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Presidential Documents

Title 3—

The President

Proclamation 10442 of September 9, 2022

World Suicide Prevention Day, 2022

By the President of the United States of America

A Proclamation

On World Suicide Prevention Day, our Nation joins the World Health Organi-
zation, the International Association for Suicide Prevention, and countries
across the globe in mourning those who have died by suicide. Suicide
is a devastating tragedy that leaves loved ones with unanswered questions
and families missing a piece of their soul, wishing for more time together.
We are still in the early stages of learning about the conditions that can
lead to suicide, including job strain or loss; serious illnesses; and financial,
criminal, legal, and relationship problems. Acknowledging suicide and the
impact it has on our communities is a first step to understanding how
it can be prevented more effectively.

Suicide accounts for 1 of every 100 deaths globally, and it is the second
leading cause of death for Americans between the ages of 10 and 34. In
the United States, American Indians, Alaska Native youth, LGBTQI+ youth,
and rural men are disproportionately affected. Far too many service members,
veterans, and law enforcement officials have taken or considered taking
their own lives. And too frequently, these patriots and public servants do
not receive the help they need due both to stigmas surrounding mental
health challenges and lack of access to necessary resources.

During my State of the Union Address, I discussed tackling the mental
health crisis as a key component of my Administration’s Unity Agenda.
My Administration released a comprehensive Government strategy designed
to address mental health with the same substance and specificity as our
approach to physical health. It connects more Americans to care and creates
a full spectrum of prevention and recovery support. My Administration’s
budget proposes investing over $22.8 billion in Fiscal Year 2023 to bolster
our mental health and care workforce, to establish new nontraditional health
delivery sites, and to integrate quality mental health and substance use
care into primary care settings. As we look ahead, we must advance equity
in mental health and transform how mental health is understood, perceived,
and treated. We also remain committed to expanding mental health research
and services around the world.

Over the last 2 years, we have invested heavily in expanding the National
Suicide Prevention Lifeline, which we transitioned from a 10-digit number
to the 3-digit dialing code, 9—8-8, this summer. This new, easier-to-access
tool connects people in crisis to trained professionals, 24-hours per day,
365 days per year.

This summer, I signed into law the first meaningful gun safety bill in
nearly 30 years, which helps States implement red-flag laws that make
it harder for people more likely to harm themselves and others to purchase
guns. It funds more crisis intervention services and improves mental health
access for children and families. With funding from my American Rescue
Plan, my Administration strengthened our support for the Garrett Lee Smith
State and Tribal Youth Suicide Prevention and Early Intervention Program,
which awards money to States and Tribes implementing critical strategies
to save lives.
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Last November, my Administration released a comprehensive public health
strategy for reducing military and veteran suicide, which we are now working
to implement. In March, the Department of Defense established the Suicide
Prevention and Response Independent Review Committee to prevent suicide
in the military and address suicide risk for service members who have
experienced sexual assault. I also signed an Executive Order directing the
Department of Health and Human Services to expand mental health care
access to LGBTQI+ youth as a means of preventing suicide.

From committed crisis counselors who serve on hotlines and in schools
to clinicians, behavioral health care practitioners, faith leaders, teachers,
friends, and family members—we each have a role to play. Together, we
can reduce the stigmatization of mental health issues, learn how to respond
to suicide risk, and offer individuals and populations most impacted the
essential care they need when a crisis arises. Together, we can save lives.

On this day of commemoration and action, we commit to studying the
risk factors associated with suicide and to making mental health care acces-
sible and affordable. Finally, to those experiencing emotional distress: please
know that you are loved, and that you are not alone. There is hope, and
there is help, and I encourage you to call or text 9—8—8 to reach the National
Suicide & Crisis Lifeline.

NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim September 10, 2022,
as World Suicide Prevention Day. I call upon all Americans, communities,
organizations, and all levels of government to join me in creating hope
through action and committing to preventing suicide across America.

IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of
September, in the year of our Lord two thousand twenty-two, and of the
Independence of the United States of America the two hundred and forty-

s
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Proclamation 10443 of September 9, 2022

National Hispanic-Serving Institutions Week, 2022

By the President of the United States of America

A Proclamation

Today, Hispanic students make up nearly 20 percent of college undergradu-
ates in the United States. They are our future leaders—the next generation
of doctors and teachers, entrepreneurs and artists, first responders and sci-
entists, elected officials and activists. Ensuring that these young people
are prepared to take on the challenges of tomorrow is critical to the future
of our Nation.

That is why this week we celebrate Hispanic-Serving Institutions (HSIs),
which foster cultures of belonging and respect on their campuses and offer
Hispanic students a nurturing, inclusive environment to learn and grow.
Recently, I was pleased to award the Presidential Medal of Freedom to
Dr. Julieta Garcia, the first Mexican-American woman to lead the University
of Texas at Brownsville, a center of excellence for countless students who
have been inspired by her example. Committed to the value of education
as a critical tool to uplift an entire community, Dr. Garcia has demonstrated
how HSIs can enable student success across the country.

My Administration knows that more needs to be done to support these
places of higher learning that stand for the ideals of opportunity, dignity,
and respect. Despite their many accomplishments, HSIs have been hit hard
in recent years. Data show that Hispanic undergraduate enrollment has
fallen by 7 percent since the pandemic began, and for the first time in
20 years, the number of these institutions has declined. That is why we
are strengthening our commitment to help HSIs provide a pathway to oppor-
tunity and economic mobility for their students.

My Administration has invested approximately $11 billion from our Amer-
ican Rescue Plan to keep students and staff at HSIs safe from the COVID-
19 pandemic and provide students emergency grants so they can stay en-
rolled. T also signed a bill to increase the maximum Pell Grant award
by the greatest amount in over a decade, which will help approximately
half of all Hispanic students, who depend on Pell Grants to pay for college.

Additionally, to address the financial harms of the pandemic, my Administra-
tion is providing up to $20,000 in debt relief as part of a comprehensive
effort to address the burden of growing college costs. This action will have
a significant impact on Hispanic borrowers, given that among Hispanic
undergraduate borrowers, 65 percent receive Pell Grants. My Administration
is also working to fix the broken Public Service Loan Forgiveness program
by giving public servants—many of whom are educators at HSIs and alumni—
appropriate credit toward forgiveness. These proposed changes build on
the transformations already made with the Public Service Loan Forgiveness
program that expire on October 31, 2022. For more information, please
visit PSLF.gov.

I have reestablished the White House Initiative on Advancing Educational
Equity, Excellence, and Economic Opportunity for Hispanics. And since
my Administration began, the First Lady and the Secretary of Education
have visited HSIs across our Nation to support efforts to keep students
engaged, enrolled, and moving toward the completion of a degree or certifi-
cate.
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There is still much more work to be done. We have a long way to go
to fulfill the full potential of America, and my Administration sees HSIs
as a critical gateway to making that promise a reality. I am proposing
that we double the maximum Pell Grant amount by 2029 and continue
to make higher education more affordable for all Americans. I am also
requesting increased funding from the Congress to help Historically Black
Colleges and Universities, Tribal Colleges and Universities, and minority-
serving institutions, such as HSIs, expand their research and development
infrastructure and strengthen their curricula in science, technology, and
agriculture.

Every day, Hispanic Americans contribute immensely to our Nation’s econ-
omy, security, and culture. It is our duty to ensure that the next generation
of Hispanic students can make the most of their God-given talents. During
National Hispanic-Serving Institutions Week, we recommit our support for
the institutions helping to make this promise a reality.

NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim September 11 through
September 17, 2022, as National Hispanic-Serving Institutions Week. I call
on public officials, educators, and all the people of the United States to
observe this week with appropriate programs, ceremonies, and activities
that acknowledge the many ways these institutions and their graduates con-
tribute to our country.

IN WITNESS WHEREQF, I have hereunto set my hand this ninth day of
September, in the year of our Lord two thousand twenty-two, and of the
Independence of the United States of America the two hundred and forty-

e
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Proclamation 10444 of September 9, 2022

National Grandparents Day, 2022

By the President of the United States of America

A Proclamation

On National Grandparents Day and every day, we give thanks to grandparents
for their wisdom, strength, and love.

Grandparents are storytellers and gatekeepers of family tradition. They are
wellsprings of knowledge and experience. They are the centerpieces of family
gatherings and the glue that keeps so many families together. Grandparents
also help raise children. They shuttle grandkids to-and-from school, babysit
when parents are away from home, and offer advice and comfort when
it is needed most. Sometimes they fill in as primary caregivers, putting
aside their own needs and working full-time to provide the blessing of
a loving family. I know from my own experience how grandparents can
step up in critical moments. When my father lost his job in Scranton,
Pennsylvania, my grandpop welcomed us into his home and offered us
stability during a time of uncertainty.

While this is a day of celebration, it is also an opportunity to remember
the grandparents who are no longer with us. The COVID-19 pandemic
cut short the lives of too many loved ones—especially our seniors. My
Administration sends strength to families who are no longer whole and
to families whose grandparents are fighting for their health today. We also
send encouragement to families who postponed gatherings and loving em-
braces during the pandemic. For Jill and me, our grandchildren are the
love of our lives and the life of our love. We know how difficult it can
be to remain physically apart, and we hope that the progress we have
made—and continue to make—in ending the COVID-19 pandemic will allow
more families to safely enjoy precious time together. Finally, we acknowledge
that, for many Americans, grandparents live on only through the stories
of relatives who were fortunate enough to have known them, but that these
bonds can be powerful too.

As we look ahead, my Administration will continue advocating for grand-
parents, especially as they care for children. The Department of Health
and Human Services (HHS) is preparing a National Caregiving Strategy to
present the Congress with new recommendations to better support family
caregivers. And, my Administration is committed to making health care
more affordable for more Americans, including seniors—many of whom
are grandparents. As part of the Inflation Reduction Act, seniors and other
Medicare beneficiaries will have the peace of mind of knowing that their
prescription drug costs are capped at $2,000 annually. And millions of
seniors will benefit from Medicare finally being able to negotiate prescription
drug costs. My Administration will always protect Medicare and Social
Security. Ensuring that seniors can age with dignity, security, and respect
is not only the right thing to do—it is integral to our character as a Nation.

Many of our grandparents arrived in this country with nothing but a dream
and an unwavering commitment to ensure that the lives of their children
and grandchildren would be better than their own. Regardless of where
they came from or how they got here, they have worked hard, planted
roots, and built communities. They have had big hopes for us, and through
our ups and downs, they have continued to love us just the same—because
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that is what grandparents do. On National Grandparents Day, let us honor
the grandparents who teach us lessons, imbue us with family pride, and
shower us with affection. On behalf of a grateful Nation, we thank you
for the gifts of life and love.

NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim September 11, 2022,
as National Grandparents Day. I call upon all Americans to celebrate the
important role that grandparents play in the lives of their families and
the children they love.

IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of
September, in the year of our Lord two thousand twenty-two, and of the
Independence of the United States of America the two hundred and forty-

s
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Proclamation 10445 of September 9, 2022

Patriot Day and National Day of Service and Remembrance,
2022

By the President of the United States of America

A Proclamation

On September 11, 2001, ordinary Americans performed extraordinary acts
of heroism. Firefighters and police officers rushed into crumbling buildings
and raging fires to save others. EMTs, construction workers, colleagues,
and strangers tended to the wounded. Passengers and crewmembers gave
their lives to thwart another attack. And a generation of women and men
answered the call of duty by joining our Armed Forces to defend our
freedom and our democracy.

These patriots—people of undaunted courage, uncommon resolve, and un-
wavering perseverance—are forever ingrained in our national character. They
are reminders that we are a great country because we are a good people.
On this Patriot Day and National Day of Service and Remembrance, we
pay tribute to the heroes and victims who lost their lives on September
11, and we recommit ourselves to the spirit of unity, patriotism, and service
that carried our Nation through in the days that followed.

Before they were national heroes, the women and men we honor were
already heroes to so many others. They were the mothers who tucked
their kids into bed at night. They were the fathers who drove the neighbor-
hood carpools to school. They were the daughters who made their parents
proud and the sons who lifted up their friends. To the families around
America whose pain is especially personal on this day: Our entire Nation,
including Jill and I, holds you close in our hearts and sends you our
love. I know from personal experience that memorials can bring everything
back as painfully as if it happened today—the moment you got the phone
call—no matter how many years go by.

On this day, let us honor the memory of the innocent victims we lost
and carry on the legacy of the selfless heroes who served our Nation on
September 11 and in its aftermath. Let us also recognize the members
of our intelligence and counterterrorism communities who worked with
dedication and determination to deliver justice to Ayman al-Zawahiri, the
emir of al-Qaeda and a key planner of this and other cruel attacks against
our people.

I invite all Americans to observe this day with service; you can find opportu-
nities in your community by visiting americorps.gov/911-day. Unity is what
makes us who we are as Americans—it is our greatest strength. When
we come together on this day, and every day, we demonstrate that even
in the darkness, America remains a bright beacon of light and hope for
the world.

By a joint resolution approved December 18, 2001 (Public Law 107-89),
the Congress has designated September 11 of each year as ‘“Patriot Day,”
and by Public Law 111-13, approved April 21, 2009, the Congress has
requested the observance of September 11 as an annually recognized ‘“Na-
tional Day of Service and Remembrance.”

NOW, THEREFORE, I, JOSEPH R. BIDEN JR., President of the United States
of America, do hereby proclaim September 11, 2022, as Patriot Day and



56246  Federal Register/Vol. 87, No. 177/ Wednesday, September 14, 2022/Presidential Documents

[FR Doc. 2022-20006
Filed 9-13-22; 8:45 am]
Billing code 3395-F2-P

National Day of Service and Remembrance. I call upon all departments,
agencies, and instrumentalities of the United States to display the flag of
the United States at half-staff on Patriot Day and National Day of Service
and Remembrance in honor of the individuals who lost their lives on Sep-
tember 11, 2001. I invite the Governors of the United States and its Territories
and interested organizations and individuals to join in this observance.
I call upon the people of the United States to participate in community
service in honor of those our Nation lost, to observe this day with appropriate
ceremonies and activities, including remembrance services, and to observe
a moment of silence beginning at 8:46 a.m. eastern daylight time to honor
the innocent victims who perished as a result of the terrorist attacks on
September 11, 2001.

IN WITNESS WHEREOF, I have hereunto set my hand this ninth day of
September, in the year of our Lord two thousand twenty-two, and of the
Independence of the United States of America the two hundred and forty-

s
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Professional Conduct for
Practitioners—Rules and Procedures,
and Representation and Appearances

AGENCY: Executive Office for
Immigration Review, Department of
Justice.

ACTION: Final rule.

SUMMARY: On March 27, 2019, the
Department of Justice (the Department)
published in the Federal Register an
Advanced Notice of Proposed
Rulemaking (ANPRM) to solicit public
comments regarding whether the
Department should allow practitioners
who appear before the Executive Office
for Immigration Review (EOIR) to
engage in limited representation or
representation of a noncitizen during
only a portion of the case, beyond what
the regulations permitted. On
September 30, 2020, after reviewing the
comments to the ANPRM, the
Department published in the Federal
Register a Notice of Proposed
Rulemaking (NPRM). The NPRM
proposed to amend the regulations to
allow practitioners the option of
entering a limited appearance to assist
pro se individuals with drafting,
writing, or filing applications, petitions,
briefs, and other documents in
proceedings before EOIR, as opposed to
requiring the practitioner to enter an
appearance to become the “practitioner
of record” and thereby to accept certain
obligations and responsibilities. This
final rule responds to comments
received in response to the NPRM and
adopts the proposed rule with changes
as described below. Specifically, this

final rule permits practitioners to
provide document assistance to pro se
individuals by entering a limited
appearance through new Forms EOIR—
60 or EOIR-61, without requiring the
practitioner to become the practitioner
of record or to submit a motion to
withdraw or substitute after completing
the document assistance.

DATES: This rule is effective November
14, 2022.

FOR FURTHER INFORMATION CONTACT:
Lauren Alder Reid, Assistant Director,
Office of Policy, Executive Office for
Immigration Review, 5107 Leesburg
Pike, Suite 2600, Falls Church, VA
22041, telephone (703) 305—0289 (not a
toll-free call).

SUPPLEMENTARY INFORMATION:

I. Background

The Immigration and Nationality Act
(INA) provides that noncitizens
appearing before an immigration judge
“shall have the privilege of being
represented, at no expense to the
Government, by counsel of the
[noncitizen]’s choosing who is
authorized to practice in such

proceedings.” INA 240(b)(4)(A), 8 U.S.C.

1229a(b)(4)(A); see also INA 292, 8
U.S.C. 1362 (“In any removal
proceedings before an immigration
judge . . .the person concerned shall
have the privilege of being represented
(at no expense to the Government) by
such counsel . . . as [the person
concerned] shall choose.””); 8 CFR
1003.16(b) (“The [noncitizen] may be
represented in proceedings before an
Immigration Judge by an attorney or
other representative of [the person
concerned’s] choice in accordance with
8 CFR part 1292, at no expense to the
government.”).

The Department has promulgated
regulations that establish rules of
procedure before the immigration courts
and the Board of Immigration Appeals
(BIA), including rules specifying who is
authorized to provide representation
and standards of professional conduct
governing those authorized to provide
representation. See 8 CFR Subpart A
(BIA rules of procedure); 8 CFR Subpart
C (immigration court rules of
procedure); 8 CFR Subpart G (rules of
professional conduct for practitioners);
8 CFR 1292.1 (describing individuals
authorized to provide representation
before EOIR). Under those regulations,
individuals authorized to provide

representation—i.e., attorneys, law
students, law graduates, reputable
individuals, accredited representatives,
and accredited officials—are known as
“practitioners.” 8 CFR 1003.101(b); see
also 8 CFR 1292.1. In order to become
the “practitioner of record,” which
authorizes and requires the practitioner
to appear before EOIR on behalf of the
respondent, file all documents on behalf
of the respondent, and accept service of
process of all documents filed in the
proceedings, practitioners must file a
Notice of Entry of Appearance as
Attorney or Representative Before the
Board of Immigration Appeals (Form
EOIR-27) or a Notice of Entry of
Appearance as Attorney or
Representative Before the Immigration
Court (Form EOIR-28). 8 CFR
1003.3(a)(3), 1003.17(a), 1003.38(g),
1292.4(a). When a practitioner enters an
appearance using these forms, that
individual is the practitioner of record
in the case for which the appearance
form was filed, unless and until the
immigration judge or the BIA grants a
motion to withdraw or substitute. 8 CFR
1003.17(a)(3), 1003.38(g)(3), 1292.4(a).
Prior to a 2015 final rule, an entry of
appearance in immigration court
through the filing of a Form EOIR-28
required a practitioner to represent a
noncitizen in all proceedings before the
immigration court, including removal
and bond proceedings if the noncitizen
was detained.? See Separate
Representation for Custody and Bond
Proceedings, 80 FR 59500 (Oct. 1, 2015).
The 2015 final rule allowed
practitioners to enter an appearance to
represent a noncitizen in “custody or
bond proceedings only, any other
proceedings only, or for all
proceedings.” 8 CFR 1003.17(a). In sum,
a practitioner can enter an appearance
to be a practitioner of record in one of
three capacities: (1) all proceedings, to
include removal, deportation, exclusion,
credible and reasonable fear, or any
other proceeding type, and custody or
bond; (2) custody or bond proceedings
only; or (3) all proceedings other than
custody and bond proceedings. A
practitioner who enters an appearance
in one of the three capacities becomes

1The 2015 amendment did not alter the rules for
entering an appearance before the BIA. A separate
entry of appearance was already required when an
appeal was filed with the BIA from a decision of
an immigration judge or a District Director decision.
See 8 CFR 1003.38(g).
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the practitioner of record for the
designated proceeding(s). That
practitioner then has certain obligations
and responsibilities, including
completing written filings, making
appearances in court, and accepting
service of documents, unless and until
the immigration judge permits
withdrawal or substitution of counsel.
See 8 CFR 1003.17(b). Separate
appearances in custody and non-
custody proceedings are permitted
under that final rule, and this rule does
not alter that. As has been the case since
2015, a noncitizen remains ‘“pro se” in
any type of proceeding in which a
practitioner has not entered an
appearance to be the practitioner of
record. For example, if a practitioner
entered an appearance to be practitioner
of record in custody or bond
proceedings only, the noncitizen would
remain “pro se” in all proceedings other
than custody or bond proceedings. See
80 FR at 59500 (authorizing a
practitioner to enter an appearance
solely for custody or bond proceedings
before the immigration court, such that
noncitizen would appear pro se for all
other proceedings if no practitioner has
entered an appearance for those other
proceedings).

For many years, members of the
public have requested that the
Department modify EOIR’s regulations
to allow practitioners to engage in
limited appearances before EOIR on
behalf of pro se noncitizens, without the
practitioner being obligated to become
the practitioner of record and represent
the noncitizen for the entire proceeding,
so that the practitioner could provide
in-person representation for a discrete,
limited part of a proceeding or draft
forms or applications beyond what is
already permitted by separate
appearances as discussed above. See,
e.g., 84 FR at 11447 (referencing ““a
comment seeking a broadening of the
limited scope of representation
permitted”’). Commenters in support of
allowing such limited appearances
contended that doing so would enable
practitioners to provide legal services to
a greater number of noncitizens in
immigration proceedings and thereby
improve the efficiency of immigration
proceedings. Specifically, the
commenters indicated that the greatest
benefit of a limited appearance
mechanism would be to permit
practitioners to provide pro se
noncitizens with assistance in the
preparation, drafting, and filing of
documents, without obligating those
practitioners to become the practitioners
of record, as is required under the
current regulations.

The Department agrees and
acknowledges the importance of
allowing practitioners to limit their
appearance to document assistance to
enhance the efficiency and fairness of
immigration proceedings. After
consideration, the Department has
determined that permitting limited
appearances to provide document
assistance to pro se noncitizens would
be beneficial because it would give
practitioners greater flexibility to assist
noncitizens appearing pro se before
EOIR, provide increased access to
competent legal services for noncitizens
in immigration proceedings, and aid
EOIR in adjudicating cases of pro se
noncitizens who receive document
assistance from practitioners. The new
rule does not allow limited appearances
for in-person representation, beyond
what is already permitted under
separate appearances as described
above. See 80 FR at 59500-01; see also
Matter of Velasquez, 19 1&N Dec. 377,
384 (BIA 1986).2

II. Summary of Changes

The final rule expands the
circumstances in which practitioners
may assist noncitizens in proceedings
before an immigration court and the BIA
by allowing practitioners to enter
limited appearances—without further
obligations or responsibilities to the
immigration court, the BIA, or the
noncitizen—when only providing
assistance with documents filed in those
proceedings. The rule clarifies when
practitioners must file an appearance
and the effect of the entry of a particular
appearance. There is no change to the
mechanism that causes a practitioner to
become the “practitioner of record,”
which authorizes and requires the
practitioner to appear before EOIR on
behalf of the respondent, file all
documents on behalf of the respondent,
and accept service of process of all
documents filed in the proceedings. A
practitioner becomes a practitioner of
record only by entering an appearance
using a Form EOIR-27 or Form EOIR-
28. Under this rule, practitioners may
also choose to enter a limited
appearance on a Form EOIR-60 or
EOIR-61 when only providing
document assistance to pro se
noncitizens. Such a limited appearance
does not restrict practitioners from later
filing a Form EOIR-27 or EOIR-28 to
enter an appearance as the practitioner
of record.

