
Montana:

The Missoulian, Great Falls Tribune,
and The Billings Gazette.

Regional Forester decisions in
Northern Idaho and Eastern
Washington:

The Spokesman Review and Lewiston
Tribune.

Regional Forester decisions in North
Dakota: Bismarck Tribune.

Regional Forester decisions in South
Dakota: Rapid City Journal.
Beaverhead/Deerlodge NF—Montana

Standard
Bitterroot NF—Ravalli Republic
Clearwater NF—Lewiston Tribune
Custer NF—Billings Gazette (Montana),

Rapid City Journal (South Dakota)
Dakota Prairie Grasslands—Bismarck

Tribune (North and South Dakota)
Flathead NF—Daily Inter Lake
Gallatin NF—Bozeman Chronicle
Helena NF—Independent Record
Idaho Panhandle NFs—Spokesman

Review
Kootenai NF—Daily Inter Lake
Lewis & Clark NF—Great Falls Tribune
Lolo NF—Missoulian
Nez Perce NF—Lewiston Tribune

Supplemental notices may be placed
in any newspaper, but time frames/
deadlines will be calculated based upon
notices in newspapers of record listed
above.

Dated: January 4, 2006.
Kathleen A. McAllister,
Deputy Regional Forester.
[FR Doc. 06-372 Filed 1-13-06; 8:45 am)]
BILLING CODE 3410-11-M

DEPARTMENT OF AGRICULTURE
Forest Service

National Urban & Community Forestry
Advisory Council Meeting

AGENCY: Forest Service, USDA.
ACTION: Notice of meeting.

SUMMARY: The National Urban and
Community Forestry Advisory Council
will meet in Washington, DC, February
7-9, 2006. The purpose of the meeting
is to discuss emerging issues i