2This final rule supersedes the statement in
Matter of Velasquez that “there is no ‘limited’
appearance of counsel in immigration
proceedings,” 19 I&N Dec. at 384, because this rule
amends the regulation that Matter of Velasquez
relied upon.

“Document assistance” is the drafting,
completing, or filling in of blank spaces
of a specific motion, brief, form, or other
document or set of documents intended
to be filed with the immigration court or
BIA. If they are not otherwise the
practitioner of record, practitioners who
engage in document assistance must
disclose such assistance by entering a
limited appearance. To facilitate this
process, EOIR has created two new
entry of appearance forms: Form EOIR—
60 (Notice of Entry of Limited
Appearance for Document Assistance
Before the Board of Immigration
Appeals) and Form EOIR-61 (Notice of
Entry of Limited Appearance for
Document Assistance Before the
Immigration Court). In addition,
practitioners must identify themselves
on the documents with which they
assisted and complete the preparer
section on forms with which they
assisted.

Unlike an entry of appearance to
become the practitioner of record
through the filing of a Form EOIR-27 or
EOIR-28, the entry of a limited
appearance for document assistance
pursuant to a Form EOIR-60 or EOIR—
61 does not impose any continuing
obligations to the noncitizen, the
immigration court, or the BIA on the
part of the practitioner. See 8 CFR
1003.17(b)(2), 1003.38(g)(2)(ii).
Practitioners who enter a limited
appearance do not become the
practitioner of record and, as such, do
not have the authorization, obligation,
or responsibility to appear on behalf of
the noncitizen, to otherwise represent
the noncitizen before the immigration
court or the BIA, or to move to
substitute or withdraw from the
proceeding. See 8 CFR 1003.17(b)(2),
1003.38(g)(2)(ii). A noncitizen who
receives only document assistance from
a practitioner remains pro se unless and
until a practitioner files a Form EOIR—
27 or EOIR-28 to become the
practitioner of record. See 8 CFR
1003.17(b)(2), 1003.38(g)(2)(ii). Indeed,
only when a practitioner enters an
appearance via an EOIR-27 or EOIR-28
and becomes the practitioner of record
will the practitioner receive notice of a
noncitizen’s upcoming hearings, be sent
filings in the case and be permitted
access to the case file and appear in
person on the noncitizen’s behalf.

As explained infra, the final rule
amends the definitions of “practice”
and “preparation” in order to provide
greater clarity and specificity to those
terms. Further, the final rule clarifies
the duty to enter an appearance and any
disciplinary consequences associated
with failing to enter the proper
appearance, whether through a Form
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EOIR-27, EOIR-28, EOIR-60, or EOIR—
61, are not determined by whether the
practitioner is engaging in “‘practice” or
is engaging in “‘preparation.”
Practitioners enter an appearance
through Form EOIR-27 or Form EOIR—
28 when they seek to become the
practitioner of record and to take on the
responsibilities and obligations
attendant to that status. Practitioners
enter a limited appearance through
Form EOIR-60 or Form EOIR-61 when
they only assist with documents
intended to be filed with EOIR,
regardless of whether the practitioners’
work related to those documents
constitutes “‘practice” or “preparation.”

As noted below and as was already
the case, all practitioner conduct—not
just conduct that requires a practitioner
to enter an appearance as the attorney
of record—may be subject to EOIR’s
disciplinary rules. See 8 CFR
1003.101(b); 8 CFR 1003.102.
Accordingly, practitioners who provide
assistance that requires an appearance
on Form EOIR-27, EOIR-28, EOIR-60,
or EOIR-61 are subject to EOIR’s Rules
of Professional Conduct. The final rule
amends the disciplinary rules to amend
practitioners’ obligations to enter an
appearance on the appropriate Form
EOIR-27, EOIR-28, EOIR-60, or EOIR—
61 and obligations regarding the drafting
and signing of documents. Such
amendments are discussed further
below.

Given that only “practitioners” may
enter an appearance before EOIR, the
changes made in this final rule
regarding the circumstances in which a
practitioner must enter an appearance
do not apply to non-practitioners. Non-
practitioners continue to be permitted to
assist noncitizens with the
“preparation” of documents, which
consists solely of filling in blank spaces
on printed forms with information
provided by the applicant or petitioner
that are to be filed with or submitted to
EOIR, only where such acts do not
include the exercise of professional
judgment to provide legal advice or
legal services.3

3 Some commenters raised the concern that this
rulemaking will not achieve the Department’s goals
of preventing fraud by individuals not authorized
to practice immigration law if EOIR’s appearance
and disciplinary rules only apply to practitioners.
While the disciplinary rules have always only
applied to practitioners, complaints of non-
practitioner fraud will continue to be investigated
by EOIR’s Fraud and Abuse Prevention Program.
See EOIR, Fraud and Abuse Prevention Program,
available at https://www.justice.gov/eoir/fraud-and-
abuse-prevention-program (last updated Mar. 4,
2020). Additionally, permitting limited appearances
for document assistance will likely increase the
capacity of practitioners that will be able to assist
noncitizens and as such, noncitizens will likely be
less inclined to seek out the services of non-

In summary, the final rule establishes
or reaffirms that practitioners: (1) must
enter an appearance on Form EOIR-27
or Form EOIR-28 to become the
practitioner of record and thereby be
authorized and required to appear for
hearings or arguments on behalf of a
noncitizen before the immigration
courts or the BIA, to file documents on
behalf of a noncitizen, and to accept
service of process on behalf of a
noncitizen of all documents filed in a
proceeding; (2) must enter a limited
appearance on Form EOIR-60 or Form
EOIR-61 when they provide document
assistance to a pro se noncitizen,
regardless of whether the assistance
involves “practice” (i.e., factual or legal
analysis in drafting or completion of a
document) or simply “preparation” (i.e.,
filling in the blank spaces of a pre-
printed form with information provided
by the noncitizen); and (3) are not
required to enter an appearance as
described above when solely providing
legal advice or engaging in a legal
consultation pertaining to a noncitizen
but not assisting with documents or
appearing before EOIR on behalf of the
noncitizen, even though such conduct
constitutes “practice.” The final rule
also reaffirms that non-practitioners
cannot file an appearance or engage in
“practice” under any circumstances and
are limited to engaging in
““preparation.”

III. Comments and Responses

The comment period for the NPRM
closed on October 30, 2020. The
Department received 41 comments.
Non-governmental organizations, legal
advocacy groups, non-profit
organizations, and religious
organizations submitted the majority of
these comments, and individual
commenters submitted the remainder.
The Department provided an additional
60-day notice and comment period for
the proposed Notices of Entry of
Limited Appearance for Document
Assistance, Forms EOIR-60 and EOIR-
61. See Agency Information Collection
Activities; Proposed Collection;
Comments Requested; Notice of Entry of
Limited Appearance for Document
Assistance Before the Board of
Immigration Appeals; and Notice of
Entry of Limited Appearance for
Document Assistance Before the
Immigration Court, 86 FR 48443 (Aug.
30, 2021). No comments were received
during that comment period. Both in
response to the results of the public
solicitations for comments and as the

practitioners who may be acting unscrupulously
and should be solely limited to “preparation” of
documents.

result of further consideration, the
Department has revised the proposed
rule as discussed below.

Below, the Department has
summarized the comments and
explained the changes the Department
has made in response. The comments
are addressed by topic rather than by
reference to a specific commenter to
prevent confusion due to overlapping
comments and multiple subjects raised
in some of the submissions.

Some commenters asserted that the
rule did not adequately explain the
goals and reasons for the proposed
changes, why the Department was
departing from existing practice of
prohibiting limited appearances, that
the revised definitions of “practice” and
“preparation” were arbitrary and
capricious, as well as vague, and that
the Department did not consider the
effect of the rule on various service-
provider programs. They stated that
these concerns rise to a violation of the
Administrative Procedure Act (APA)
and the U.S. Constitution. The
Department believes that the reasoning
for the proposed changes was
sufficiently set forth in both the ANPRM
and NPRM, and that the NPRM
adequately addressed these issues as
well as the rule’s expected impact on
the public. Nevertheless, the
Department provides further
explanation and clarification to address
these concerns herein.

A. Entering an Appearance

The Department received many
comments expressing confusion or
demonstrating a lack of clarity in the
proposed rule as to when the proposed
rule would require filing an entry of
appearance. The comments reflected
confusion about the scope of the
definitions of ““practice,” ““preparation,”
and ‘“‘representation”’; the effect of
filling out a form’s “preparer section”
on the obligation to enter an
appearance; and the obligations, if any,
of practitioners after the practitioner
finishes providing document assistance.

Additionally, the Department
received many comments that the
proposed definitions of “practice,”
“preparation,” and “‘representation” as
defined in the NPRM could be
interpreted by practitioners to create
additional barriers to representation and
have the overall effect of providing
fewer noncitizens with legal assistance
in immigration proceedings.4

4One commenter recommended that the
Department pursue universal federally funded
representation in immigration proceedings in lieu
of this rule and to combat such potential chilling
effect on representation. This recommendation is
Continued
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Specifically, commenters stated that the
NPRM drastically expands the
“practice” definition to include nearly
any interactions practitioners have with
pro se noncitizens because typically all
interactions between practitioners and
pro se noncitizens include provision of
legal advice or the exercise of legal
judgment. The proposed rule defined
“representation” as including any form
of “practice” because it stated in its text
that “representation before EOIR
includes practice.” See Professional
Conduct for Practitioners—Rules and
Procedures, and Representation and
Appearances, 85 FR 61640, 61651 (Sept.
30, 2020) (emphasis in original).
Commenters expressed concern that this
expanded definition could discourage
representation because any form of
“practice”—including the provision of
legal advice that does not include
document assistance—would require
the entry of an appearance and thereby
diminish the opportunity for pro se
noncitizens to receive legal assistance or
advice. Commenters alleged that
nonprofit providers in particular, who
already have limited resources, would
limit the scope of their services so as not
to engage in “‘representation.”

Considering these comments and the
concerns raised, the Department has
amended the regulatory provisions
related to entry of appearances before
the immigration courts and the BIA, see
8 CFR 1003.17, 1003.38(g), as well as
the definitions of “practice” and
“preparation,” see 8 CFR 1001.1(i), (k).
The final rule eliminates the reference
to “represented” at 8 CFR 1003.17(a)
and 1003.38(g) and does not otherwise
rely on the definitions of
“representation’ or “practice” to
determine when an entry of appearance
pursuant to a Form EOIR-27 or Form
EOIR-28 is required, as the proposed
rule did. Given the changes the final
rule makes to the entry of appearance
regulations, the Department has
determined that revisions to the existing
definition of “representation” at
1001.1(m) are not needed. See 8 CFR
1001.1(m) (“The term representation

. . includes practice and preparation
as defined in paragraphs (i) and (k) of
this section’’). The definition will
remain unchanged because
“representation” is a term used
elsewhere in the EOIR regulations,
namely, the rules of professional
conduct and the rules governing who
can provide representation. See 8 CFR
1003.102(0) (disciplinary sanctions may
be imposed if a practitioner “[f]ails to
provide competent representation,”

beyond the Department’s scope of rulemaking
authority under current law.

which “requires the legal knowledge,
skill, thoroughness, and preparation
reasonably necessary for the
representation”); 8 CFR 1292.1 (defining
who is authorized to provide
representation). The changes in this
final rule are intended to clarify that
practitioners may provide legal advice
(i.e., engage in certain forms of
“practice”), including, for example,
engaging in consultations with
unrepresented noncitizens at a self-help
clinic or legal orientation program,
without creating an obligation to enter
a full appearance as practitioner of
record or otherwise represent the
noncitizen in proceedings before EOIR.
The final rule requires an entry of
appearance in two circumstances: (1)
when a practitioner wants to become the
practitioner of record, which authorizes
and requires the practitioner to appear
before EOIR on behalf of the respondent,
file all documents on behalf of the
respondent, and accept service of
process of all documents filed in the
proceedings,® 8 CFR 1003.17(a),
1003.38(g)(1); and, (2) when a
practitioner provides document
assistance only and does not want to
become the practitioner of record, 8 CFR
1003.17(b), 1003.38(g)(2). Practitioners
who want to become a practitioner of
record must enter an appearance on
either Form EOIR-27 or Form EOIR-28.
See 1003.17(a), 1003.38(g). Practitioners
who only provide document assistance
and do not want to become the
practitioner of record must enter a
limited appearance for document
assistance on Form EOIR-60 or Form
EOIR-61. See 1003.17(b). Practitioners
can provide document assistance to pro
se noncitizens by drafting, completing,
or filling in of blank spaces of a specific
motion, brief, form, or other document
or set of documents intended to be filed
with EOIR. In order to avoid any
confusion as to what kinds of document
assistance require the filing of a limited
appearance form, when practitioners
engage in any document assistance for
pro se noncitizens, they must complete
a Form EOIR-60 or Form EOIR-61,
regardless of whether the practitioners’
conduct with respect to the documents
constitutes “practice” or “preparation.”

1. Entry of Appearance as Practitioner of
Record

Under the current rules, it is unclear
whether it is the practitioner or some
other triggering event, such as engaging
in “practice” or ‘‘preparation,” that

5In immigration court proceedings, a practitioner
can enter an appearance and become the
practitioner of record for “custody or bond
proceedings only, any other proceedings only, or for
all proceedings.” 8 CFR 1003.17(a).

determines when an entry of appearance
is required. While the final rule makes
no changes to the actions practitioners
take to become the practitioner of
record—namely, the requirement to
enter an appearance on Form EOIR-27
or Form EOIR-28—it does remove any
reference to “represented” in order to
eliminate any perception that all acts
constituting ‘““practice,” “preparation,”
or “representation” determine the entry
of such appearance. The final rule
revises 1003.17(a) and 1003.38(g) to
make clear that practitioners become
practitioners of record, regardless of
whether they are engaging in “practice”
or “preparation” or otherwise meeting
the definition of “representation,” when
they seek authorization to and wish to
take on the responsibilities and
obligations of that role, which includes
appearing at hearings, filing documents
on behalf of a noncitizen, and accepting
service on behalf of a noncitizen.
Practitioners are not authorized to
engage in these activities or have these
obligations unless they have entered an
appearance on Form EOIR-27 or Form
EOIR-28.

2. Entry of Limited Appearance for
Document Assistance

When a practitioner’s services to a pro
se noncitizen are limited to document
assistance, and they are not practitioner
of record before the immigration court
or the BIA, practitioners are required to
enter a limited appearance on Form
EOIR-60 or Form EOIR-61. See
generally 8 CFR 1003.17(b),
1003.38(g)(2). “Document assistance” is
described at 1003.17(b) (and in
1003.38(g)(2) with some minor
variation) as “‘assistance to a pro se
respondent with the drafting,
completion, or filling in of blank spaces
of a specific motion, brief, form, or other
document or set of documents intended
to be filed” with the immigration court
or BIA. Regardless of whether the
practitioners’ document assistance
constitutes “practice” or “preparation,”
practitioners must complete the
applicable entry of appearance form for
a limited appearance when they provide
any document assistance. See id. While
discussing available forms of relief
based on a particular noncitizen’s
circumstances and providing legal
advice about how to complete an
application for relief to be filed at an
immigration court constitute “practice,”
such actions would not necessarily
constitute document assistance unless
the practitioner also assisted with
drafting, completion, or filling in the
applications for relief. In addition to
submitting the Form EOIR-60 or Form
EOIR-61, practitioners who have
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engaged in document assistance are
required to complete the “preparer
section” of any form for which
assistance was provided and to disclose
that they drafted a document, such as a
motion or brief, by placing their name
and signature on the document. 8 CFR
1003.17(c), 1003.38(g)(3). A limited
appearance form is only required when
providing document assistance to a pro
se noncitizen, and it is not required of
the practitioner of record who has
already submitted a Form EOIR-27 or
EOIR-28.

3. Scope of Conduct: ‘“Practice” and
“Preparation”

As described above, the Department
received many comments expressing
concern that the proposed rule’s
definitions of “practice” and
“preparation” could dissuade
practitioners from entering appearances
to assist pro se noncitizens. The
Department acknowledges that the
NPRM'’s definitions of “‘practice”” and
“preparation,” when read in
conjunction with the NPRM’s
requirements for entry of an appearance,
had the unintended consequence of
causing confusion about the type of
conduct that requires an entry of
appearance, for both limited
appearances for document assistance
and to become the practitioner of
record, whether for removal
proceedings, custody proceedings, or
both. Therefore, the final rule does not
rely on these definitions for determining
when an entry of appearance is required
for either a limited appearance or to
become the practitioner of record. See,
e.g., 8 CFR 1003.17(a), (b). Nonetheless,
the final rule clarifies and simplifies the
definitions of “‘practice” and
“preparation” because these definitions
explain the kind of conduct in which
only practitioners can engage (i.e.,
practice), and the kind of conduct in
which both practitioners and non-
practitioners can engage (i.e.,
preparation). Despite the difference
between the terms, the Department
makes clear in the final rule that
practitioners who engage in any
document assistance, whether
“practice” or “preparation,” must
complete a Form EOIR-60 or EOIR-61.
See 1003.17(b), 1003.38(g)(2).

a. “‘Practice”

Commenters voiced concern with the
NPRM'’s definition of “practice” and the
interaction of that definition with the
proposed rule’s entry of appearance
requirements. They expressed concern
that the terms “exercise of legal
judgment” and “legal advice” in the
NPRM'’s definition of “practice”

indicated that nearly any action a
practitioner takes on behalf of a
noncitizen would require an entry of
appearance. Specifically, they indicated
that this broad definition of “practice”
could cause any form of education,
orientation, or discussion with a pro se
noncitizen to be considered ‘“‘practice”
and to trigger the obligation to file an
entry of appearance. They also asserted
that some conduct that was described as
“practice” should not require entry of
an appearance.®

As described above, although some
actions constituting “practice” may
require the entry of an appearance, the
final rule does not rely on the definition
of “practice” in determining when an
appearance must be filed. The final rule
revises 1003.17(a) and 1003.38(g) to
make clear that practitioners become the
practitioners of record, pursuant to the
filing of a Form EOIR-27 or Form EOIR-
28, when they seek authorization to take
on the responsibilities and obligations
of that role, which includes appearing at
hearings, filing documents on behalf of
a noncitizen, and accepting service on
behalf of a noncitizen. The final rule
further clarifies that the entry of a
limited appearance pursuant to the
filing of a Form EOIR-60 or EOIR-61 is
required only when a practitioner is
engaged in document assistance—
described in 1003.17(b) as ‘“‘assistance to
a pro se respondent with the drafting,
completion, or filling in of blank spaces
of a specific motion, brief, form, or other
document or set of documents intended
to be filed”—with the immigration court
or BIA. Thus, a limited appearance must
accompany any document assistance
provided by a practitioner that is at least
“preparation,” regardless of whether it
may also constitute “practice.” 8 CFR
1003.17(b), 1003.38(g)(2).

The final rule does not adopt the
language from the NPRM for the
definition of “practice.” See 85 FR at
61651. Instead, it defines “practice” as
“exercising professional judgment to
provide legal advice or legal services
related to any matter before EOIR,” with
a non-exhaustive description of conduct
that constitutes practice in order to
further clarify the meaning of this

6For example, some commenters expressed
apprehension that the proposed rule would end
“Friend of the Court” programs, in which
participants assist the immigration court in person
without entering an appearance by providing
information about particular noncitizens. Contrary
to this claim, the final rule does not affect the
ability of a person to appear as amicus curiae in
immigration proceedings because amicus curiae
appear as an aid to the court and not as a
practitioner. See EOIR Director’s Memorandum 22—
06, Friend of the Court, May 5, 2022, available at
https://www.justice.gov/eoir/page/file/1503696/
download.

language. 8 CFR 1001.1(i). The
description in the final rule includes a
range of conduct: giving legal advice,
drafting and filing documents on behalf
of another person before EOIR, and
appearing in person on behalf of another
person before EOIR. Id. Based on that
description of conduct, examples of
“practice” include, but are not limited
to, the following actions if taken by a
practitioner: engaging in a consultation
with an individual about forming an
attorney-client relationship for
assistance in immigration proceedings,
or otherwise providing legal advice;
discussing available forms of relief
based on a particular noncitizen’s
circumstances; providing legal advice
about how to complete an asylum
application to be filed at an immigration
court; drafting a motion to reopen on
behalf of a noncitizen that is intended
to be filed with the BIA; and appearing
before an immigration judge in person
on behalf of a noncitizen in removal
proceedings.

The rule maintains a broad definition
of “practice” for a specific reason: all
practitioner conduct that constitutes
“practice”—not just conduct that
requires entry of an appearance—may
be subject to EOIR’s Rules of
Professional Conduct and state rules
regulating attorney conduct. See, e.g., 8
CFR 1003.101. For example,
practitioners may be in violation of the
EOIR Rules of Professional Conduct or
state rules for providing a noncitizen
with erroneous advice regarding the
available forms of relief that the
noncitizen relied on to their detriment.
Therefore, practitioners should be
mindful that even if entry of an
appearance is not required, their actions
might nonetheless be subject to other
provisions of the regulations or other
rules.

As discussed above, the terms
“practice” and “preparation” do not
determine when an appearance must be
entered to become the practitioner of
record; practitioners may engage in
some conduct constituting ““practice” or
“preparation’” without having to enter
an appearance to become the
practitioner of record. Moreover, even if
engaging in “practice” or “preparation,”
the practitioner may only be required to
enter a limited appearance if such
conduct constitutes document
assistance as described in 1003.17(b)
and 1003.38(g)(2). For example, if a
practitioner is leading a legal orientation
session to a group of pro se noncitizens,
and in doing so, merely explains
available forms of immigration relief to
them, the practitioner is not required to
enter an appearance of any kind.
However, if a practitioner assists a pro
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se noncitizen in drafting an asylum
application after the presentation
concludes, the practitioner must enter a
limited appearance.

b. “Preparation”

Commenters indicated that the
proposed rule’s definition of
“preparation” could result in
practitioners not providing assistance to
pro se noncitizens. They suggested that
the definition could discourage
practitioners from taking any action that
constitutes “preparation” that could
also be considered “practice” (i.e., the
“exercise of professional judgment” or
“provision of legal advice” in
identifying and completing forms) and
thus, require entry of an appearance
under the NPRM’s definitions. For
example, commenters stated that they
would be less willing to ask basic
questions of noncitizens to assist them
in completing forms or to solicit
information in order to guide them in
selecting applications for relief, if it
would require an entry of appearance as
practitioner of record and bind them to
further obligations to the noncitizen or
EOIR.

The final rule does not adopt the
language of the proposed rule and
retains part of the language of the
existing regulatory definition of
““preparation,” stating that
“preparation” consists “solely of filling
in blank spaces on printed forms.” 7 The
rule makes clear that such action does
not include the “exercise of professional
judgment to provide legal advice or
legal services”’; instead, the provision of
legal advice or services is included
under the definition of “practice,” to
explicitly distinguish ““preparation”
from “practice.” See 8 CFR 1001.1(i),
(k).

The Department believes that the
commenters’ concerns have been
sufficiently addressed. As noted, supra,
an entry of appearance to become the
practitioner of record and to seek
authorization to take on the associated
responsibilities and obligations is not
dictated by the terms ““practice” or
“preparation.” The entry of limited
appearances for document assistance
does not bind practitioners to provide
further assistance, which should

7 Additionally, in response to commenters’
request, the final rule removes references to the
Department of Homeland Security (DHS) in the
“preparation” definition, as DHS is a separate
agency with its own definitions. See 8 CFR 1.2. The
final rule retains existing pre-NPRM regulatory
language regarding non-practitioner preparation
and the requirement that any fees for such
assistance be nominal and that the non-practitioner
cannot hold themselves out as qualified in legal
matters or immigration or naturalization
procedures. See 8 CFR 1001.1(k).

encourage rather than deter
practitioners from providing assistance
to noncitizens.? While a practitioner
will always be required to enter a
limited appearance when engaged in
‘“preparation” (i.e., the ministerial act of
filling in the blanks of printed forms),
doing so does not bind the practitioner
to further obligations to the noncitizen
or EOIR. Even if practitioners engage in
“practice” when providing document
assistance, they are only required to
enter a limited appearance per a Form
EOIR-60 or EOIR-61.

For example, practitioners, without
further obligation, may permissibly
assist a pro se noncitizen in completing
a change of address form (Form EOIR-
33) and engage in “‘preparation,”
provided that the practitioner completes
a limited appearance form.® Without
further obligation to become the
practitioner of record, practitioners may
also assist pro se noncitizens in
completing asylum applications and
provide legal advice on how to present
claims on the form, even though they
are engaging in “practice” and
“‘preparation.” Practitioners doing so are
required to complete a Form EOIR-60 or
EOIR-61 to be filed with the application
and to complete the preparer section of
the form. Conversely, if a practitioner is
merely reading an administrative form
to the applicant, in English or in the
applicant’s primary language, an entry
of appearance would not be required.

4. Form EOIR-60 and Form EOIR-61

In contemplating changes to the
manner of entry of appearance forms as
suggested by the proposed rule, some
commenters stated that completing an

8 Some commenters indicated that it is unfair to
require only practitioners engaging in “‘preparation”
to complete an entry of limited appearance form if
non-practitioners engaging in the exact same
conduct are not obligated to do so. The Department
disagrees. Practitioners have specific legal and
ethical obligations due to their status as
practitioners. Indeed, the final rule requires
completion of a Form EOIR-60 or EOIR-61 in order
to have the practitioner attest that they understand
that EOIR’s Rules of Professional Conduct govern
their conduct. See Forms EOIR-60 and EOIR-61.
Non-practitioners are limited to engaging in
conduct that is exclusively ‘“preparation,” which is
a narrow segment of conduct because the
preparation of most forms requires engaging in
“practice.” Moreover, non-practitioners engaging in
preparation of forms are still required to complete
the preparer section of the forms, when applicable.
EOIR’s Fraud and Abuse Prevention Program will
continue to be investigate reports of non-
practitioners engaging in services beyond those
authorized (i.e., engaging in the unauthorized
practice of law), including those kinds of conduct
defined as “‘practice” in this rule. See EOIR, Fraud
and Abuse Prevention Program, available at https://
www.justice.gov/eoir/fraud-and-abuse-prevention-
program (last updated Mar. 4, 2020).

9The Form EOIR-60 and Form EOIR-61 are
estimated to take no more than 6 minutes to
complete.

additional appearance form for actions
that did not previously require an
appearance form is too burdensome,
especially when they must also
complete the “preparer section” of a
form. After careful deliberation, the
Department determined that the
informational needs of requiring such
disclosure far outweigh the burden
imposed on practitioners.

The goals of this rulemaking include
providing greater flexibility to
practitioners to be able to assist
noncitizens appearing pro se before
EOIR; providing increased access to
legal assistance for such noncitizens,
while adding protections to reduce the
risk of individuals being victimized by
“ghostwriting” and fraud; and ensuring
practitioners are abiding by EOIR’s
Rules of Professional Conduct. The
Department determined that
identification of practitioners through
the submission of an entry of limited
appearance form, plus the additional
requirements regarding the “preparer
section” on forms and disclosure of
assistance on other documents through
name and signature, will reduce the risk
to the public of unscrupulous
individuals that currently prey on
vulnerable noncitizens through
“ghostwriting.” For example, the
Department believes that, by increasing
flexibility for practitioners who wish to
provide varying types of assistance to
noncitizens in proceedings before EOIR,
the pool of individuals engaged in
legitimate practices and available to
assist noncitizens will expand, leaving
less room for bad actors. Such
requirements will also hold
practitioners accountable for the
document assistance they perform
pursuant to the final rule.

Ghostwriting is a practice that occurs
when an unidentified individual,
whether a practitioner or non-
practitioner, assists a noncitizen with or
drafts pleadings, applications, petitions,
motions, briefs, or other documents that
are filed with EOIR. Ghostwritten
documents can contain false or
fraudulent information, sometimes
unbeknownst to the noncitizen, and
often present substandard, incomplete,
inaccurate, or boilerplate work
products. Ghostwriting is often a means
for unscrupulous or unqualified
individuals and other bad actors to
deceive and mislead noncitizens and
EOIR or, with the acquiescence of
noncitizens, ghostwriting may be a
means to perpetuate fraud and
undermine proceedings.

As described in the NPRM,
ghostwriting is harmful to parties and
undermines the integrity of proceedings,
candor to the tribunal, and
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accountability. See 85 FR at 61647; see
also, e.g., Villagordoa Bernal v.
Rodriguez, No. 16—cv—152—CAS, 2016
WL 3360951, at *7 (C.D. Cal. June 10,
2016) (“[T]lhe parties are reminded that
ghostwriting of pro se filings is, of
course, inappropriate and potentially
sanctionable conduct.”) (citing Ricotta
v. Calif., 4 F. Supp. 2d 961, 986 (S.D.
Cal. 1998))); Tift v. Ball, No. 07—cv—276—
RSM, 2008 WL 701979, at *1 (W.D.
Wash. Mar. 12, 2008) (“It is therefore a
violation for attorneys to assist pro se
litigants by preparing their briefs, and
thereby escape the obligations imposed
on them under Rule 11.”); Laremont-
Lopez v. SE Tidewater Opportunity Ctr.,
968 F. Supp. 1075, 1078-79 (E.D. Va.
1997) (explaining that ghostwriting
causes confusion regarding
representation, interferes with the
administration of justice, constitutes a
misrepresentation to the court under
Rule 11, and while “convenient for
counsel,” disrupts the proper conduct of
proceedings).

Importantly, under the final rule,
allowing practitioners to enter an
appearance for document assistance
without further obligation to act on
behalf of a pro se noncitizen should
expand noncitizens’ access to
practitioner assistance. Indeed,
commenters indicated that they would
be able to provide more services to
nongcitizens if limited appearances for
document assistance were permitted.
Unqualified or unethical individuals
and other bad actors should have a
reduced ability to operate in
immigration proceedings through
“ghostwriting” because practitioners
who may have been dissuaded from
providing assistance if they could not
limit their role to document assistance
will be more willing to engage in a
limited appearance, thereby furthering
the ability of noncitizens to find
authorized and competent practitioners
who are willing to identify themselves
and provide assistance. Identification
will also enable noncitizens, EOIR, and
other authorities to hold practitioners
accountable for the quality and
substance of the limited documentary
assistance work they perform.

These benefits far outweigh the
burdens of having to complete the entry
of a limited appearance form, which is
estimated to take only 6 minutes to
complete, and the other disclosure
requirements of the final rule. See infra
Section V.H. Paperwork Reduction Act
of 1995 (further explaining the benefits
of these regulatory changes). Indeed, as
described below, the new limited
appearance forms are less burdensome
than the revisions to the appearance
forms the Department proposed in the

NPRM. In contrast to the originally
proposed forms, the new Forms EOIR—
60 and Form EOIR-61 do not include
the proposed information collection that
would have required signature by the
noncitizen and disclosure of fees
charged by a practitioner.

Given the benefits of identifying
practitioners who provide only
document assistance before EOIR, the
Department agrees with the commenters
that separate appearance forms for the
entry of a limited appearance are more
appropriate than attempting to modify
the existing appearance forms to capture
this unique type of appearance. Further,
the Department recognizes that revising
the Form EOIR-27 and Form EOIR-28
to encompass substantially different
circumstances could cause confusion
over the practitioner’s representation
status. Thus, the Department created the
Form EOIR-60 and Form EOIR-61 for
practitioners’ entry of a limited
appearance rather than revising Form
EOIR-27 and Form EOIR-28. These new
forms provide the most efficient means
for EOIR to track the identity of
practitioners who have entered a limited
appearance for document assistance, as
distinct from those who have entered an
appearance as practitioner of record.

Some commenters indicated that the
Department did not allow the public an
opportunity to comment on the draft
forms contemplated for limited
appearances. Pursuant to the Paperwork
Reduction Act of 1995, agency
discussion of the information collection
and the provision of instructions for
providing public comments in the
associated rulemaking is sufficient to
provide the required public notice. See
44 U.S.C. 3506(c)(2)(A) (listing
considerations for which an agency
must solicit public comment on
proposed information collections). The
NPRM contained such information and
described the intended changes to the
Forms EOIR-27 and EOIR-28. See 85 FR
at 61647. However, after consideration
of the public comments that
recommended separate forms for
entering a limited appearance in balance
with the agency’s needs, the Department
decided to proceed in line with that
recommendation. In order to provide
the public with the opportunity to
comment on that decision, the
Department published a 60-day notice
in the Federal Register on August 30,
2021, that the Department was inviting
public comments ahead of its
submission to the Office of Management
and Budget for review and approval. See
86 FR 48443. The public comment
period closed on October 29, 2021. No
public comments were received.

5. Requirements of Form EOIR-60 and
Form EOIR-61

When a Form EOIR-60 or Form
EOIR-61 is completed, the final rule
provides that it must not be filed as a
standalone document. 8 CFR
1003.17(b)(1), 1003.38(g)(2)(i). Rather, a
single Form EOIR-60 or Form EOIR-61
must be filed with the immigration
court or the BIA, respectively, with the
document on which a practitioner has
provided assistance. If a practitioner
prepares, drafts, or completes a set of
documents that are filed together, a
single Form EOIR-60 or Form EOIR-61
may be completed to accompany that set
of documents. Id. As provided in this
rule, the practitioner must also complete
the preparer section of any forms, if
applicable, and must identify the
practitioner by name and signature on
any motions or briefs being submitted.

8 CFR 1003.17(c), 1003.38(g)(3).
Noncitizens may file the entry of a
limited appearance and assisted
documents themselves or may arrange
for an individual, such as the
practitioner who assisted, to file the
documents in accordance with EOIR
filing policies. See, e.g., EOIR,
Immigration Court Practice Manual Ch.
3.1(a), available at https://
www.justice.gov/eoir/eoir-policy-
manual/part-ii-ocij-practice-manual
(last updated Dec. 16, 2021) (explaining
how documents may be filed with EOIR,
either through the U.S. Postal Service or
by courier, or electronically where
permitted and/or required, and that
“[h]land-delivered filings should be
brought to the Immigration Court’s
public window during that court’s filing
hours”). After any such initial filing of
a document or set of documents with a
Form EOIR-60 or EOIR-61, a
subsequent filing of a document or set
of documents in which a practitioner
provided document assistance must be
accompanied by a separate Form EOIR—
60 or Form EOIR-61. 8 CFR
1003.17(b)(1), 1003.38(g)(2)(i).

The Form EOIR-60 and Form EOIR-
61 requires the practitioner to provide
the following data: practitioner’s name;
contact information; bar number
(“BAR#”) or EOIR identification number
(“EOIR ID#”),10 as applicable; and a

10]n response to a commenter’s question
regarding registration to practice before EOIR, the
regulations at 8 CFR 1292.1(f) already authorize the
registration of “‘attorneys and accredited
representatives . . . as a condition of practice
before immigration judges or the Board of
Immigration Appeals.” Under the registration
procedures established pursuant to these
regulations, practitioners who are attorneys or
accredited representatives are already required to
complete the electronic registration process prior to
entering an appearance before EOIR, regardless of

Continued
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description of the underlying
document(s) for which assistance was
provided. The practitioner’s signature
attests that they explained the scope of
their limited assistance to the pro se
noncitizen,!? that they are an authorized
and qualified “practitioner,” and that
they understand that they are bound by
EOIR’s Rules of Professional Conduct.
The Department has taken steps to
minimize any burden imposed on
practitioners by deleting the
“certification by the pro se respondent”
and ‘““fees charged” fields as proposed
by the NPRM. See 85 FR at 61645. The
Department agrees with commenters
that the information regarding fees is
unnecessary because such information
is not captured on the Form EOIR-27 or
Form EOIR-28 and because excessive or
unethical legal fees are regulated
through EOIR’s Rules of Professional
Conduct and similar state rules and
standards. The Department estimates
that the Forms EOIR-60 or EOIR-61 are
expected to take no more than 6 minutes
to complete.

6. Noncitizen Retains Pro Se Status

In cases where a practitioner enters a
limited appearance for document
assistance, the noncitizen remains pro
se and unrepresented in the EOIR
proceedings. See 8 CFR 1003.17(b)(2),
1003.38(g)(2)(ii). Through the
submission of the Form EOIR-60 or
Form EOIR-61, the practitioner is not
transformed into the practitioner of
record, and thus, is not required to
appear in immigration court or before
the BIA on the noncitizen’s behalf, will
not receive service of process of any
case filings, and will not be provided
with access to the record of
proceedings.12 See 8 CFR 1003.17(b)(2),
1003.38(g)(2)(ii).

whether that appearance is limited to providing
document assistance.

11Relatedly, the Department is cognizant of
potential difficulties raised by the public in
completing document assistance with noncitizens
who are detained. However, those difficulties exist
independently of the final rule. In fact, if a
practitioner is able to provide underlying document
assistance to a detained noncitizen, then they will
be able to explain the scope of their limited
appearance—as required by the attestation on the
Form EOIR-60 and EOIR-61—at the same time.
Similar to the current entry of appearance forms
EOIR-27 and EOIR-28, the noncitizen’s signature is
not required on the EOIR-60 and EOIR-61, further
minimizing the burden of entering a limited
appearance.

12 Commenters urged that access to the record of
proceedings should be allowed for practitioners
entering limited appearances. However, the
Department decided that existing access procedures
properly balance access with security and
confidentiality and should remain unchanged given
the discrete scope of a limited appearance for
document assistance. This is particularly so, given
that practitioners engaging in limited appearances
do not have the same obligations as those intending

B. Rules of Professional Conduct

Many commenters indicated that the
NPRM'’s proposed revisions to the
disciplinary rule, 8 CFR 1003.102(t), to
delete the “pattern or practice”
requirement, and instead include
language that indicates that failure to
file an appearance form even one time
could result in disciplinary action, is
problematic because a single mistake
should not be sufficient to institute
disciplinary action. Moreover, they
raised concerns regarding the proposed
revisions to 8 CFR 1003.102(u), which
would penalize the drafting of
documents that are later filed with
EOIR. Commenters stated that, due to
the proposed provision’s ambiguity
about the scope of “drafting,”
disciplinary action could be based on
templates or example briefs that
organizations provide to pro se
noncitizens but are completed later in
time without the assistance of a
practitioner. Practitioners are concerned
that they could be disciplined for
substandard quality of such filings
when they did not actually assist in
completing them.

The Department agrees that 8 CFR
1003.102(t) should include language to
clarify that a single instance of failing to
file an appropriate entry of appearance
form does not lead to disciplinary
action. Therefore, the final rule amends
8 CFR 1003.102(t) to allow discipline of
any practitioner who “repeatedly” fails
to sign and file the appropriate entry of
appearance form. ‘Repeatedly,” rather
than “pattern or practice,” is an easily
understood standard that is used for
other grounds for discipline. See 8 CFR
1003.102(1) (“[r]lepeatedly fails to appear
.. .”); 1003.102(u) (“[r]epeatedly files
notices, motions, briefs, or claims that
reflect little or no attention to the
specific factual or legal issues . . .”).
“Repeatedly” serves to clarify that only
a practitioner who fails to file the proper
appearance form on more than one
occasion is subject to discipline.
Additionally, based on the changes in
this final rule—to both the definitions of
“practice” and “preparation” and the

to be practitioner of record. Thus, the final rule
makes no changes to existing record of proceedings
access procedures. See, e.g., EOIR, Immigration
Court Practice Manual, Ch. 1.6(c) (last updated Feb.
14, 2022) (explaining access procedures).
Alternatively, practitioners who are not the
practitioner of record in a case may obtain the
record of proceeding from the noncitizen—who
may make an electronic request by email directly
to the immigration court or BIA for a copy—or
practitioners may submit a Freedom of Information
Act (FOIA) request to EOIR that includes signed
written consent from the noncitizen who is the
subject of the record of proceeding. See e.g., id., at
Ch. 12.2 (describing the process for making a
request directly with the immigration court or BIA
or through the FOIA process).

provisions of 8 CFR 1003.17 and
1003.38—references to “practice” and
“preparation” in the current 8 CFR
1003.102(t) have been removed as
unnecessary to effectively describe the
conduct subject to disciplinary action.3

The final rule also amends 8 CFR
1003.102(u) to subject practitioners to
discipline if they repeatedly “draft”
notices, motions, briefs or claims that
are filed with DHS or EOIR that rely on
boilerplate language and reflect little or
no attention to the specific facts or legal
issues applicable to a client’s case. This
ground of discipline currently focuses
on practitioners who repeatedly “file”
such documents. See 65 FR 39526, June
27, 2000, as amended at 73 FR 76923,
Dec. 18, 2008, 81 FR 92362, Dec. 19,
2016 (8 CFR 1003.102(u)). Given that
practitioners can permissibly draft
documents for pro se noncitizens under
the changes to the final rule that permit
a limited appearance for document
assistance, the Department determined
that it is necessary to amend this ground
to hold practitioners accountable for the
quality of their assistance on such
documents. 8 CFR 1003.102(u). The
applicability of this provision should
not depend on whether documents
drafted by a practitioner under this rule
are ““filed” by the practitioner or are
“filed”” by the noncitizen after receiving
the practitioner’s documentary
assistance.

Commenters’ concern about being
subject to discipline for documents
completed and filed by pro se
noncitizens without practitioner
assistance is unfounded. The use of
template documents or form pleadings,
drafted by a practitioner but later
completed and filed by pro se
noncitizens who add case-specific
information without any assistance by
the practitioner, need not be
accompanied by a Form EOIR-60 or
Form EOIR-61 or the practitioner’s
name and signature. Because the
practitioner who created the template or
form pleading did not provide

13 The terms “practice” and ‘“preparation” as
included in current 8 CFR 1003.102(t) were, in part,
the subject of a Federal lawsuit, Northwest
Immigration Rights Project (NWIRP) v. Garland, No.
2:17—-cv—-00716 (W.D. Wash.). To the extent
commenters have raised concerns that the proposed
rule violates a Settlement Agreement entered in that
litigation, such concerns are unfounded as the final
rule satisfies the aims of the Settlement Agreement.
See generally Notice of Settlement and Filing of
Settlement Agreement, NWIRP v. Barr, No. 2:17—
cv-00716 (W.D. Wash. Apr. 17, 2019) (permitting
Department to aim to promulgate regulations
allowing practitioners to provide pro se noncitizens
with document assistance without requiring
practitioner to enter appearance as practitioner of
record and to require identification of such
practitioners to EOIR with the option of
disciplinary procedures for failing to do so).
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assistance with the drafting of the case-
specific content of the document filed
by the noncitizen, the practitioner
would not be responsible for such
document.14

Further, the final rule creates a
separate ground for discipline at 8 CFR
1003.102(w), which requires
practitioners to sign documents in
conformity with EOIR rules and any
form instructions. This provision builds
on and provides further clarity to the
prohibition on practitioners failing to
sign pleadings, applications, motions, or
other filings that was previously
included at 8 CFR 1003.102(t)(2).

C. Miscellaneous Changes

Finally, the final rule makes changes
to 8 CFR 1003.2 and 1003.3 to include
references to when the new entry of
appearance form, Form EOIR-60, must
be utilized in filings regarding
reopening before the BIA and when the
form must be filed with a Notice of
Appeal before the BIA, respectively.
This clarification is necessary to inform
practitioners that any document
assistance with respect to filings
regarding reopening before the BIA or a
Notice of Appeal before the BIA falls
under the scope of 8 CFR 1003.38 and
thus requires an entry of appearance.

Additionally, the final rule moves
(without change) the definition of the
term ‘“‘practitioner” from EOIR’s Rules
of Professional Conduct, see 8 CFR
1003.101(b), to the list of generally
applicable definitions section. The
Department is moving this term for
clarity since the provisions at 8 CFR
1003.17 and 1003.38 regarding entry of
appearances apply to all types of
practitioners.

IV. Notice-and-Comment Requirements

The NPRM provided for a 30-day
notice and comment period as required
pursuant to 5 U.S.C. 553. The proposed
rule provided sufficient detail and
rationale to permit interested parties to
comment meaningfully. Indeed, the
Department received a number of
substantive comments recommending
changes to the rule that have, in fact,
been adopted in certain respects. For
example, pursuant to the public input
received, the final rule eliminates the
proposed requirements to disclose fees
and obtain a signed written attestation
from the noncitizen and creates separate
forms for entering a limited appearance.
Despite the discussion of the relevant
issues in the NPRM, some commenters

14However, the template itself or the provision of
such a template may implicate other disciplinary
rules depending on the facts and circumstances. For
example, if the template is legally deficient in some
manner, disciplinary rules may be at issue.

contended that the 30-day comment
period for this rule was insufficient
because there were significant equities
at stake, this rule was not time-sensitive,
and the COVID-19 pandemic made it
difficult to respond properly to the
proposed rule on a short timeframe.

While the APA does not require a
minimum specific length of time for the
comment period, the Department
believes the 30-day comment period
was clearly sufficient given the limited
set of issues addressed in the NPRM and
the volume and detail of comments
received. See 5 U.S.C. 553(b), (c).
Moreover, the Department provided an
additional 60-day notice and comment
period to comment on the proposed
entry of limited appearance Forms
EOIR-60 and EOIR-61, which reflected
that the disclosure of fees and
attestation from the noncitizen were not
being required. No comments were
received regarding those forms during
that comment period.

The revisions to “practice” and
“preparation,” at 8 CFR 1001.1(i) and
(k), maintain the general framework of
the definitions in the proposed rule, and
also provide additional clarity about
their scope. The changes to the
regulatory text are within the scope of
the notice provided by the NPRM, and
the adopted changes are consistent with
the public comments received.
Therefore, the final rule is a logical
outgrowth of the proposed agency
action described in the NPRM See, e.g.,
Environmental Defense Center v. U.S.
E.P.A., 344 F.3d 832, 851-52 (9th Cir.
2003); American Water Works Ass’n v.
E.P.A., 40 F.3d 1266, 1274 (D.C. Cir.
1994). Thus, the purpose of the NPRM
was adequately stated and the interested
parties could reasonably have
anticipated the final rulemaking from
the NPRM and the comments received.

V. Regulatory Requirements

A. Administrative Procedure Act

This final rule is being published with
a 60-day delayed effective date, greater
than the minimum 30-day period
required by the Administrative
Procedure Act. 5 U.S.C. 553(d).

B. Regulatory Flexibility Act

The Attorney General, in accordance
with the Regulatory Flexibility Act (5
U.S.C. 605(b)), has reviewed this
regulation and, by approving it, certifies
that this rule will not have a significant
economic impact on a substantial
number of small entities. Though many
practitioners may qualify as small
entities under the Regulatory Flexibility
Act, the burdens of this rule will
typically be limited to the submission of

forms identifying their personal
participation, a requirement estimated
to require 6 minutes of time in each
instance.

Practitioners who wish to represent
noncitizens in person as practitioner of
record in immigration proceedings are
already required to submit a Form
EOIR-27 or EOIR-28, and all
individuals who prepare an application
form or other form for a noncitizen are
already required to disclose such
preparation if the form requires it. This
rule will require practitioners who
provide document assistance to
noncitizens to submit a Form EOIR-60
or EOIR-61, if they elect not to become
the practitioner of record to represent
them in EOIR proceedings. However,
most, if not all, such practitioners are
well-versed in submitting a similar
Form EOIR-27 or EOIR-28 for entry of
appearance in cases in which they do
represent a noncitizen in proceedings
before EOIR. The new Forms EOIR-60
or EOIR-61 are similar in nature to the
existing appearance forms, and
therefore, should be simple to complete.
They are not expected to take more than
6 minutes to complete and will only
involve providing information that the
practitioner providing assistance
already knows well—i.e., their own
contact information and identification
of the documents they assisted with.

The Department has also determined
that the needs of requiring such
disclosure far outweigh the burden
imposed on practitioners. The goals of
this rulemaking include providing
greater flexibility to practitioners to be
able to assist noncitizens appearing pro
se before EOIR and increasing access to
legal assistance for such noncitizens
because practitioners who may have
been dissuaded from providing
assistance if they could not limit their
role to document assistance will be
more willing to engage in a limited
appearance. The Department expects
that this rulemaking will increase the
number of competent practitioners
willing to identify themselves to EOIR.
These changes, in turn, will likely
diminish the risk of individuals being
exploited by unaccountable
“ghostwriting” because unqualified and
unethical individuals should have a
reduced ability to operate in
immigration proceedings. Finally, the
enhanced identification provisions of
the rulemaking will ensure that
practitioners are abiding by EOIR’s
Rules of Professional Conduct by
allowing EOIR to hold practitioners
accountable for the quality and
substance of their work.

In order to achieve these goals, EOIR
must have a means of accurately
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identifying practitioners providing
document assistance under the terms of
this rule. The Department recognizes
that requiring practitioners to complete
an entry of limited appearance form
does impose a burden on practitioners,
and the Department has taken steps to
minimize that as much as possible,
without sacrificing the requirements
necessary to safeguard noncitizens from
unscrupulous actors. Therefore, even
though there will be an impact on
practitioners, the Department believes
that the needs far outweigh the burden.

C. Unfunded Mandates Reform Act of
1995

This rule will not result in the
expenditure by State, local and tribal
governments, in the aggregate, or by the
private sector, of $100 million or more
in any one year (as adjusted for
inflation), and it will not significantly or
uniquely affect small governments.
Therefore, no actions were deemed
necessary under the provisions of the
Unfunded Mandates Reform Act of
1995.

D. Congressional Review Act

This rule is not a major rule as
defined by section 804 of the
Congressional Review Act. However, the
Department will be submitting the
required reports under the
Congressional Review Act to the
Government Accountability Office and
to the House and Senate.

E. Executive Orders 12866 and 13563

The Office of Information and
Regulatory Affairs (OIRA) has
determined that this rule is a
“significant regulatory action” under
section 3(f) of Executive Order 12866
(Regulatory Planning and Review).
Accordingly, this rule has been
submitted to the Office of Management
and Budget (OMB) for review. This rule
has been drafted and reviewed in
accordance with Executive Order
12866’s section 1(b), Principles of
Regulation, and in accordance with
section 1(b) of Executive Order 13563
(Improving Regulation and Regulatory
Review), General Principles of
Regulation.

Executive Orders 12866 and 13563
direct agencies to assess all costs and
benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health, and safety
effects, distributive impacts, and
equity). Executive Order 13563
emphasizes the importance of using the
best available methods to quantify costs

and benefits, reducing costs,
harmonizing rules, and promoting
flexibility.

As discussed above, practitioners who
wish to act as practitioner of record for
noncitizens in person in immigration
proceedings are already required to
submit Form EOIR-27 or EOIR-28 and
all individuals who prepare an
application form for a noncitizen are
already required to disclose such
preparation if the form requires it.
Although this rule will require
practitioners who provide document
assistance to noncitizens but elect not to
become the practitioner of record to
represent them in court, to submit a
Form EOIR-60 or EOIR-61, most, if not
all, such practitioners are well-versed in
submitting a similar Form EOIR-27 or
EOIR-28 for cases in which they
represent a noncitizen in proceedings
before EOIR.

Moreover, the limited appearance
form, which substantially mirrors
existing forms, will not add any
significant time burden. The new Forms
EOIR-60 or EOIR-61 are similar in
nature to the existing appearance forms
and are not expected to take more than
6 minutes to complete. They only
involve providing information that the
practitioner providing assistance
already knows well—i.e., their own
contact information and basic details
about the limited appearance by
identifying the documents for which
they provided assistance. Any costs to
practitioners will be solely in relation to
completing the limited appearance form
and explaining the scope of their
assistance to the noncitizen. The
practitioner may, but is not required to,
separately serve the form on DHS or
EOIR. Rather, the practitioner may
provide the form to the pro se
noncitizen for them to file and serve
with the underlying document.

Thus, for the reasons explained above
and in the NPRM, the expected costs of
this rule are likely to be de minimis.

F. Executive Order 13132 (Federalism)

This rule will not have substantial
direct effects on the States, on the
relationship between the Federal
government and the States, or on the
distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with section 6 of Executive
Order 13132, the Department has
determined that this rule does not have
sufficient federalism implications to
warrant the preparation of a federalism
summary impact statement.

G. Executive Order 12988 (Civil Justice
Reform)

This rule meets the applicable
standards set forth in sections 3(a) and
3(b)(2) of Executive Order 12988.

H. Paperwork Reduction Act of 1995

The Department of Justice, through
EOIR, has submitted an information
collection request to OMB for review
and clearance in accordance with
review procedures of the Paperwork
Reduction Act of 1995, Public Law 104—
13, 44 U.S.C. chapter 35, and its
implementing regulations, 5 CFR part
1320. The Department, through EOIR,
previously submitted this rulemaking,
including a request for a new
information collection (ICR Ref. No.
202111-1125-001), to the Office of
Management and Budget (OMB) for
review and approval in accordance with
the Paperwork Reduction Act of 1995.
This proposed information collection
was previously published in the Federal
Register at 86 FR 48443 (Aug. 30, 2021),
allowing for a 60-day comment period.
OMB assigned OMB Control Number
1125-0021 to this collection. Further
comments are encouraged and will be
accepted for 30 days from the date of
publication of this rulemaking. Written
comments and recommendations for the
proposed information collection should
be sent within 30 days of publication of
this notice to https://www.reginfo.gov/
public/do/PRAMain. Find this
particular information collection by
selecting ““Currently under Review—
Open for Public Comments” or by using
the search function.

The Department received comments
related to the proposed information
collections associated with this
rulemaking. In the proposed rule, the
Department stated that it would revise
Form EOIR-26, Notice of Appeal from a
Decision of an Immigration Judge; Form
EOIR-27; and Form EOIR-28, to allow
for limited appearances as contemplated
in this rule. See 85 FR at 61650.
However, after further deliberation, the
Department has decided to pursue a
new information collection request
(ICR) containing two new standalone
forms for limited appearances related to
document assistance for pro se
noncitizens. The Department
appreciates commenters’
recommendation that the Department
create separate forms for the entry of a
limited appearance before the
immigration courts and the BIA. The
commenters’ concerns that amending
the existing entry of appearance forms
would cause confusion that could lead
to the misuse of the collection were
valid. Thus, EOIR has created the Forms
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EOIR-60, Notice of Entry of Limited
Appearance for Document Assistance
Before the Board of Immigration
Appeals, and EOIR-61, Notice of Entry
of Limited Appearance for Document
Assistance Before the Immigration
Court. The forms will be made available
on EOIR’s website, in a fillable .pdf
format. This rule implements new
requirements for practitioners to enter a
limited appearance when assisting a pro
se noncitizen with documents intended
to be filed with EOIR. This information
collection is necessary to allow a
practitioner to notify the BIA or the
Immigration Court that the practitioner
is entering a limited appearance to assist
a pro se noncitizen with a legal filing or
other document intended to be filed
with EOIR. In completing the form,
practitioners must confirm that they
have explained the scope of their
limited assistance to the noncitizen and
the form must be filed with the
associated documents. The form creates
no continuing obligation on the part of
the practitioner, and because of this, a
new form must be filed with each
document submission. EOIR currently
uses appropriate information technology
to reduce burdens and improve data
quality, agency efficiency, and
responsiveness to the public. Under this
rule, EOIR will continue to do so to the
maximum extent practicable and will
explore implementing technology to
facilitate information collections.

Under the current regulation, it is
estimated that it takes a total of 6
minutes to complete an entry of
appearance form. At this time, it is
difficult for EOIR to estimate the total
receipts it will receive for this new
collection. Pursuant to the NPRM, EOIR
estimated the total receipts would be at
least as many receipts as received for
the other two forms for the entry of
appearance before the Immigration
Court (Form EOIR-28) and the Board of
Immigration Appeals (Form EOIR-27).
These forms are used for practitioners
who wish to appear on behalf of a
noncitizen in pending proceedings and
remain the practitioner of record to
which all obligations and
responsibilities attach. Forms EOIR-28
and EOIR-27 are not used for limited
appearance purposes, but EOIR expects
that at least some of those practitioners
will enter limited appearances to assist
noncitizens with document filings.
Therefore, in order to not underestimate
the burden, EOIR will assume that it
will receive as many entries for limited
appearances as it does for full
appearances. Therefore, the total
number of submissions of the Forms
EOIR-60 and EOIR-61 are expected to

be 841,029 (the total receipts for the
EOIR-27 (53,816) and EOIR-28
(787,213) for FY2019 as provided in the
NPRM). The total public burden of these
revised collections is estimated to be
84,102.9 burden hours annually (for
Form EOIR-27, 53,816 noncitizens (FY
2019) x 1 response per noncitizen x 6
minutes per response = 5,381.6 burden
hours) + (for Form EOIR-28, 787,213
noncitizens (FY 2019) x 1 response per
noncitizen x 6 minutes per response =
78,721.3 burden hours) = 84,102.9
burden hours).

Following the new ICR’s review and
approval by the Office of Information
and Regulatory Affairs (OIRA), the
Department will publish notice of the
new forms in the Federal Register.
Following that publication, use of the
new standalone form will be mandatory
as outlined in 8 CFR 1003.17(a)(2) and
1003.38(g)(1)(ii).

List of Subjects

8 CFR Part 1001

Administrative practice and
procedure, Immigration.

8 CFR Part 1003

Administrative practice and
procedure, [Noncitizens], Immigration,
Legal services, Organization and
functions (Government agencies).

Accordingly, for the reasons stated in
the preamble, parts 1001 and 1003 of
title 8 of the Code of Federal
Regulations are amended as follows:

PART 1001—DEFINITIONS

m 1. The authority citation for part 1001
continues to read as follows:

Authority: 5 U.S.C. 301; 8 U.S.C. 1101,
1103; Pub. L. 107-296, 116 Stat. 2135; Title
VII of Pub. L. 110-229.

m 2.In §1001.1, revise paragraphs (i)
and (k) and add paragraph (ff) to read as
follows:

§1001.1 Definitions.
* * * * *

(i) The term practice means exercising
professional judgment to provide legal
advice or legal services related to any
matter before EOIR. Practice includes,
but is not limited to, determining
available forms of relief from removal or
protection; providing advice regarding
legal strategies; drafting or filing any
document on behalf of another person
appearing before EOIR based on an
analysis of applicable facts and law; or
appearing on behalf of another person in
any matter before EOIR.

* * * * *

(k) The term preparation means the
act or acts consisting solely of filling in

blank spaces on printed forms with
information provided by the applicant
or petitioner that are to be filed with or
submitted to EOIR, where such acts do
not include the exercise of professional
judgment to provide legal advice or
legal services. When this act is
performed by someone other than a
practitioner, the fee for filling in blank
spaces on printed forms, if any, must be
nominal, and the individual may not
hold himself or herself out as qualified
in legal matters or in immigration and

naturalization procedure.
* * * * *

(ff) The term practitioner means an
attorney as defined in paragraph (f) of
this section who does not represent the
Federal Government, or a representative
as defined in paragraph (j) of this
section.

PART 1003—EXECUTIVE OFFICE FOR
IMMIGRATION REVIEW

m 3. The authority citation for part 1003
continues to read as follows:

Authority: 5 U.S.C. 301; 6 U.S.C. 521; 8
U.S.C. 1101, 1103, 1154, 1155, 1158, 1182,
1226, 1229, 1229a, 1229b, 1229c¢, 1231,
1254a, 1255, 1324d, 1330, 1361, 1362; 28
U.S.C. 509, 510, 1746; sec. 2 Reorg. Plan No.
2 of 1950; 3 CFR, 1949-1953 Comp., p. 1002;
section 203 of Pub. L. 105-100, 111 Stat.
2196—200; sections 1506 and 1510 of Pub. L.
106-386, 114 Stat. 1527—-29, 1531-32; section
1505 of Pub. L. 106554, 114 Stat. 2763A—
326 to —328.

m 4.In § 1003.2, revise paragraph (g)(1)
to read as follows:

1003.2 Reopening or reconsideration
before the Board of Imnmigration Appeals.

* * * * *

)***

(1) English language, entry of
appearance, and proof of service
requirements. A motion and any
submission made in conjunction with a
motion must be in English or
accompanied by a certified English
translation. If a party other than DHS is
represented, any motion or related filing
by that party must be accompanied by
a Form EOIR-27, Notice of Entry of
Appearance as Attorney or
Representative Before the Board,
pursuant to 8 CFR 1003.38(g)(1). Ifa
party other than DHS is pro se and
receives document assistance from a
practitioner with a motion or related
filing pursuant to 8 CFR 1003.38(g)(2),

a Form EOIR-60 must be filed with the
motion or related filing. In all cases, the
motion must include proof of service on
the opposing party of the motion and all
attachments. If the moving party is not
DHS, service of the motion must be
made upon the DHS office in which the
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case was completed before the
immigration judge.

m 5.In 1003.3, revise paragraph (a)(3) to
read as follows:

1003.3 Notice of appeal.

(a) * K* %

(3) General requirements for all
appeals. The appeal must be
accompanied by a check, money order,
or fee waiver request in satisfaction of
the fee requirements of § 1003.8. If the
respondent or applicant is represented,
pursuant to 8 CFR 1003.38(g)(1), a Form
EOIR-27, Notice of Entry of Appearance
as Attorney or Representative Before the
Board, must be filed with the Notice of
Appeal. If the respondent or applicant
receives document assistance from a
practitioner with the appeal, pursuant to
8 CFR 1003.38(g)(2), a Form EOIR-60
must be filed with the Notice of Appeal.
The appeal and all attachments must be
in English or accompanied by a certified

English translation.
* * * * *

m 6. Revise § 1003.17 to read as follows:

1003.17 Entry of appearance.

(a) Entering an appearance using
Form EOIR-28. A practitioner must
enter an appearance in proceedings
before an immigration court using Form
EOIR~-28 to perform the functions of and
become the practitioner of record. The
practitioner of record is authorized and
required to appear in immigration court
on behalf of the respondent, file all
documents on behalf of the respondent,
and accept service of process of all
documents filed in the proceedings. The
practitioner may enter an appearance to
be the practitioner of record for all
proceedings before the immigration
court, or for custody and bond
proceedings only, or for all proceedings
other than custody and bond
proceedings. A practitioner’s entry of
appearance in only a custody or bond
proceeding shall be separate and apart
from an entry of appearance in any
proceeding other than custody or bond
before the immigration court. The Form
EOIR-28 must indicate whether the
practitioner’s entry of appearance is for
all proceedings, for custody and bond
proceedings only, or for all proceedings
other than custody and bond
proceedings.

(1) Filing Form EOIR-28. The
practitioner must file a copy of the Form
EOIR-28 with the immigration court
and serve a copy on DHS as required by
8 CFR 1003.32. The practitioner must
file and serve a Form EOIR-28 even if
the practitioner has previously filed a
separate Notice of Entry of Appearance

with DHS for appearances before DHS
or previously entered a limited
appearance using Form EOIR-61 in
connection with document assistance
under paragraph (b) of this section.

(2) Effect of Filing Form EOIR-28. A
practitioner who enters an appearance
using Form EOIR-28 is the practitioner
of record and must appear in
immigration court on behalf of the
respondent, file all documents on behalf
of the respondent, and accept service of
process of all documents filed in the
proceedings, consistent with 8 CFR
1292.5. Filing a Form EOIR-28 provides
the practitioner with access to the
record of proceedings during the course
of proceedings. A respondent shall be
considered represented for the
proceedings in which an EOIR-28 has
been filed.

(3) Withdrawal or substitution. A
practitioner who enters an appearance
on behalf of a respondent before the
immigration court by filing a Form
EOIR-28 remains the practitioner of
record unless an immigration judge
permits withdrawal or substitution
during proceedings upon oral or written
motion submitted without fee.

(b) Entering a limited appearance for
document assistance using Form EOIR-
61. A practitioner who provides
assistance to a pro se respondent with
the drafting, completion, or filling in of
blank spaces of a specific motion, brief,
form, or other document or set of
documents intended to be filed with the
immigration court, regardless of
whether such assistance is considered
“practice” or ‘‘preparation’ as defined
in 8 CFR 1001.1, must disclose such
limited assistance to the immigration
court using Form EOIR-61, unless
pursuant to paragraph (a) the
practitioner has filed a Form EOIR-28 to
become the practitioner of record.

(1) Filing Form EOIR-61. A Form
EOIR-61 must not be filed as a
standalone document. The single Form
EOIR-61 must be filed with the
immigration court at the same time as
the document or set of documents with
which the practitioner assisted. Any
subsequent filing of a document or set
of documents with which a practitioner
assisted must be accompanied by a new
Form EOIR-61.

(2) Effect of Filing Form EOIR-61. A
practitioner who enters a limited
appearance using Form EOIR-61 is not
the practitioner of record, is not
required to appear on behalf of
respondent before the immigration
court, and is not required to submit a
motion to withdraw or substitute. The
submission of a Form EOIR-61 does not
create additional ongoing obligations
between the practitioner, the

respondent, and EOIR. An appearance
through Form EOIR-61 does not provide
the practitioner with access to the
record of proceedings. A respondent
who received assistance pursuant to this
paragraph is not represented, remains
pro se, and is subject to service of
process of all documents filed in the
proceedings, consistent with 8 CFR
1292.5.

(c) Completing an appearance form,
proof of qualification, disclosure
requirements, and identification. The
practitioner must properly complete and
sign any Form EOIR-28 or Form EOIR—
61, as required by the form instructions.
A practitioner’s personal appearance or
signature on the Form EOIR-28 or Form
EOIR-61 constitutes an attestation that
the person is authorized and qualified to
appear as a practitioner in accordance
with § 1292.1. Further proof that the
practitioner meets the qualifications of a
practitioner as defined in § 1292.1 may
be required. The completion of a Form
EOIR-28 or Form EOIR-61 in
connection with an application or form
that requires disclosure of the preparer
does not relieve a practitioner from
complying with the particular
disclosure requirements of the
application or form. Notwithstanding
the completion of a Form EOIR-28 or
Form EOIR-61, the practitioner must
identify themselves by name,
accompanied by their signature, on any
document filed or intended to be filed
with the immigration court pursuant to
an appearance under paragraph (a) or
(b).

m 7.In § 1003.38, revise paragraph (g) to
read as follows:

§1003.38 Appeals
* * * * *

(g) In proceedings before the Board on
behalf of a respondent, a practitioner
must enter an appearance using Form
EOIR-27 or Form EOIR-60.

(1) Entering an appearance using
Form EOIR-27. In proceedings before
the Board, in order to become the
practitioner of record, which authorizes
and requires the practitioner to appear
before the Board on behalf of the
respondent, file all documents on behalf
of the respondent, and accept service of
process of all documents filed in the
proceedings, a practitioner must enter
an appearance using Form EOIR-27.

(i) Filing Form EOIR-27. The
practitioner must file a copy of the Form
EOIR-27 with the Board and serve a
copy on DHS as required by 8 CFR
1003.32. The practitioner must file and
serve a Form EOIR-27 even if the
practitioner has previously filed a
separate Notice of Entry of Appearance
with DHS for appearances before DHS
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or a Form EOIR-28 with the
immigration court, or has previously
entered a limited appearance using a
Form EOIR-60 in connection with
document assistance under paragraph
(g)(2) of this section.

(ii) Effect of filing Form EOIR-27. A
practitioner who enters an appearance
using Form EOIR-27 is the practitioner
of record and must appear before the
Board on behalf of the respondent, file
all documents on behalf of the
respondent, and accept service of
process of all documents filed in the
proceedings, consistent with 8 CFR
1292.5. Filing a Form EOIR-27 provides
the practitioner with access to the
record of proceedings during the course
of proceedings. A respondent shall be
considered represented for the
proceedings in which a Form EOIR-27
has been filed.

(iii) Withdrawal or substitution. A
practitioner who enters an appearance
on behalf of a respondent before the
Board by filing a Form EOIR-27 remains
the practitioner of record unless the
Board permits withdrawal or
substitution during proceedings only
upon written motion submitted without
fee.

(2) Entering a limited appearance for
document assistance using Form EOIR-
60. A practitioner who provides
assistance to a pro se respondent with
the drafting, completion, or filling in of
blank spaces of a motion, brief, form, or
other specific document or set of
documents intended to be filed with the
Board, regardless of whether such
assistance is considered ‘‘practice” or
“preparation” as defined in § 1001.1,
must disclose such limited assistance to
the Board using Form EOIR-60, unless
pursuant to paragraph (g)(1) the
practitioner has filed a Form EOIR-27 to
become the practitioner of record.

(i) Filing Form EOIR-60. A Form
EOIR-60 must not be filed as a
standalone document. The single Form
EOIR-60 must be filed with the Board
at the same time as the document or set
of documents with which the
practitioner assisted. Any subsequent
filing of a document or set of documents
with which a practitioner assisted must
be accompanied by a new Form EOIR-

0.

(ii) Effect of Filing Form EOIR-60. A
practitioner who enters a limited
appearance using Form EOIR-60 is not
the practitioner of record, is not
required to appear before the Board, and
is not required to submit a motion to
withdraw or substitute. The submission
of a Form EOIR-60 does not create
additional ongoing obligations between
the practitioner, the respondent, and
EOIR. An appearance through Form

EOIR-60 does not provide the
practitioner with access to the record of
proceedings. A respondent who
received assistance pursuant to this
paragraph is not represented, remains
pro se, and is subject to service of
process of all documents filed in the
proceedings, consistent with 8 CFR
1292.5.

(3) Completing an appearance form,
proof of qualification, disclosure
requirements, and identification. The
practitioner must properly complete and
sign any Form EOIR-27 or Form EOIR—-
60, as required by the form instructions.
A practitioner’s personal appearance or
signature on the Form EOIR-27 or Form
EOIR-60 constitutes a representation
that the person is authorized and
qualified to appear as a practitioner in
accordance with 8 CFR 1292.1. Further
proof that the practitioner meets the
qualifications of a practitioner as
defined in 8 CFR 1292.1 may be
required. The completion of a Form
EOIR-27 or Form EOIR-60 in
connection with an application or form
that requires disclosure of the preparer
does not relieve a practitioner from
complying with the particular
disclosure requirements of the
application or form.

Notwithstanding the filing of a Form
EOIR-27 or Form EOIR-60, the
practitioner must identify themselves by
name, accompanied by their signature,
on any document filed or intended to be
filed with the Board pursuant to an
appearance under paragraph (g)(1) or (2)
of this section.

m 8.In § 1003.101, revise paragraph (b)
to read as follows:

§1003.101 General provisions.
* * * * *

(b) Persons subject to sanctions.
Persons subject to sanctions include any
practitioner. Attorneys employed by the
Department of Justice shall be subject to
discipline pursuant to § 1003.109.
Nothing in this regulation shall be
construed as authorizing persons who
do not meet the definition of
practitioner to represent individuals
before the Board and the immigration
courts or the DHS.

* * * * *

m 9. Amend § 1003.102 by:

m a. Removing the words “Immigration
Court” in paragraphs (d) and (j) and
adding in their place the words
“immigration court”;

m b. Removing the words “Immigration
Courts” in paragraph (f)(2)(i) and adding
in their place the words “immigration
courts”’;

m c. Revising paragraphs (t) and (u); and
m d. Adding paragraph (w).

The revisions and addition read as
follows:

§1003.102 Grounds.

(t) Repeatedly fails to submit a signed
and completed entry of appearance
using the appropriate form in
compliance with applicable rules and
regulations, including 8 CFR 292.4(a),
1003.17, and 1003.38;

(u) Repeatedly drafts notices, motions,
briefs, or claims that are filed with DHS
or EOIR that reflect little or no attention
to the specific factual or legal issues
applicable to a client’s case, but rather
rely on boilerplate language indicative
of a substantial failure to competently
and diligently represent the client;

(w) Repeatedly fails to sign any
pleading, application, motion, petition,
brief, or other document prepared,
drafted, or filed with DHS or EOIR. The
practitioner’s signature must be in the
practitioner’s individual name and must
be handwritten or electronically in
conformity with the rules and
instructions of the applicable system.

Dated: September 9, 2022.
Merrick B. Garland,
Attorney General.
[FR Doc. 2022-19882 Filed 9-13-22; 8:45 am]
BILLING CODE 4410-30-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—2022-0398; Project
Identifier MCAI-2020-00881-T; Amendment
39-22085; AD 2022-12-13]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc., Airplanes

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

ACTION: Final rule.

SUMMARY: The FAA is adopting a new
airworthiness directive (AD) for certain
Bombardier, Inc., Model CL-600-1A11
(600), CL-600-2A12 (601), and CL-600—
2B16 (601-3A and 601—3R Variants)
airplanes. This AD was prompted by
reports that during certain operating
modes, the flight guidance/autopilot
does not account for engine failure
while capturing an altitude. This AD
requires revising the existing airplane
flight manual (AFM) to provide the
flightcrew with a new limitation and
procedure for operation during certain
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flight modes. The FAA is issuing this
AD to address the unsafe condition on
these products.

DATES: This AD is effective October 19,
2022.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in this AD
as of October 19, 2022.

ADDRESSES: For service information
identified in this final rule, contact
Bombardier Business Aircraft Customer
Response Center, 400 Cote-Vertu Road
West, Dorval, Québec H4S 1Y9, Canada;
telephone 514-855-2999; email ac.yul@
aero.bombardier.com; internet
bombardier.com. You may view this
service information at the FAA,
Airworthiness Products Section,
Operational Safety Branch, 2200 South
216th St., Des Moines, WA. For
information on the availability of this
material at the FAA, call 206-231-3195.
It is also available on the internet at
regulations.gov by searching for and
locating Docket No. FAA-2022-0398.

Examining the AD Docket

You may examine the AD docket on
the internet at regulations.gov by
searching for and locating Docket No.
FAA-2022-0398; or in person at Docket
Operations between 9 a.m. and 5 p.m.,
Monday through Friday, except Federal
holidays. The AD docket contains this
final rule, the mandatory continuing
airworthiness information (MCAI), any
comments received, and other
information. The address for Docket
Operations is U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue SE,
Washington, DC 20590.

FOR FURTHER INFORMATION CONTACT:
Steven Dzierzynski, Aerospace
Engineer, Avionics and Electrical
Systems Section, FAA, New York ACO
Branch, 1600 Stewart Avenue, Suite
410, Westbury, NY 11590; telephone
516—228-7367; email 9-avs-nyaco-cos@
faa.gov.

SUPPLEMENTARY INFORMATION:

Background

Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued TCCA AD CF-
2020-02, dated February 13, 2020
(TCCA AD CF-2020-02), to correct an
unsafe condition for certain Bombardier,
Inc., Model CL-600-1A11 (600), CL—
600-2A12 (601), and CL-600-2B16
(601-3A, 601-3R, and 604 Variants)
airplanes.

The FAA issued a notice of proposed
rulemaking (NPRM) to amend 14 CFR
part 39 by adding an AD that would

apply to certain Bombardier, Inc., Model
CL-600-1A11 (600), CL-600-2A12
(601), and CL-600-2B16 (601-3A, 601—
3R, and 604 Variants) airplanes. The
NPRM published in the Federal
Register on April 11, 2022 (87 FR
21037). The NPRM was prompted by
reports that during certain operating
modes, the flight guidance/autopilot
does not account for engine failure
while capturing an altitude. The NPRM
proposed to require revising the existing
AFM to provide the flightcrew with a
new limitation and procedure for
operation during certain flight modes.
The FAA is issuing this AD to address
a possible engine failure during or
before a climb while in ALTSEL, ASEL
or ALTS CAP mode, which could cause
the airspeed to drop significantly below
the safe operating speed. Prompt crew
intervention may be required to
maintain a safe operating speed.

Discussion of Final Airworthiness
Directive

Comments

The FAA received no comments on
the NPRM or on the determination of
the cost to the public.

Change to the Applicability

Since the FAA issued the NPRM,
TCCA revised AD CF-2020-02 and
issued TCCA AD CF-2020-02R1, dated
August 11, 2022 (TCCA AD CF-2020-
02R1) (also referred to as the MCAI).
TCCA stated the applicability was
revised to remove Model CL-600-2B16
(604 Variants) as it was determined that
these airplanes do not utilize ALTSEL,
ASEL and ALTS CAP modes in their
configurations. TCCA also stated that
the AFM references for these airplanes
were removed from the TCCA AD. You
may examine the MCAI in the AD
docket on the internet at regulations.gov
by searching for and locating Docket No.
FAA-2022—-0398.

The FAA concurs with the change to
the applicability because Model CL—
600—2B16 (604 Variants) airplanes are
not affected by the identified unsafe
condition. The FAA has revised the
applicability of this AD accordingly.
The FAA has also removed the AFM
references for these airplanes from this
final rule and revised the Costs of
Compliance paragraph in this final rule
to specify there are 123 affected U.S.
airplanes.

Conclusion

The FAA reviewed the relevant data
and determined that air safety requires
adopting this AD as proposed. Except
for minor editorial changes and the
changes described previously, this AD is
adopted as proposed in the NPRM.

None of the changes will increase the
economic burden on any operator.
Accordingly, the FAA is issuing this AD
to address the unsafe condition on these
products.

Related Service Information Under 1
CFR Part 51

Bombardier has issued the following
service information. This service
information contains a new AFM
limitation and procedure for operation
during certain flight modes. These
documents are distinct since they apply
to different airplane configurations.
These configurations may include the
presence or absence of winglets,
incorporation of service bulletin 601—
0300 which introduces an airspeed
limitation placard, and the type of
engine installed on the airplane.

¢ Automatic Flight Control System,
Systems Limitations, Limitations,
Bombardier Canadair Challenger Model
CL-600-2A12, AFM, Product Support
Publication (PSP) No. 601-1B-1,
Revision 85, dated June 16, 2021.

¢ Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Bombardier Canadair
Challenger Model CL-600-2A12, AFM,
PSP No. 601-1B-1, Revision 85, dated
June 16, 2021.

e Automatic Flight Control System,
Systems Limitations, Limitations,
Bombardier Canadair Challenger Model
CL-600-2B16, AFM, PSP No. 601A-1—
1, Revision 96, dated June 16, 2021.

¢ Engine Failure in Climb During
ASEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Bombardier Canadair
Challenger Model CL-600-2B16, AFM,
PSP No. 601A-1-1, Revision 96, dated
June 16, 2021.

¢ Automatic Flight Control System,
Systems Limitations, Limitations,
Canadair Challenger Model CL-600-
1A11, AFM, Product Publication No.
600, Revision A115, dated June 16,
2021.

¢ Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Normal
Procedures, Canadair Challenger Model
CL-600-1A11, AFM, Product
Publication No. 600, Revision A115,
dated June 16, 2021.

¢ Automatic Flight Control System,
Systems Limitations, Limitations,
Canadair Challenger Model CL-600—
1A11, AFM, PSP No. 600-1, Revision
107, dated June 16, 2021.

¢ Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model
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CL-600-1A11, AFM, PSP No. 600-1,
Revision 107, dated June 16, 2021.

e Automatic Flight Control System,
Systems Limitations, Limitations,
Canadair Challenger Model CL-600—
2A12, AFM, PSP No. 601-1A, Revision
129, dated June 16, 2021.

¢ Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model
CL-600-2A12, AFM, PSP No. 601-1A,
Revision 129, dated June 16, 2021.

e Automatic Flight Control System,
Systems Limitations, Limitations,
Canadair Challenger Model CL-600-
2A12, AFM, PSP No. 601-1A-1,
Revision 83, dated June 16, 2021.

¢ Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures

Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model
CL-600-2A12, AFM, PSP No. 601-1A—
1, Revision 83, dated June 16, 2021.

¢ Automatic Flight Control System
Systems Limitations, Limitations,
Canadair Challenger Model CL-600—
2A12, AFM, PSP No. 601-1B, Revision
87, dated June 16, 2021.

e Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model
CL-600-2A12, AFM, PSP No. 601-1B,
Revision 87, dated June 16, 2021.

e Automatic Flight Control System,
Systems Limitations, Limitations,
Canadair Challenger Model CL-600—

2B16, AFM, PSP No. 601A-1, Revision
107, dated June 16, 2021.

¢ Engine Failure in Climb During
ASEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model
CL-600-2B16, AFM, PSP No. 601A-1,
Revision 107, dated June 16, 2021.

This service information is reasonably
available because the interested parties
have access to it through their normal
course of business or by the means
identified in the ADDRESSES section.

Costs of Compliance

The FAA estimates that this AD
affects 123 airplanes of U.S. registry.
The FAA estimates the following costs
to comply with this AD:

ESTIMATED COSTS FOR REQUIRED ACTIONS

Cost per Cost on U.S.
Labor cost Parts cost product operators
1 work-hour X $85 Per hoUr = $85 .......ooiiiiieeeeee e $0 $85 $10,455

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.

The FAA is 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

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) Will not affect intrastate aviation
in Alaska, 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.

List of Subjects in 14 CFR Part 39

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

The Amendment

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 FAA amends § 39.13 by adding
the following new airworthiness
directive:

2022-12-13 Bombardier, Inc.: Amendment
39-22085; Docket No. FAA—2022-0398;
Project Identifier MCAI-2020-00881-T.

(a) Effective Date

This airworthiness directive (AD) is
effective October 19, 2022.

(b) Affected Airworthiness Directives (ADs)
None.

(c) Applicability

This AD applies to the Bombardier, Inc.,
airplanes, certificated in any category,
identified in paragraphs (c)(1) through (3) of
this AD.

(1) Model CL-600-1A11 (600), serial
numbers 1001 through 1085 inclusive.

(2) Model CL-600-2A12 (601), serial
numbers 3001 through 3066 inclusive.

(3) Model CL-600-2B16 (601-3A and 601—
3R Variants), serial numbers 5001 through
5194 inclusive.

(d) Subject

Air Transport Association (ATA) of
America Code 22, Auto flight.

(e) Reason

This AD was prompted by reports that
during certain operating modes, the flight
guidance/autopilot does not account for
engine failure while capturing an altitude.
The FAA is issuing this AD to address a
possible engine failure during or before a
climb while in ALTSEL, ASEL or ALTS CAP
mode, which could cause the airspeed to
drop significantly below the safe operating
speed. Prompt crew intervention may be
required to maintain a safe operating speed.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Revision of the Existing Airplane Flight
Manual (AFM)

Within 30 days after the effective date of
this AD: Revise the existing AFM to
incorporate the information specified in the
limitation and procedure specified in the
applicable AFM specified in figure 1 to
paragraph (g) of this AD.

BILLING CODE 4910-13-P
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Figure 1 to paragraph (g) — AFM Revisions

Airplane Serial New Limitation and

Numbers Procedure AFM Revision
Model CL-600- Automatic Flight Control Canadair Revision A115,
1A11 (600 System, Systems Challenger Model dated June 16,
variant), serial Limitations, Limitations; CL-600-1A11, 2021
numbers 1001 and Engine Failure in AFM, Product
through 1085 for Climb During ALTSEL,  Publication No.
non-winglets Airplane Handling 600

Procedures Following

Engine Failure, Normal

Procedures
Model CL-600- Automatic Flight Control Canadair Revision 107,
1A11 (600 System, Systems Challenger Model dated June 16,
variant), serial Limitations, Limitations; CL-600-1A11, 2021
numbers 1001 and Engine Failure in AFM, Product
through 1085 for Climb During ALTSEL,  Support
winglets Airplane Handling Publication (PSP)

Procedures Following No. 600-1
Engine Failure, Abnormal

Procedures
Model CL-600- Automatic Flight Control Canadair Revision 129,
2A12 (601 System, Systems Challenger Model dated June 16,
variant), serial Limitations, Limitations; CL-600-2A12, 2021
numbers 3001 and Engine Failure in AFM, PSP No.
through 3066 Climb During ALTSEL,  601-1A

Airplane Handling

Procedures Following
Engine Failure, Abnormal

Procedures
Model CL-600- Automatic Flight Control Bombardier Revision 83,
2A12 (601 System, Systems Canadair dated
variant), serial Limitations, Limitations;  Challenger Model June 16, 2021
numbers 3001 and Engine Failure in CL-600-2A12,
through 3066 with ~ Climb During ALTSEL,  AFM, PSP No.
Service Bulletin Airplane Handling 601-1A-1
(SB) 601-0360 Procedures Following
incorporated Engine Failure, Abnormal

Procedures
Model CL-600- Automatic Flight Control Canadair Revision 87,
2A12 (601 System, Systems Challenger Model dated June 16,

variant), serial Limitations, Limitations; CL-600-2A12, 2021
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Airplane Serial

New Limitation and

Numbers Procedure AFM Revision
numbers 3001 and Engine Failure in AFM, PSP No.
through 3066 with ~ Climb During ALTSEL, 601-1B
-3A engine Airplane Handling
Procedures Following
Engine Failure, Abnormal
Procedures
Model CL-600- Automatic Flight Bombardier Revision 85,
rzul?nlﬂz)’e ?:ggl()l Control System, Canadair dated June 16,
through 3066 with Systgm; leltatlons,. Challenger 2021
-3A engine and SB  Limitations; and Engine ~ Model CL-600-
601-0360 Failure in Climb During  2A12, AFM,
incorporated ALTSEL, Airplane PSP No.
Handling Procedures 601-1B-1
Following Engine
Failure, Abnormal
Procedures
Model CL-600- Automatic Flight Canadair Revision 107,
2B16 (601-3A/3R  Control System, Challenger dated

variant), serial
numbers 5001
through 5194

Systems Limitations,
Limitations; and Engine
Failure in Climb During
ASEL, Airplane
Handling Procedures
Following Engine
Failure, Abnormal

Model CL-600-

2B16, AFM

June 16, 2021

b

PSP No. 601A-1

Procedures
Model CL-600- Automatic Flight Bombardier Revision 96,
\2]3%31%?0516'3 Q/ 3R Control System, Canadair dated
numbers 5001 Systems Limitations, Challenger June 16, 2021
through 5194 with ~ Limitations; and Engine ~ Model CL-600-
SB 601-0360 Failure in Climb During  2B16, AFM,
incorporated ASEL, Airplane PSP No.

Handling Procedures 601A-1-1

Following Engine
Failure, Abnormal
Procedures

BILLING CODE 4910-13-C
(h) Other FAA AD Provisions

The following provisions also apply to this

AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, New York ACO
Branch, FAA, has the authority to approve
AMOC:s for this AD, if requested using the
procedures found in 14 CFR 39.19. In
accordance with 14 CFR 39.19, send your
request to your principal inspector or
responsible Flight Standards Office, as

appropriate. If sending information directly
to the manager of the certification office,
send it to ATTN: Program Manager,

Continuing Operational Safety, FAA, New

York ACO Branch, 1600 Stewart Avenue,
Suite 410, Westbury, NY 11590; telephone
516—228-7300. Before using any approved
AMOCG, notify your appropriate principal
inspector, or lacking a principal inspector,
the manager of the responsible Flight

Standards Office.

(2) Contacting the Manufacturer: For any
requirement in this AD to obtain instructions

from a manufacturer, the instructions must
be accomplished using a method approved
by the Manager, New York ACO Branch,
FAA; or Transport Canada Civil Aviation
(TCCA); or Bombardier, Inc.’s TCCA Design
Approval Organization (DAO). If approved by
the DAO, the approval must include the
DAO-authorized signature.

(i) Related Information

(1) Refer to Mandatory Continuing
Airworthiness Information (MCAI) TCCA AD
CF-2020-02R1, dated August 11, 2022, for
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related information. This MCAI may be
found in the AD docket on the internet at
regulations.gov by searching for and locating
Docket No. FAA-2022-0398.

(2) For more information about this AD,
contact Steven Dzierzynski, Aerospace
Engineer, Avionics and Electrical Systems
Section, FAA, New York ACO Branch, 1600
Stewart Avenue, Suite 410, Westbury, NY
11590; telephone 516—228-7367; email 9-avs-
nyaco-cos@faa.gov.

(j) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless this AD specifies otherwise.

(i) Automatic Flight Control System,
Systems Limitations, Limitations,
Bombardier Canadair Challenger Model CL—
600-2A12, Airplane Flight Manual (AFM),
Product Support Publication (PSP) No. 601—
1B-1, Revision 85, dated June 16, 2021.

(ii) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Bombardier Canadair Challenger
Model CL-600-2A12, AFM, PSP No. 601—
1B-1, Revision 85, dated June 16, 2021.

(iii) Automatic Flight Control System,
Systems Limitations, Limitations,
Bombardier Canadair Challenger Model CL—
600-2B16, AFM, PSP No. 601A-1-1,
Revision 96, dated June 16, 2021.

(iv) Engine Failure in Climb During ASEL,
Airplane Handling Procedures Following
Engine Failure, Abnormal Procedures,
Bombardier Canadair Challenger Model CL—
600-2B16, AFM, PSP No. 601A-1-1,
Revision 96, dated June16, 2021.

(v) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-1A11, AFM,
Product Publication No. 600, Revision A115,
dated June 16, 2021.

(vi) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Normal
Procedures, Canadair Challenger Model CL—
600-1A11, AFM, Product Publication No.
600, Revision A115, dated June 16, 2021.

(vii) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-1A11, AFM, PSP
No. 600—1, Revision 107, dated June 16,
2021.

(viii) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model CL—
600-1A11, AFM, PSP No. 600-1, Revision
107, dated June 16, 2021.

(ix) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-2A12, AFM, PSP
No. 601-1A, Revision 129, dated June 16,
2021.

Note 1 to paragraph (ix): The page date for
page i of the Limitations Contents specified
in the List of Effective Pages of the Canadair
Challenger Model CL-600-2A12, AFM, PSP
No. 601-1A, Revision 129, dated June 16,

2021, is incorrect; the correct page date is
April 16, 2020.

(x) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model CL—
600-2A12, AFM, PSP No. 601-1A, Revision
129, dated June 16, 2021.

(xi) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-2A12, AFM, PSP
No. 601-1A-1, Revision 83, dated June 16,
2021.

Note 2 to paragraph (xi): The page date for
page i of the Limitations Contents specified
in the List of Effective Pages of the Canadair
Challenger Model CL-600-2A12, AFM, PSP
No. 601-1A-1, Revision 83, dated June 16,
2021, is incorrect; the correct page date is
April 16, 2020.

(xii) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model CL—
600-2A12, AFM, PSP No. 601-1A-1,
Revision 83, dated June 16, 2021.

(xiii) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-2A12, AFM, PSP
No. 601-1B, Revision 87, dated June 16,
2021.

Note 3 to paragraph (xiii): Page iii of the
Limitations Contents specified in the List of
Effective Pages of the Canadair Challenger
Model CL-600-2A12, AFM, PSP No. 601-1B,
Revision 87, dated June 16, 2021, does not
exist.

(xiv) Engine Failure in Climb During
ALTSEL, Airplane Handling Procedures
Following Engine Failure, Abnormal
Procedures, Canadair Challenger Model CL—
600-2A12, AFM, PSP No. 601-1B, Revision
87, dated June 16, 2021.

(xv) Automatic Flight Control System,
Systems Limitations, Limitations, Canadair
Challenger Model CL-600-2B16, AFM, PSP
No. 601A—1, Revision 107, dated June 16,
2021.

(xvi) Engine Failure in Climb During ASEL,
Airplane Handling Procedures Following
Engine Failure, Abnormal Procedures,
Canadair Challenger Model CL-600-2B16,
AFM, PSP No. 601A-1, Revision 107, dated
June 16, 2021.

(3) For service information identified in
this AD, contact Bombardier Business
Aircraft Customer Response Center, 400 Cote-
Vertu Road West, Dorval, Québec H4S 1Y9,
Canada; telephone 514—855-2999; email
ac.yul@aero.bombardier.com; internet
bombardier.com.

(4) You may view this service information
at the FAA, Airworthiness Products Section,
Operational Safety Branch, 2200 South 216th
St., Des Moines, WA. For information on the
availability of this material at the FAA, call
206—231-3195.

(5) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email fr.inspection@nara.gov, or go to:
archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on August 16, 2022.
Christina Underwood,

Acting Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2022—-19778 Filed 9-13-22; 8:45 am]|
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 97
[Docket No. 31445; Amdt. No. 4023]

Standard Instrument Approach
Procedures, and Takeoff Minimums
and Obstacle Departure Procedures;
Miscellaneous Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.
ACTION: Final rule.

SUMMARY: This rule establishes, amends,
suspends, or removes Standard
Instrument Approach Procedures
(SIAPS) and associated Takeoff
Minimums and Obstacle Departure
procedures (ODPs) for operations at
certain airports. These regulatory
actions are needed because of the
adoption of new or revised criteria, or
because of changes occurring in the
National Airspace System, such as the
commissioning of new navigational
facilities, adding new obstacles, or
changing air traffic requirements. These
changes are designed to provide safe
and efficient use of the navigable
airspace and to promote safe flight
operations under instrument flight rules
at the affected airports.

DATES: This rule is effective September
14, 2022. The compliance date for each
SIAP, associated Takeoff Minimums,
and ODP is specified in the amendatory
provisions.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
14, 2022.

ADDRESSES: Availability of matters
incorporated by reference in the
amendment is as follows:

For Examination

1. U.S. Department of Transportation,
Docket Ops—M30. 1200 New Jersey
Avenue SE, West Bldg., Ground Floor,
Washington, DC 20590-0001.

2. The FAA Air Traffic Organization
Service Area in which the affected
airport is located;

3. The office of Aeronautical
Information Services, 6500 South
MacArthur Blvd., Oklahoma City, OK
73169 or,


mailto:ac.yul@aero.bombardier.com
mailto:9-avs-nyaco-cos@faa.gov
mailto:9-avs-nyaco-cos@faa.gov
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https://bombardier.com
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4. The National Archives and Records
Administration (NARA). For
information on the availability of this
material at NARA, email fr.inspection@
nara.gov or go to: https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

Availability

All SIAPs and Takeoff Minimums and
ODPs are available online free of charge.
Visit the National Flight Data Center at
nfdc.faa.gov to register. Additionally,
individual SIAP and Takeoff Minimums
and ODP copies may be obtained from
the FAA Air Traffic Organization
Service Area in which the affected
airport is located.

FOR FURTHER INFORMATION CONTACT:
Thomas J. Nichols, Flight Procedures
and Airspace Group, Flight
Technologies and Procedures Division,
Flight Standards Service, Federal
Aviation Administration. Mailing
Address: FAA Mike Monroney
Aeronautical Center, Flight Procedures
and Airspace Group, 6500 South
MacArthur Blvd., Registry Bldg. 29,
Room 104, Oklahoma City, OK 73169.
Telephone (405) 954—4164.
SUPPLEMENTARY INFORMATION: This rule
amends 14 CFR part 97 by establishing,
amending, suspending, or removes
SIAPS, Takeoff Minimums and/or
ODPS. The complete regulatory
description of each SIAP and its
associated Takeoff Minimums or ODP
for an identified airport is listed on FAA
form documents which are incorporated
by reference in this amendment under 5
U.S.C. 552(a), 1 CFR part 51, and 14
CFR part 97.20. The applicable FAA
Forms 8260-3, 8260—4, 8260-5, 8260—
15A, 8260-15B, when required by an
entry on 8260—15A, and 8260-15C.

The large number of SIAPs, Takeoff
Minimums and ODPs, their complex
nature, and the need for a special format
make publication in the Federal
Register expensive and impractical.
Further, airmen do not use the
regulatory text of the SIAPs, Takeoff
Minimums or ODPs, but instead refer to
their graphic depiction on charts
printed by publishers or aeronautical
materials. Thus, the advantages of
incorporation by reference are realized
and publication of the complete
description of each SIAP, Takeoff
Minimums and ODP listed on FAA form
documents is unnecessary. This
amendment provides the affected CFR
sections and specifies the typed of
SIAPS, Takeoff Minimums and ODPs
with their applicable effective dates.
This amendment also identifies the
airport and its location, the procedure,
and the amendment number.

Availability and Summary of Material
Incorporated by Reference

The material incorporated by
reference is publicly available as listed
in the ADDRESSES section.

The material incorporated by
reference describes SIAPS, Takeoff
Minimums and/or ODPs as identified in
the amendatory language for Part 97 of
this final rule.

The Rule

This amendment to 14 CFR part 97 is
effective upon publication of each
separate SIAP, Takeoff Minimums and
ODP as amended in the transmittal.
Some SIAP and Takeoff Minimums and
textual ODP amendments may have
been issued previously by the FAA in a
Flight Data Genter (FDC) Notice to
Airmen (NOTAM) as an emergency
action of immediate flights safety
relating directly to published
aeronautical charts.

The circumstances that created the
need for some SIAP and Takeoff
Minimums and ODP amendments may
require making them effective in less
than 30 days. For the remaining SIAPs
and Takeoff Minimums and ODPs, an
effective date at least 30 days after
publication is provided.

Further, the SIAPs and Takeoff
Minimums and ODPs contained in this
amendment are based on the criteria
contained in the U.S. Standard for
Terminal Instrument Procedures
(TERPS). In developing these SIAPs and
Takeoff Minimums and ODPs, the
TERPS criteria were applied to the
conditions existing or anticipated at the
affected airports. Because of the close
and immediate relationship between
these SIAPs, Takeoff Minimums and
ODPs, and safety in air commerce, I find
that notice and public procedure under
5 U.S.C. 553(b) are impracticable and
contrary to the public interest and,
where applicable, under 5 U.S.C. 553(d),
good cause exists for making some
SIAPs effective in less than 30 days.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(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)
does not warrant preparation of a
regulatory evaluation as the anticipated
impact is so minimal. For the same
reason, the FAA certifies that this
amendment will not have a significant
economic impact on a substantial

number of small entities under the
criteria of the Regulatory Flexibility Act.

Lists of Subjects in 14 CFR Part 97

Air Traffic Control, Airports,
Incorporation by reference, Navigation
(Air).

Issued in Washington, DC, on August 19,
2022.

Thomas J Nichols,

Aviation Safety, Flight Standards Service,
Manager, Standards Section, Flight
Procedures & Airspace Group, Flight
Technologies & Procedures Division.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, Title 14,
Code of Federal Regulations, Part 97 (14
CFR part 97) is amended by
establishing, amending, suspending, or
removing Standard Instrument
Approach Procedures and/or Takeoff
Minimums and Obstacle Departure
Procedures effective at 0901 UTC on the
dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

m 1. The authority citation for Part 97
continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g), 40103,
40106, 40113, 40114, 40120, 44502, 44514,
44701, 44719, 44721-44722.

m 2. Part 97 is amended to read as
follows:

Effective 6 October 2022

Selma, AL, KSEM, ILSY ORLOCY
RWY 33, Amdt 1

Selma, AL, KSEM, ILS Z OR LOC Z
RWY 33, Amdt 3

Orlando, FL, KORL, RNAV (GPS) RWY
7, Amdt 2D

Hopkinsville, KY, KHVC, Takeoff
Minimums and Obstacle DP, Amdt 2

Roanoke Rapids, NC, KIXA, RNAV
(GPS) RWY 20, Amdt 2B

Saranac Lake, NY, KSLK, RNAV (GPS)
RWY 5, Amdt 1D

Saranac Lake, NY, KSLK, RNAV (GPS)
RWY 9, Amdt 1A

Effective 3 November 2022

Gulkana, AK, PAGK, VOR-A, Orig

Danville, AR, 32A, Takeoff Minimums
and Obstacle DP, Orig-A

Willcox, AZ, P33, Takeoff Minimums
and Obstacle DP, Amdt 1A

Burlington, CO, KITR, LOC RWY 33,
Amdt 1A

Burlington, CO, KITR, NDB RWY 15,
Amdt 2A

Burlington, CO, KITR, RNAV (GPS)
RWY 15, Amdt 1A

Lakeland, FL, KLAL, VOR RWY 10,
Amdt 4G

Lakeland, FL, KLAL, VOR RWY 28,
Amdt 7]


https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
https://www.archives.gov/federal-register/cfr/ibr-locations.html
mailto:fr.inspection@nara.gov
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Pine Mountain, GA, KPIM, RNAV (GPS)
RWY 9, Amdt 1

Pine Mountain, GA, KPIM, VOR-A,
Amdt 5D, CANCELLED

Iowa City, IA, KIOW, RNAV (GPS) RWY
25, Amdt 2

Alton/St Louis, IL, KALN, NDB RWY
17, Amdt 12B, CANCELLED

Lacon, IL, C75, VOR RWY 13, Amdt 2D

Mount Sterling, KY, KIOB, NDB RWY 3,
Amdt 2B, CANCELLED

Mount Sterling, KY, KIOB, NDB RWY
21, Amdt 2B, CANCELLED

Murray, KY, KCEY, RNAV (GPS) RWY
5, Amdt 1A

Hammond, LA, KHDC, ILS OR LOC
RWY 18, Amdt 5A

Hammond, LA, KHDC, RNAV (GPS)
RWY 18, Amdt 1B

Hammond, LA, KHDC, RNAV (GPS)
RWY 31, Amdt 1B

Hammond, LA, KHDC, RNAV (GPS)
RWY 36, Orig-B

Auburn/Lewiston, ME, KLEW, ILS OR
LOC RWY 4, Amdt 12

Escanaba, MI, KESC, ILS OR LOC RWY
10, Amdt 3B

Escanaba, MI, KESC, LOC BC RWY 28,
Amdt 1C

Escanaba, MI, KESC, RNAV (GPS) RWY
19, Orig-A

Escanaba, MI, KESC, Takeoff Minimums
and Obstacle DP, Amdt 2

Escanaba, MI, KESC, VOR RWY 1, Orig-
E

Canby, MN, KCNB, RNAV (GPS) RWY
12, Amdt 2

Canby, MN, KCNB, RNAV (GPS) RWY
30, Amdt 1B

Madison, MN, KDXX, RNAV (GPS)
RWY 14, Amdt 1

Montevideo, MN, KMVE, VOR RWY 14,
Amdt 5D

Ortonville, MN, KVVV, RNAV (GPS)
RWY 34, Amdt 1

Roseau, MN, KROX, RNAV (GPS) RWY
16, Amdt 1

Roseau, MN, KROX, RNAV (GPS) RWY
34, Amdt 1

Cuba, MO, KUBX, RNAV (GPS) RWY 1,
Amdt 1A

Cuba, MO, KUBX, RNAV (GPS) RWY
19, Orig-D

Cuba, MO, KUBX, Takeoff Minimums
and Obstacle DP, Amdt 2A

Libby, MT, Libby, EYESE TWO, Graphic
DP

Libby, MT, Libby, Takeoff Minimums
and Obstacle DP, Amdt 2

Beatrice, NE, KBIE, RNAV (GPS) RWY
18, Amdt 2D

Beatrice, NE, KBIE, RNAV (GPS) RWY
32, Amdt 1D

Beatrice, NE, KBIE, RNAV (GPS) RWY
36, Amdt 2C

Beatrice, NE, KBIE, VOR RWY 18, Amdt
4

Beatrice, NE, KBIE, VOR RWY 36, Amdt
11

Teterboro, NJ, KTEB, ILS OR LOC RWY
19, Amdt 1A

Teterboro, NJ, KTEB, RNAV (GPS) Y
RWY 19, Amdt 1A

Lake Placid, NY, KLKP, RNAV (GPS)
RWY 14, Amdt 1A

Philadelphia, PA, KPHL, VOR-A, Amdt
3B, CANCELLED

Andrews, SC, KPHH, NDB RWY 36,
Orig-C, CANCELLED

Andrews, SC, KPHH, RNAV (GPS)-A,
Orig

Brookings, SD, KBKX, ILS OR LOC
RWY 12, Orig-E

Eagle Lake, TX, KELA, VOR RWY 17,
Amdt 5B, CANCELLED

Mexia, TX, KLXY, NDB-A, Amdt 4B,
CANCELLED

Wharton, TX, KARM, VOR/DME-A,
Amdt 5, CANCELLED

Chase City, VA, KCXE, RNAV (GPS)
RWY 18, Amdt 1D

Chase City, VA, KCXE, RNAV (GPS)
RWY 36, Amdt 1C

Juneau, WI, KUNU, LOC RWY 26, Amdt
1A, CANCELLED

Juneau, WI, KUNU, NDB RWY 20, Orig,
CANCELLED

Ladysmith, WI, KRCX, NDB RWY 32,
Amdt 3B, CANCELLED

Elkins, WV, Elkins-Randolph CO-
Jennings Randolph Fld, ELKINS ONE,
Graphic DP

Elkins, WV, Elkins-Randolph CO-
Jennings Randolph Fld, Takeoff
Minimums and Obstacle DP, Amdt 4

[FR Doc. 2022-19749 Filed 9-13-22; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 97
[Docket No. 31446; Amdt. No. 4024]

Standard Instrument Approach
Procedures, and Takeoff Minimums
and Obstacle Departure Procedures;
Miscellaneous Amendments

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Final rule.

SUMMARY: This rule amends, suspends,
or removes Standard Instrument
Approach Procedures (SIAPs) and
associated Takeoff Minimums and
Obstacle Departure Procedures for
operations at certain airports. These
regulatory actions are needed because of
the adoption of new or revised criteria,
or because of changes occurring in the
National Airspace System, such as the
commissioning of new navigational
facilities, adding new obstacles, or
changing air traffic requirements. These

changes are designed to provide for the
safe and efficient use of the navigable
airspace and to promote safe flight
operations under instrument flight rules
at the affected airports.

DATES: This rule is effective September
14, 2022. The compliance date for each
SIAP, associated Takeoff Minimums,
and ODP is specified in the amendatory
provisions.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
14, 2022.

ADDRESSES: Availability of matter
incorporated by reference in the
amendment is as follows:

For Examination

1. U.S. Department of Transportation,
Docket Ops-M30, 1200 New Jersey
Avenue SE, West Bldg., Ground Floor,
Washington, DC 20590-0001;

2. The FAA Air Traffic Organization
Service Area in which the affected
airport is located;

3. The office of Aeronautical
Information Services, 6500 South
MacArthur Blvd., Oklahoma City, OK
73169 or,

4. The National Archives and Records
Administration (NARA).

For information on the availability of
this material at NARA, email
fr.inspection@nara.gov or go to: https://
www.archives.gov/federal-register/cfr/
ibr-locations.html.

Availability

All SIAPs and Takeoff Minimums and
ODPs are available online free of charge.
Visit the National Flight Data Center
online at nfdc.faa.gov to register.
Additionally, individual SIAP and
Takeoff Minimums and ODP copies may
be obtained from the FAA Air Traffic
Organization Service Area in which the
affected airport is located.

FOR FURTHER INFORMATION CONTACT:
Thomas J. Nichols, Flight Procedures
and Airspace Group, Flight
Technologies and Procedures Division,
Flight Standards Service, Federal
Aviation Administration. Mailing
Address: FAA Mike Monroney
Aeronautical Center, Flight Procedures
and Airspace Group, 6500 South
MacArthur Blvd., Registry Bldg. 29,
Room 104, Oklahoma City, OK 73169.
Telephone: (405) 954—4164.
SUPPLEMENTARY INFORMATION: This rule
amends 14 CFR part 97 by amending the
referenced SIAPs. The complete
regulatory description of each SIAP is
listed on the appropriate FAA Form
8260, as modified by the National Flight
Data Center (NFDC)/Permanent Notice


https://www.archives.gov/federal-register/cfr/ibr-locations.html
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to Airmen (P-NOTAM), and is
incorporated by reference under 5
U.S.C. 552(a), 1 CFR part 51, and 14
CFR 97.20. The large number of SIAPs,
their complex nature, and the need for
a special format make their verbatim
publication in the Federal Register
expensive and impractical. Further,
airmen do not use the regulatory text of
the SIAPs, but refer to their graphic
depiction on charts printed by
publishers of aeronautical materials.
Thus, the advantages of incorporation
by reference are realized and
publication of the complete description
of each SIAP contained on FAA form
documents is unnecessary. This
amendment provides the affected CFR
sections, and specifies the SIAPs and
Takeoff Minimums and ODPs with their
applicable effective dates. This
amendment also identifies the airport
and its location, the procedure and the
amendment number.

Availability and Summary of Material
Incorporated by Reference

The material incorporated by
reference is publicly available as listed
in the ADDRESSES section.

The material incorporated by
reference describes SIAPs, Takeoff
Minimums and ODPs as identified in
the amendatory language for Part 97 of
this final rule.

The Rule

This amendment to 14 CFR part 97 is
effective upon publication of each
separate SIAP and Takeoff Minimums
and ODP as amended in the transmittal.
For safety and timeliness of change
considerations, this amendment
incorporates only specific changes
contained for each SIAP and Takeoff
Minimums and ODP as modified by
FDC permanent NOTAMs.

The SIAPs and Takeoff Minimums
and ODPs, as modified by FDC
permanent NOTAM, and contained in
this amendment are based on criteria
contained in the U.S. Standard for
Terminal Instrument Procedures
(TERPS). In developing these changes to
SIAPs and Takeoff Minimums and
ODPs, the TERPS criteria were applied
only to specific conditions existing at
the affected airports. All SIAP
amendments in this rule have been
previously issued by the FAA in a FDC
NOTAM as an emergency action of
immediate flight safety relating directly
to published aeronautical charts.

The circumstances that created the
need for these SIAP and Takeoff
Minimums and ODP amendments
require making them effective in less
than 30 days.

Because of the close and immediate
relationship between these SIAPs,
Takeoff Minimums and ODPs, and
safety in air commerce, I find that notice
and public procedure under 5 U.S.C.
553(b) are impracticable and contrary to
the public interest and, where
applicable, under 5 U.S.C. 553(d), good
cause exists for making these SIAPs
effective in less than 30 days.

The FAA has determined that this
regulation only involves an established
body of technical regulations for which
frequent and routine amendments are
necessary to keep them operationally
current. It, therefore—(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) does not
warrant preparation of a regulatory
evaluation as the anticipated impact is
so minimal. For the same reason, the
FAA certifies that this amendment will
not have a significant economic impact

on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

List of Subjects in 14 CFR Part 97

Air Traffic Control, Airports,
Incorporation by reference, Navigation
(Air).

Issued in Washington, DC, on August 19,
2022.

Thomas J Nichols,
Aviation Safety, Flight Standards Service,
Manager, Standards Section, Flight

Procedures & Airspace Group, Flight
Technologies & Procedures Division.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me, Title 14, CFR
part 97, (is amended by amending
Standard Instrument Approach
Procedures and Takeoff Minimums and
ODPs, effective at 0901 UTC on the
dates specified, as follows:

PART 97—STANDARD INSTRUMENT
APPROACH PROCEDURES

m 1. The authority citation for Part 97
continues to read as follows:

Authority: 49 U.S.C. 106(f), 106(g), 40103,
40106, 40113, 40114, 40120, 44502, 44514,
44701, 44719, 44721-44722.

m 2. Part 97 is amended to read as
follows:

By amending: § 97.23 VOR, VOR/
DME, VOR or TACAN, and VOR/DME
or TACAN; §97.25 LOC, LOC/DME,
LDA, LDA/DME, SDF, SDF/DME;
§97.27 NDB, NDB/DME; § 97.29 ILS,
ILS/DME, MLS, MLS/DME, MLS/RNAV;
§97.31 RADAR SIAPs; §97.33 RNAV
SIAPs; and § 97.35 COPTER SIAPs,
Identified as follows:

* * * Effective Upon Publication

AIRAC date | State City Airport FDC No. FDC Date Subject
6-Oct-22 ....... NC New Bern .......cccccvvvevieene Coastal Carolina Rgnl ...... 2/0445 8/2/22 | RNAV (GPS) RWY 4, Amdt 2.
6-Oct-22 ....... NJ Cross Keys Cross Keys .....ccceeeeveeeenen. 2/1065 8/2/22 | VOR OR GPS RWY 9, Amdt 6A.
6-Oct-22 ....... 1A Des Moines Des Moines Intl ................ 2/1658 8/1/22 | ILS OR LOC RWY 31, ILS RWY
31 (SA CAT I), ILS RWY 31
(CAT 1I), ILS RWY 31 (CAT
1), Amdt 24.
6-Oct-22 ....... GA Savannah ........cccccceveenen. Savannah/Hilton Head Intl 2/1728 8/2/22 | RNAV (GPS) RWY 19, Amdt 2A.
6-Oct-22 ....... WA Yakima ......ccccevveeeeeeeeinnns Yakima Air Trml/Mcallister 2/1754 8/3/22 | ILS OR LOC RWY 27, Amdt 1A.
Fid.
6-Oct-22 ....... AR Magnolia .... Ralph C Weiser Fld ......... 2/1765 8/2/22 | RNAV (GPS) RWY 18, Orig-B.
6-Oct-22 ....... AR Magnolia .... Ralph C Weiser Fld ......... 2/1769 8/2/22 | RNAV (GPS) RWY 36, Amdt 1B.
6-Oct-22 ....... ID Burley .....ccooviviiiens Burley Muni .........ccoceeeeen. 2/1938 8/5/22 | RNAV (GPS) RWY 20, Orig-D.
6-Oct-22 ....... NC Roanoke Rapids Halifax/Northampton Rgnl 2/1945 8/2/22 | RNAV (GPS) RWY 2, Amdt 2A.
6-Oct-22 ....... TN Smithville ......ccco...... Smithville Muni ................. 2/1955 8/5/22 | RNAV (GPS) RWY 6, Amdt 3B.
6-Oct-22 ....... TN Smithville .....ccocovvveiinen, Smithville Muni ................. 2/1956 8/5/22 | RNAV (GPS) RWY 24, Amdt 3B.
6-Oct-22 ....... NE North Platte ........ccccceeeeee North Platte Rgnl/Lee Bird 2/2125 8/5/22 | ILS OR LOC RWY 30, Amdt 7B.
Fid.
6-Oct-22 ....... NE North Platte ..........ccceeee North Platte Rgnl/Lee Bird 2/2127 8/5/22 | RNAV (GPS) RWY 12, Amdt 1B.
Fid.
6-Oct-22 ....... NE North Platte ...........c......... North Platte Rgnl/Lee Bird 2/2129 8/5/22 | RNAV (GPS) RWY 30, Amdt 2B.
Fid.
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AIRAC date | State City Airport FDC No. FDC Date Subject

6-Oct-22 ....... NE North Platte ........cccccoeeee North Platte Rgnl/Lee Bird 2/2134 8/5/22 | RNAV (GPS) RWY 35, Amdt 1B.
Fid.

6-Oct-22 ....... NE North Platte ...................... North Platte Rgnl/Lee Bird 2/2136 8/5/22 | VOR RWY 35, Amdt 18D.
Fid.

6-Oct-22 ....... X El Paso ...cccocevvneiiiiee El Paso Intl .....ccooovreennne 2/2211 8/2/22 | RNAV (GPS) Y RWY 26L, Amdt

1C.

6-Oct-22 ....... WYy Big Pin€y ....ccccvnvviiiinene Miley Meml Fid ................. 2/2325 8/4/22 | RNAV (GPS) RWY 31, Orig-D.

6-Oct-22 ....... FL Daytona Beach .... Daytona Beach Intl .......... 2/2367 8/5/22 | RNAV (GPS) RWY 34, Amdt 2E.

6-Oct-22 ....... KS El Dorado .......ccccoveverinnne El Dorado/Capt Jack 2/2387 8/1/22 | RNAV (GPS) RWY 15, Amdt 1A.
Thomas Meml.

6-Oct-22 ....... KS El Dorado .......ccccoveverinnne El Dorado/Capt Jack 2/2390 8/1/22 | RNAV (GPS) RWY 33, Amdt 1A.
Thomas Meml.

6-Oct-22 ....... AL Eufaula ......ccccooniiiininnns Weedon FId .........ccceeueee. 2/3013 8/5/22 | RNAV (GPS) RWY 18, Amdt 1B.

6-Oct-22 ....... AL Eufaula ......cccccooviiininns Weedon Fld ..........cceeueee. 2/3014 8/5/22 | VOR RWY 18, Amdt 8B.

6-Oct-22 ....... AL Eufaula ......ccccooniiiininnns Weedon FId .........ccceeueee. 2/3017 8/5/22 | VOR/DME RWY 36, Amdt 3B.

6-Oct-22 ....... AL Eufaula ..o Weedon Fld ..........cceeueee. 2/3019 8/5/22 | RNAV (GPS) RWY 36, Amdt 1B.

6-Oct-22 ....... TN Winchester .........cccoeeeeeee. Winchester Muni .............. 2/3176 8/5/22 | RNAV (GPS) RWY 36, Orig-C.

6-Oct-22 ....... VT Lyndonville ......cccoceeieene Caledonia County ............ 2/3180 8/5/22 | RNAV (GPS) RWY 2, Orig-C.

6-Oct-22 ....... KY Elizabethtown ................... Addington Fld ................... 2/3197 8/3/22 | VOR-A, Amdt 3A.

6-Oct-22 ....... Wi Sheboygan ........cccoceeeen. Sheboygan County Meml 2/3319 8/2/22 | RNAV (GPS) RWY 31, Orig-C.

6-Oct-22 ....... GA Savannah Savannah/Hilton Head Intl 2/3428 8/5/22 | RNAV (GPS) RWY 10, Amdt 2B.

6-Oct-22 ....... TN Athens ........ McMinn County ................ 2/3856 8/5/22 | RNAV (GPS) RWY 20, Amdt 1C.

6-Oct-22 ....... TN Athens ..... McMinn County ................ 2/3859 8/5/22 | RNAV (GPS) RWY 2, Orig-C.

6-Oct-22 ....... GA Canton .......cceeeevieiieennen, Cherokee County Rgnl .... 2/4025 8/8/22 | RNAV (GPS) RWY 5, Amdt 1B.

6-Oct-22 ....... KS Washington .........ccceeeeeeee. Washington County Vet- 2/4059 8/2/22 | RNAV (GPS) RWY 17, Amdt 1A.
eran’s Meml.

6-Oct-22 ....... KS Washington .........ccceeeeeeee. Washington County Vet- 2/4060 8/2/22 | RNAV (GPS) RWY 35, Amdt 1A.
eran’s Meml.

6-Oct-22 ....... NM Santa Fe ....coccooeevennnnenn. Santa Fe Muni ................. 2/5667 8/9/22 | VOR/DME-A, Amdt 1B.

6-Oct-22 ....... KS Ulysses ....... UlYSSES ..oveviiieiiiiieeiiee 2/5691 8/8/22 | RNAV (GPS) RWY 12, Amdt 2.

6-Oct-22 ....... NM Santa Fe .... Santa Fe Muni ................. 2/5841 8/9/22 | VOR RWY 33, Amdt 9B.

6-Oct-22 ....... X Borger ........... Hutchinson County ........... 2/6319 8/1/22 | RNAV (GPS) RWY 35, Amdt 1.

6-Oct-22 ....... Mi West Branch . West Branch Community 2/6458 8/10/22 | RNAV (GPS) RWY 9, Orig-A.

6-Oct-22 ....... OK Holdenville ..... Holdenville Muni ... 2/6472 8/10/22 | RNAV (GPS) RWY 17, Orig-A.

6-Oct-22 ....... OK Holdenville ..... Holdenville Muni ... 2/6474 8/10/22 | RNAV (GPS) RWY 35, Orig-A.

6-Oct-22 ....... OK Frederick .... Frederick Rgnl ...... 2/6487 8/10/22 | RNAV (GPS) RWY 35, Orig-A.

6-Oct-22 ....... OH Oxford ........ Miami University ... 2/6623 8/10/22 | RNAV (GPS) RWY 23, Orig-A.

6-Oct-22 ....... OH Oxford ....oovceveiieiieeeeen, Miami University ............... 2/6625 8/10/22 | RNAV (GPS) RWY 5, Orig-A.

6-Oct-22 ....... FL Boca Raton ........cccceeeeeee Boca Raton .........cccceeuee. 2/6895 8/5/22 | RNAV (GPS) RWY 5, Amdt 1.

6-Oct-22 ....... OK Norman .....ccccceveeerieenieene University Of Oklahoma 2/7210 7/27/22 | LOC RWY 3, Amdt 4A.
Westheimer.

6-Oct-22 ....... 1A AMES ..o Ames Muni ......cccccveeennne. 2/8536 6/23/22 | RNAV (GPS) RWY 19, Amdt 1B.

6-Oct-22 ....... WA Bellingham ........ccccceveeee Bellingham Intl ................. 2/8592 8/3/22 | RNAV (GPS) Y RWY 34, Amdt

2.
6-Oct-22 ....... OK ElK City .oovvreeiriciieee Elk City Rgnl Business .... 2/9269 8/3/22 | RNAV (GPS) RWY 17, Amdt 2A.
6-Oct-22 ....... KS UIYSSES ..oovveiiiiiieeiieeiene UlYSSES .ooveviiieiieiieeiiene 2/9934 8/8/22 | RNAV (GPS) RWY 17, Amdt 1B.

[FR Doc. 2022-19750 Filed 9-13-22; 8:45 am]

BILLING CODE 4910-13-P

effective date.

ACTION: Interim final rule; delay of

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric

Administration

15 CFR Part 922

[Docket No. 220908-0186]
RIN 0648—-AV85

Amendments to National Marine
Sanctuary Regulations; Delay of

Effective Date

AGENCY: Office of National Marine
Sanctuaries (ONMS), National Oceanic
and Atmospheric Administration
(NOAA), Department of Commerce

(DOCQ).

SUMMARY: On May 13, 2022, the
National Oceanic and Atmospheric

Administration (NOAA) published an

interim final rule that appeared in the

Federal Register and that amended the
Office of National Marine Sanctuaries
(ONMS) regulations. That rule was

published with a 30-day comment
period, which ended on June 13, 2022,

and a 45-day delayed effective date
(June 27, 2022). A subsequent notice

delaying the effective date until
September 26, 2022, was published on
June 24, 2022. This action further delays
the effective date of the interim final
rule by an additional 120 days, until
January 24, 2023.

DATES: As of September 14, 2022, the

effective date for the interim final rule

published at 87 FR 29606, May 13,
2022, and delayed at 87 FR 37728, June
24, 2022, is further delayed until
January 24, 2023.

FOR FURTHER INFORMATION CONTACT:
Vicki Wedell, NOAA Office of National
Marine Sanctuaries, (240) 533—-0650,
Vicki.Wedell@noaa.gov.

SUPPLEMENTARY INFORMATION: In
response to the interim final rule
published on May 13, 2022 (87 FR
29606), which updated and streamlined
ONMS regulations, NOAA received
eight comments before the end of the
comment period on June 13, 2022. The
submitted comments are posted at
regulations.gov under docket NOAA—
NOS-2011-0120. Based on issues raised
by some of the public comments, NOAA
is preparing technical corrections and
responses to those comments for the
final rule. A subsequent notice delaying
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the effective date until September 26,
2022, was published on June 24, 2022
(87 FR 37228). In this action, NOAA is
delaying the effective date of the interim
final rule by an additional 120 days, to
January 24, 2023. This action does not
extend or reopen the comment period
for NOAA'’s previous request for
comments on the interim final rule.

National Marine Sanctuaries Act

The National Marine Sanctuaries Act
(NMSA) authorizes the Secretary of
Commerce to designate, manage, and
protect, as a national marine sanctuary,
any area of the marine environment that
is of special national significance due to
its conservation, recreational,
ecological, historical, scientific,
cultural, archeological, educational, or
esthetic qualities (16 U.S.C. 1431 et
seq.). NMSA provides the legal basis
and serves as the authority under which
NOAA issues this action.

Nicole R. LeBoeuf,

Assistant Administrator for Ocean Services
and Coastal Zone Management, National
Ocean Service, National Oceanic and
Atmospheric Administration.

[FR Doc. 2022—-19877 Filed 9-13-22; 8:45 am]|
BILLING CODE 3510-NK-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Part 300
[Docket No. FDA-2019-N-5553]
RIN 0910-AI36

Annual Summary Reporting
Requirements Under the Right to Try
Act

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA, the Agency, or
we) is issuing a final rule to specify the
deadline and content for submission of
an annual summary of investigational
drugs supplied under the Trickett
Wendler, Frank Mongiello, Jordan
McLinn, and Matthew Bellina Right to
Try Act of 2017 (Right to Try Act) and
the uses for which the investigational
drugs were supplied. This final rule
implements a provision in the Right to
Try Act that requires sponsors and
manufacturers who provide an “eligible
investigational drug” under the
provisions of the Right to Try Act to
submit to FDA an annual summary of

such use, and directs FDA to specify by
regulation the deadline of submission.

DATES: This rule is effective November

14, 2022. For additional information on
the effective and compliance dates, see

section V of this document.

ADDRESSES: For access to the docket to
read background documents or
comments received, go to https://
www.regulations.gov and insert the
docket number found in brackets in the
heading of this final rule into the
“Search” box and follow the prompts,
and/or go to the Dockets Management
Staff, 5630 Fishers Lane, Rm. 1061,
Rockville, MD 20852, 240—-402-7500.

FOR FURTHER INFORMATION CONTACT:

With regard to the final rule: Allison
Hoffman, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 32, Rm. 3138, Silver Spring,
MD 20993, 301-796-9203,
Allison.Hoffman@fda.hhs.gov.

With regard to the information
collection: Domini Bean, Office of
Operations, Food and Drug
Administration, Three White Flint
North 10A-12M, 11601 Landsdown St.,
North Bethesda, MD 20852, 301-796—
5733, PRAStaff@fda.hhs.gov.

SUPPLEMENTARY INFORMATION:
Table of Contents

I. Executive Summary
A. Purpose of the Final Rule
B. Summary of the Major Provisions of the
Final Rule
C. Legal Authority
D. Costs and Benefits
II. Background
A. Need for the Regulation/History of the
Rulemaking
B. Summary of Comments to the Proposed
Rule
C. General Overview of the Final Rule
III. Legal Authority
IV. Comments on the Proposed Rule and FDA
Response
A. Introduction
B. Description of General Comments and
FDA Response
C. Comments on the Submission Deadline
D. Comments on Combining Right to Try
Reporting
E. Comments on Submitting Dosing
Information
F. Comments on Adverse Event Reporting
G. Comments on the Definition of
Manufacturer or Sponsor
H. Comments on Reporting Patient
Demographic Information
I. Comments on Outcomes Reporting
J. Comments on the Clarity of the Proposed
Rule
V. Effective/Compliance Date(s)
VI. Economic Analysis of Impacts
A. Introduction
B. Summary of Costs and Benefits
VIIL. Analysis of Environmental Impact
VIII. Paperwork Reduction Act of 1995
IX. Federalism

X. Consultation and Coordination with
Indian Tribal Governments
XI. Reference

I. Executive Summary

A. Purpose of the Final Rule

The purpose of this rule is to
implement provisions of the Federal
Food, Drug, and Cosmetic Act (FD&C
Act), added by the Right to Try Act,
which requires sponsors and
manufacturers who provide an “eligible
investigational drug” under the Right to
Try Act to submit to FDA an annual
summary of such use, and directs FDA
to specify by regulation the deadline of
submission. The rule provides
information on the necessary contents of
the annual summary and the deadline
for its submission.

B. Summary of the Major Provisions of
the Final Rule

The rule adds a new subpart to the
regulations, to specify the deadline and
content for submission of an annual
summary of investigational drugs
supplied under the Right to Try
provisions of the FD&C Act and the uses
for which they were supplied. The Right
to Try Act provides that the
manufacturer or sponsor of an eligible
investigational drug shall submit to FDA
an annual summary of any use of such
drug supplied under the FD&C Act. Per
the statute, the summary shall include
the number of doses supplied, the
number of patients treated, the use for
which the drug was made available, and
any known serious adverse events from
use of the drug.

C. Legal Authority

The enacted provisions of the Right to
Try Act, in conjunction with FDA’s
general rulemaking authority serve as
FDA'’s legal authority for this rule.

D. Costs and Benefits

This final rule establishes the
deadline for submission of annual
summaries of use of investigational
drugs supplied under the FD&C Act.
The rule also establishes the required
contents of these submissions.

The benefits of this rule consist of
societal and public health outcomes that
may accrue from the disclosure of the
use of investigational drugs and any
known serious adverse events provided
in these annual summary reports. There
is no data that would allow us to predict
the magnitude of generated benefits, and
thus we are unable to quantify the
expected benefits of this rule.

Costs are estimated as the time spent
by firms to prepare and submit these
annual summary reports. The total
estimated present value of this rule’s
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costs is $37,132 at a 7 percent discount
rate and $45,818 at a 3 percent discount
rate. The annualized cost of this rule
over 10 years is $5,287 at a 7 percent
discount rate and $5,371 at a 3 percent
discount rate.

II. Background

A. Need for the Regulation/History of
the Rulemaking

On May 30, 2018, the Right to Try Act
(Pub. L. 115-176) was signed into law,
creating section 561B of the FD&C Act
(21 U.S.C. 360bbb—0a). The Right to Try
Act amends the FD&C Act to establish
an alternative option for patients who
meet certain criteria to request access to
certain unapproved drug products and
for sponsors and manufacturers who
agree to provide those certain
unapproved drug products, other than
through FDA'’s expanded access
program.! This law provides a new
pathway for patients to request and
manufacturers or sponsors to choose to
provide access to certain unapproved,
investigational drugs, including
biological products, for patients
diagnosed with life-threatening diseases
or conditions as defined in § 312.81 (21
CFR 312.81) who, as certified by a
physician, have exhausted approved
treatment options and who are unable to
participate in a clinical trial involving
the investigational drug.2 This rule does
not require that physician
determinations be submitted to FDA.
Manufacturers or sponsors who provide
their investigational drug under the
Right to Try Act are required to submit
to FDA an annual summary of the use
of their drug(s). Specifically,
manufacturers or sponsors of an eligible
investigational drug must submit to
FDA an annual summary that includes
the number of doses supplied of an
eligible investigational drug, the number
of patients treated, the uses for which
the drug was made available, and any
known serious adverse events. Per
section 561B of the FD&C Act, FDA is
required to specify, through regulation,
the deadline for such submissions
(section 561B(d)(1)). This rule specifies
that deadline. This rule specifies that
submissions must be made
electronically. Currently, this means
attaching a PDF document to an email.
In the future, FDA may move to

1Information on FDA’s Expanded Access
Program is available at https://www.fda.gov/news-
events/public-health-focus/expanded-access.

2Physicians who have questions should consult
with sponsors and manufacturers of eligible
investigational drugs. Resources for determining
whether there are available clinical trials include
the sponsors of eligible investigational drugs and
the website https://www.clinicaltrials.gov.

electronic submission through other
direct means.

B. Summary of Comments to the
Proposed Rule

FDA received fewer than 50
comments to the proposed rule from
healthcare professionals, patient
advocacy groups, regulated industry,
scientific and academic experts, and
private citizens. FDA received
comments on the following: (1) the
annual summary submission deadline;
(2) the definition of “manufacturer’’; (3)
reporting information in the annual
report on dosing, any known serious
adverse events, clinical outcomes,
patient demographic information, and
the amount, if any, charged for the
product; and (4) general comments
requesting clarifications. FDA also
received general comments both in
support of and against the proposed
annual reporting rule as well as the
entire Right to Try Act.

C. General Overview of the Final Rule

FDA has extended the submission
date for the first annual summary report
from 60 calendar days after the final
rule becomes effective as proposed to a
specific date of March 31, 2023.

III. Legal Authority

The Right to Try Act amended
Chapter V of the FD&C Act by inserting
section 561B. New section 561B(d)(1) of
the FD&C Act requires FDA to specify
by regulation the deadline of
submission of an annual summary of the
use of any eligible investigational drug
under the Right to Try Act by
manufacturers or sponsors and specifies
the contents of such summaries. This
section, in conjunction with our general
rulemaking authority in section 701(a)
of the FD&C Act (21 U.S.C. 371(a)),
serves as our legal authority for this
final rule.

IV. Comments on the Proposed Rule
and FDA Response

A. Introduction

We describe and respond to the
comments in sections IV.B through IV.]
of this document. We have numbered
each comment to help distinguish
between different comments. We have
grouped similar comments together
under the same number, and, in some
cases, we have separated different issues
discussed in the same comment and
designated them as distinct comments
for purposes of our responses. The
number assigned to each comment or
comment topic is purely for
organizational purposes and does not
signify the comment’s value or

importance or the order in which
comments were received.

B. Description of General Comments
and FDA Response

(Comment 1) Some comments made
general remarks supporting or opposing
the proposed reporting rule or Right to
Try in general without focusing on a
particular proposed provision. These
comments either supported or opposed
the proposed rule, without any
suggestions for specific changes.

(Response 1) FDA made no changes in
response to these comments, as there
were no suggestions for specific
changes. In regards to comments
opposing issuance of the proposed rule,
we do not agree that FDA should not
issue this rule. Section 561B(d) of the
FD&C Act provides that “the Secretary
shall specify by regulation” the deadline
of submission of annual summaries.
This rule implements the statutory
directive in section 561B(d) of the FD&C
Act, and FDA concludes that the
rulemaking is necessary to establish
deadline requirements for the
submission of annual summaries.

C. Comments on the Submission
Deadline

(Comment 2) Several comments
focused on proposed § 300.200(b)(1)
regarding the submission deadline.
These comments requested a change of
the submission deadline for the first
annual summary from 60 calendar days
after the rule becomes effective to 90
calendar days. Some comments also
requested that the first annual summary
cover a 12-month time period beginning
from the finalization of the Proposed
Rule onward. Some comments
requested that for the initial annual
summary, the reporting period should
begin on the date the final rule is
published and end on December 31 of
that calendar year.

(Response 2) FDA agrees with the
proposal to change the submission
deadline for the first annual summary
from 60 calendar days after the rule
becomes effective to 90 calendar days.
Regarding the proposals to change the
reporting periods for the first required
annual summaries, FDA disagrees that
use of investigational drugs under the
Right to Try Act prior to the finalization
of this rule should not be reported.
Rather than directing manufacturers or
sponsors to only report Right to Try Act
uses after FDA’s rulemaking is
completed, the Right to Try Act directs
manufacturers or sponsors to submit to
FDA an annual summary of “any use”
of a drug under the law (section
561B(d)(1) of the FD&C Act). Therefore,
requiring submissions of Right to Try
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Act uses since enactment of the law is
consistent with the statute.
Furthermore, the information in the
reports may provide relevant
information regarding the use of eligible
investigational drugs. The comment’s
suggestion could lead to a situation
where a serious adverse event that
occurs 1 day prior to the final rule
publication is not shared with FDA but
the same event that occurred 2 days
later is. Therefore, we are finalizing the
proposed requirement that uses of
eligible investigational drugs under
Right to Try be reported to FDA, even
if they occurred before issuance of this
rule. The rule is considered in effect 60
days after the date of publication,
however the due date for the first
annual report is March 31, 2023 (see
section V), but the Right to Try Act was
effective as of the date it was signed,
May 30, 2018. The rulemaking
establishes the process for reporting
actions sponsors already have taken.
The first annual summary should cover
all uses under the Right to Try Act since
the statute has been in effect in
accordance with § 300.200(b).

D. Comments on Combining Right to Try
Reporting

(Comment 3) Several comments
addressed combining Right to Try
reporting with other FDA regulatory
reporting requirements, noting that it
may be less burdensome and facilitate
FDA having all of the data on an
investigational product together. Some
comments requested the inclusion of the
annual report on Right to Try uses as an
addendum or section within the
investigational new drug (IND) annual
report required under § 312.33 (21 CFR
312.33), in addition to a separate report.
Some comments requested aligning the
Right to Try Act reporting with the
annual reporting required under the
Expanded Access regulations and
aligning the reporting of known serious
adverse events under proposed
§300.200(c)(5) with current serious
adverse event reporting regulations
under §312.32 (21 CFR 312.32).

(Response 3) FDA disagrees with the
comments requesting combining Right
to Try reporting with other FDA-
required reports. The IND reporting
regulations do not capture all the
information required under Right to Try,
so it is not accurate that compliance
with § 312.32 will provide compliance
with the reporting requirements in this
rule. Consequently, the information
detailed for the Right to Try submission
would have to be added to the IND
annual report. Moreover, existing IND

annual reports under § 312.33 are due to
FDA based upon the date an IND
application was submitted to FDA.
These IND annual reports are submitted
throughout the year and not at a single
point in time for all active applications,
which is consistent with international
harmonization efforts. It would be
extremely difficult and resource-
intensive for FDA to examine all IND
annual reports for the sole purpose of
identifying those potentially few reports
that have Right to Try information so
that we can compile the annual
summary required by section 561B(d)(2)
of the FD&C Act. In addition, it is
efficient to have separate reporting
requirements for Right to Try Act and
other investigational drug uses because
section 561B(c) of the FD&C Act limits
FDA’s use of clinical outcomes
associated with the use of eligible
investigational drugs under the Right to
Try Act in ways that are not applicable
to other uses of INDs. For these reasons,
it is more efficient to implement the
annual reporting and summary
requirements of the Right to Try Act by
requiring the annual reports to be
submitted as separate reports to FDA.

FDA does not intend to object if
sponsors refer to their Right to Try
activities in their IND annual report
required under § 312.33 as long as such
information is labeled as Right to Try
and is also included in the separate
Right to Try annual report. The
reporting requirements in §312.33
include a provision that requires
sponsors to identify the IND numbers
that correspond to the products used
under Right to Try. This will facilitate
the integration into FDA systems and
allow FDA to link all information
received on a particular IND or new
drug application or biologics license
application.

E. Comments on Submitting Dosing
Information

(Comment 4) Some comments made
recommendations on proposed
§300.200(c)(2) regarding dosing. Section
300.200(c)(2) proposed to require that
the annual summary include the total
number of doses supplied by the
manufacturer or sponsor to eligible
patients for use under the Right to Try
Act. We also proposed that each dose of
an eligible investigational drug supplied
for an eligible patient shall be counted
as a dose supplied. Several comments
recommended that FDA require
sponsors or drug manufacturers to
report the number of doses per patient,
rather than the cumulative number of
doses supplied of the drug overall.

(Response 4) As noted in the
proposed rule, FDA only proposed to
require reporting on the total number of
doses supplied. This will make the
reporting requirements less burdensome
for sponsors and is consistent with the
requirements in the Right to Try Act,
which does not require that information
be submitted on a per patient basis. It
is also consistent with our public health
oversight needs, because at this time
FDA does not foresee a need for more
detailed information and FDA can
follow up with the submitter if more
information would be useful to FDA as
it reviews the annual summary.
However, sponsors may voluntarily
provide an itemized list of doses per
patient in their tabular summary when
reporting any known serious adverse
events; FDA encourages sponsors to
include information on the number of
doses supplied per patient when
reporting on known serious adverse
events even though this rule does not
require this information.

(Comment 5) One comment expressed
that the example given in the proposed
rule of a tabular summary goes beyond
the level of information required by the
Right to Try Act.

(Response 5) FDA disagrees with the
comment, because the tabular summary
example included in the proposed rule
showed information that sponsors may
choose to submit to provide context
around the known serious adverse event
information. Specifically, the sample
tabular summary that FDA provided in
the proposed rule included such non-
mandatory information as a field for a
Patient ID number and for grading the
severity of known serious adverse
events. However, we did not propose to
require that manufacturers or sponsors
submit this information (and indeed the
final rule does not require submission of
such information).

To the extent the comment seeks a
tabular summary example that includes
only mandatory information, the tabular
summary below highlights (bolded text)
the mandatory information (although
the specific format is not required). The
summary may include optional
contextual data (e.g., the time interval
between the last dose received and the
onset of the known serious adverse
event) in addition to the statutorily
required information, and the sponsor
or manufacturer may choose to submit
this data if they believe the non-
mandatory data could provide relevant
information.
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. Serious adverse event(s)
Eligible Number of :
: S ; Number of ; Disease(s) or
investigational IND No. Patient ID d h patients Y :
oses supplied condition(s) Serious adverse
drug treated event(s) Outcome(s)
XDX501 .............. 99999 12345 5 1 | Breast cancer .... | 1. Hip fracture ... | 1. Improved.
2. Joint pain ...... 2. Improved.

F. Comments on Adverse Event
Reporting

Some commenters made
recommendations on proposed
§ 300.200(c)(5) regarding adverse event
reporting. In that provision, we
proposed to require that annual reports
submitted to FDA include a tabular
summary of any known serious adverse
events, including resulting outcomes,
experienced by patients treated with the
eligible investigational drug under the
Right to Try Act.

(Comment 6) One comment
recommended that manufacturers and
sponsors obtain data on the route of
administration of the drug in the case of
an adverse event.

(Response 6) While the Agency
welcomes manufacturers or sponsors to
include information they conclude is
relevant to understanding a known
serious adverse event, FDA believes we
can adequately fulfill our public health
role without including such a
requirement; if FDA has questions about
route of administration that are relevant
to our review, we may pose such
questions to manufacturers or sponsors.

FDA agrees that information on routes
of administration may in some cases aid
FDA in understanding the
circumstances surrounding an adverse
event. However, many drugs are not
able to support multiple routes of
administration, so for these drugs FDA
may not gain any helpful information if
we required reporting regarding route of
administration.

(Comment 7) Some comments
recommended that FDA encourage
earlier reporting of known serious
adverse events prior to the required due
date for the annual summary.

(Response 7) FDA disagrees because
section 561B(d)(1) of the FD&C Act
directs that the reporting be “annual.”
Nevertheless, we note that sponsors can
always report safety data to FDA earlier
than the timeframes required by this
rule in accordance with §312.32 (while
also ensuring compliance with the
reporting timeframes under this rule).

(Comment 8) One comment expressed
concern with the definition of a “known
serious adverse event,” arguing that
only disclosing known serious adverse
events is too limiting and will not
provide enough information to evaluate
a drug’s associated risks. Instead, the

comment recommends that FDA require
reporting of suspected adverse
reactions. One comment also requested
that FDA require manufacturers and
sponsors to affirmatively seek
information about known serious
adverse events.

(Response 8) FDA disagrees with
changing the proposed definition of
“known serious adverse event” to
encompass suspected serious adverse
reactions. We consider suspected
adverse reactions to be adverse events
for which there is a reasonable
possibility that the drug caused the
adverse event (see, e.g., §312.32(a)
(defining “‘suspected adverse
reaction”)). An adverse event, however,
is any untoward medical occurrence
associated with the use of a drug in
humans, whether or not considered
drug related (see § 312.32(a)). Suspected
adverse reactions are the subset of all
adverse events for which there is a
reasonable possibility that the drug
caused the event. A “serious adverse
event” is an adverse event that is
‘“serious,” as defined in §312.32(a). A
“known serious adverse event’ is a
serious adverse event of which a
manufacturer or sponsor is aware
(§300.200(a)(4)). We believe it is
appropriate to require that Right to Try
annual summaries only include
information about known serious
adverse events for two reasons. First,
Congress specifically required reporting
of such events, but did not require that
annual summaries include information
about suspected adverse reactions.
Second, at this time we do not see a
need to require reporting under this rule
for suspected adverse reactions because
our IND safety reporting requirements in
§ 312.32 already require reporting of
suspected adverse reactions and reflect
the need for the sponsor to evaluate the
available evidence. Accordingly, FDA
receives needed information about
suspected adverse events through the
IND safety reporting process.

With respect to the comment
requesting that FDA require
manufacturers or sponsors to
affirmatively seek information about
serious adverse events, we disagree.
FDA does not seek to make this rule
more burdensome than is needed to
efficiently implement the Right to Try
Act, and at this time it is not clear that

any such investigation requirement
would result in relevant information for
purposes of FDA’s Right to Try
oversight role. Under the final rule,
known serious adverse events must be
reported. Nevertheless, sponsors are not
constrained from including additional
information they find to be relevant
regarding a known serious adverse
event.

G. Comments on the Definition of
Manufacturer or Sponsor

In proposed § 300.200(a)(5), we
proposed to define a “manufacturer or
sponsor” as the person who meets the
definition of “sponsor” in § 312.3 (21
CFR 312.3) for the eligible
investigational drug; has submitted an
application for the eligible
investigational drug under section
505(b) of the FD&C Act (21 U.S.C.
355(b)) or section 351(a) of the Public
Health Service Act (42 U.S.C. 262(a)); or
produces the eligible investigational
drug provided to an eligible patient on
behalf of such persons.

(Comment 9) Some commenters made
recommendations on proposed
§300.200(a)(5) regarding the definition
of “manufacturer or sponsor.” One
comment recommended the exclusion
of contract manufacturing organizations
from the term “manufacturer or
sponsor”’ because a contract
manufacturer may not possess the
necessary information to complete the
annual report. One comment requested
that FDA limit the definition of
“manufacturer or sponsor” to the
treating physician because for drugs
supplied through Right to Try, treating
physicians are responsible for
monitoring their patients’ use of the
drug and their safety.

(Response 9) FDA agrees that a
contract manufacturing organization
that is not closely connected to the
clinical investigation and approval
process should not be considered a
“manufacturer or sponsor’”’ under this
rule, and therefore we have updated the
regulatory text to specify that a contract
manufacturer is not a ‘““manufacturer or
sponsor.” We are making this change
because we believe that only those
entities that are closely connected to the
clinical investigation or approval
process should submit annual
summaries, and contract manufacturers
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would generally not be considered such
entities. A manufacturer or sponsor is
better positioned to have access to the
relevant data required for the annual
summary if their role is not merely to
manufacture a drug to another entity’s
specifications on behalf of the other
entity. Accordingly, we generally do not
consider most contract manufacturers to
be a “manufacturer or sponsor” for
purposes of this rule. We consider a
“contract manufacturer” to be an entity
that merely manufactures a drug to
another entity’s specifications on behalf
of the other entity. We expect that
whenever a drug is distributed under
Right to Try, there will be a
manufacturer or sponsor with access to
the relevant data who will submit the
required annual summary.

Regarding limiting the definition of
“sponsor” to the treating physician,
FDA disagrees because we think there
will be less confusion if we use the
regulatory definition of “sponsor” in
§312.3. This is a definition that
industry and researchers are familiar
with, and one that Congress likely
understood when it used the term in the
Right to Try Act. We also note that the
Right to Try Act refers to “physician[s],”
but not in the context of reporting
annual summaries; rather, section
561B(a)(1) of the FD&C Act refers to
“physician[s]” in the context of the
definition of an eligible patient—
suggesting that Congress understood
“physician” and “sponsor” to not be
synonymous.

(Comment 10) One comment
requested that FDA require sponsors to
include the physicians’ names and the
total number of patients each physician
has certified over each reporting period
because of potential pressure for
physicians to provide access to drugs
under Right to Try.

(Response 10) FDA disagrees. Under
section 561B(a) of the FD&C Act, the
“eligible patient”” definition provides for
the certification by a physician; FDA
information about the identity of the
physician is not needed for FDA to
review the annual summary data as
provided in the Right to Try Act.
Therefore, FDA does not seek to require
any information related to the
physician.

(Comment 11) One comment
requested that manufacturers assign
patient identification numbers to track
patients.

(Response 11) FDA recommends this
practice only with respect to patients
who experienced a known serious
adverse event that is included in the
Right to Try annual summary, to help
distinguish between patients and events
included in the annual summary.

However, FDA does not believe it is
necessary to require the assignment of
patient identification numbers.
Manufacturers or sponsors can take
steps to ensure that they adequately
track relevant safety information
without the use of patient identification
numbers, and if FDA has questions
about information included in an
annual summary FDA may contact the
manufacturer or sponsor to clarify.

H. Comments on Reporting Patient
Demographic Information

(Comment 12) Some commenters
made recommendations regarding
inclusion of patient demographic
information. Some comments requested
that the rule include a non-mandatory
request for such other information to
provide a more comprehensive picture
on Right to Try use, such as the
demographics of patients for whom
Right to Try access was requested;
information about requests that were
denied, including reason for denial;
amount charged for the product (if any);
and overall patient outcomes from the
Right to Try use. Other commenters
asked for reporting of patient
demographic information to be
mandatory.

(Response 12) Congress specified the
information FDA was to collect for the
annual summary in the Right to Try Act
and did not include demographic
information. We encourage sponsors
and/or manufacturers to provide
demographic data, individual patient
information, and other types of data
suggested in the comments as optional
additional contextual information when
submitting the annual summary.

I. Comments on Outcomes Reporting

In proposed § 300.200(c)(5), we
proposed to require that the annual
summary include a tabular summary of
any known serious adverse events,
including resulting outcomes,
experienced by patients treated with the
eligible investigational drug under the
Right to Try Act.

(Comment 13) One comment
requested that FDA require
manufacturers and sponsors to report all
relevant clinical outcome data after
treatment.

(Response 13) FDA disagrees.
Congress did not specify that
manufacturers or sponsors provide
information about all treatment
outcomes, and at this time we do not see
a need to require this information in
annual summaries. If FDA has questions
about treatment outcomes not associated
with known serious adverse events,
FDA can request that information as
appropriate.

(Comment 14) One comment
disagreed with the proposed
requirement that annual summaries
include information about outcome
data. The comment stated that patients
who receive drugs under Right to Try
are being treated individually and not as
a part of a clinical trial, so treatment
plans may vary.

(Response 14) We disagree. The
proposed requirement is to report any
known serious adverse events,
including resulting outcomes; the
outcomes are tied specifically to the
adverse event, and not the outcome of
each individual use of an eligible drug,
as the comment suggests. Requiring
information about outcomes resulting
from known serious adverse events is
important so that FDA can meet the
directive in section 561B(d)(2) of the
FD&C Act, that FDA shall post an
annual summary report including
information specific to “clinical
outcomes.” See section 701(a) of the
FD&C Act (providing FDA with
authority to promulgate regulations for
the efficient enforcement of the FD&C
Act). In addition, the outcome of the
adverse event can provide important
context to enable FDA to determine if
the outcomes are critical to
understanding safety issues associated
with the eligible investigational drug
without requesting additional
information for each event. We also note
that the Agency routinely evaluates
safety outcomes outside of a clinical
trial, so just because eligible patients
may not be part of a clinical trial does
not mean we are unable to review
information about their outcomes.

(Comment 15) One comment
requested more information on how the
Secretary of Health and Human Services
would inform sponsors that the
Agency’s use of a drug’s clinical
outcome is critical to making a safety
determination on the use of the drug.

(Response 15) This comment relates
to section 561B(c) of the FD&C Act,
which includes certain restrictions on
certain FDA uses of a clinical outcome
associated with Right to Try unless FDA
makes a determination that use of such
clinical outcome is critical to
determining the safety of the eligible
investigational drug. If FDA makes such
a determination, section 561B(c)(2) of
the FD&C Act provides that FDA “‘shall
provide written notice of such
determination to the sponsor, including
a public health justification for such
determination, and such notice shall be
made part of the administrative record.”
FDA does not believe additional
clarification is necessary because the
statute specifies that FDA’s notification
to the sponsor shall be “written.” The
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comment has not explained what
additional clarification is needed.

J. Comments on the Clarity of the
Proposed Rule

(Comment 16) One comment
requested an explicit statement from
FDA that there are no reporting
requirements for sponsors or
manufacturers who choose not to grant
a request to provide products under
Right to Try.

(Response 16) FDA is not sure what
kind of explicit statement the comment
seeks. Neither the Right to Try Act nor
this final rule require parties to report
to FDA when they have declined to
distribute drugs under the Right to Try
Act. FDA notes that there is no
requirement that a manufacturer or
sponsor participate in Right to Try.

(Comment 17) One comment
requested clarity on whether an annual
summary is only required if new access
to a drug has been granted during the
reporting period or if sponsors should
also report on ongoing use from a prior
reporting period.

(Response 17) Under § 300.200(c)(2),
the manufacturer or sponsor must report
the total number of doses supplied. The
relevant period of time is the period of
time covered by the annual summary.
Therefore, the number of doses supplied
during the annual summary period is
what should be reported. For example,
if Patient A started using the drug in the
previous reporting period and continues
to use that drug in the current reporting
period, the manufacturer or sponsor
should report how many doses were
supplied during the current reporting
period.

(Comment 18) One comment
requested that FDA consider providing
criteria on how a patient would submit
arequest for a drug under Right to Try.

(Response 18) The Right to Try Act
does not outline a role for FDA with
respect to the process by which patients
may request access to eligible
investigational drugs. Therefore the
comment asks FDA to provide
information about a matter that is
beyond the scope of this rulemaking.
We decline.

(Comment 19) One comment
requested additional detail on FDA’s
intent to post online an annual
summary report and expressed interest
in how FDA'’s posting of the annual
summary report ‘“‘may increase
awareness about the availability of
investigational drugs” as noted in the
“Costs and Benefits” section of the
preamble to the Proposed Rule. One
comment also stated that the
information FDA includes in the annual
summary report does not convey or

imply any conclusions regarding the
safety or efficacy of the products
provided under the Right to Try Act,
and it may also be helpful for FDA’s
annual summary report website to link
to additional information regarding
“Expanded Access.”

(Response 19) FDA will follow the
requirements in the Right to Try Act
regarding posting an annual summary of
uses of drugs under the statute. As
stated in the preamble to the proposed
rule, providing this information will
increase awareness about the
availability of investigational drugs
because the report will make available
data about the use of eligible
investigational drugs. With respect to
the comment stating that the
information included in FDA’s annual
summary report will not convey or
imply any conclusions about a drug’s
safety or efficacy, we agree. The
information included in FDA’s annual
summary reports will be purely factual
and will not reflect any FDA evaluations
of the eligible investigational drugs.
With respect to the comment requesting
that our website link to information
about “Expanded Access,” we will
consider that comment when we design
our website for Right to Try annual
summary reports.

V. Effective/Compliance Date(s)

This final rule becomes effective 60
days after publication in the Federal
Register. Any manufacturer or sponsor
who provides an eligible investigational
drug for use by an eligible patient in
accordance with the Right to Try Act
must include in their first annual
summary submitted under this section
any use from the time of enactment of
the Right to Try Act, May 30, 2018,
through December 31, 2022. The first
annual summary submitted under the
Right to Try Act will be required to be
submitted March 31, 2023.

Thus, for a manufacturer or sponsor of
an eligible investigational drug that has
supplied an eligible patient with an
eligible investigational drug under
section 561B of the FD&C Act between
the period from enactment of section
561B (May 30, 2018) and December 31,
2022, the manufacturer or sponsor shall
submit to FDA a first annual summary
covering that period no later than March
31, 2023. After this annual report, the
manufacturer or sponsor must submit a
report that covers every January 1
through December 31 annual period by
no later than March of the following
year, for every year in which the
manufacturer or sponsor has supplied a
drug under the Right to Try Act.
Therefore, a report submitted in March

2024, would cover the period January 1,
2023, through December 31, 2023.

VI. Economic Analysis of Impacts
A. Introduction

We have examined the impacts of the
final rule under Executive Order 12866,
Executive Order 13563, the Regulatory
Flexibility Act (5 U.S.C. 601-612), and
the Unfunded Mandates Reform Act of
1995 (Pub. L. 104—4). Executive Orders
12866 and 13563 direct us 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). We find that this
final rule is not a significant regulatory
action as defined by Executive Order
12866.

The Regulatory Flexibility Act
requires us to analyze regulatory options
that would minimize any significant
impact of a rule on small entities.
Because the effects are low in cost and
minimally dispersed, we certify that the
final rule will not have a significant
economic impact on a substantial
number of small entities.

The Unfunded Mandates Reform Act
of 1995 (section 202(a)) requires us to
prepare a written statement, which
includes an assessment of anticipated
costs and benefits, before issuing “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 $165 million, using the
most current (2021) Implicit Price
Deflator for the Gross Domestic Product.
This final rule would not result in an
expenditure in any year that meets or
exceeds this amount.

B. Summary of Costs and Benefits

This final rule implements a statutory
requirement in the Right to Try Act that
sponsors and manufacturers who
provide an eligible investigational drug
under the Right to Try Act to eligible
patients submit to FDA an annual
summary of such use. The Right to Try
Act requires FDA to specify by
regulation the deadline and requires
that submissions include certain
information.

The benefits of this final rule consist
of societal and public health outcomes
that may accrue from the disclosure of
the use of investigational drugs and any
known serious adverse events provided
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in these annual summary reports. These
reporting requirements instruct firms to
collect all known serious adverse events
and submit them once per year to FDA.
Without these reports, FDA would not
be made aware in a systematic manner
of the use of eligible investigational
drugs under the Right to Try Act and
any known serious adverse events. With
these reports, there may be increased
awareness of investigational drugs, the
diseases or conditions for which
patients are seeking access, and any
known serious adverse events
associated with such use.

In addition, based on the information
in these annual summaries, FDA
intends to post an annual summary
report in accordance with section
561B(d)(2) of the FD&C Act. FDA’s
posting of these reports may increase
awareness about the availability of
investigational drugs. In some cases,
access to such drugs may help treat
future patients. There is no data that
would allow us to predict the
magnitude of generated benefits, and
thus we are unable to quantify the
expected benefits of this rule.

Costs are calculated as the time spent
by firms to prepare and submit annual

summary reports based on participation
in Right to Try Act requests from
eligible patients for investigational new
treatments. The total estimated present
value of this rule’s costs is $37,132 at a
7 percent discount rate and $45,818 at

a 3 percent discount rate (in 2020
dollars). The annualized cost of this rule
over 10 years is $5,287 at a 7 percent
discount rate and $5,371 at a 3 percent
discount rate. Consistent with Executive
Order 12866, table 1 provides the costs
and a description of benefits for this
final rule over a 10-year period.

TABLE 1—SUMMARY OF BENEFITS, COSTS, AND DISTRIBUTIONAL EFFECTS OF THE FINAL RULE

Units
Primary Low High .
Category estimate estimate estimate Year D'Srg?;nt Period Notes
dollars o covered
(%)
Benefits:
Annualized Monetized $/year 7 10
3 10
Annualized Quantified ........c.ccoceeiiiiiii 7
3
QUANIALIVE veeeeeeeieieeesie e Disclosure of known serious adverse
events and outcomes related to
investigational new drug treatments.
Costs:
Annualized Monetized $/year .........ccccceeveveiiniincinirieene, 5,287 2020 7 10
5,371 2020 3 10
Annualized Quantified 7
3
QUANIALIVE .
Transfers:
Federal Annualized Monetized $/year ..........ccccveveeniiniens | eevvivncniinne | evevenieieneens | cveveineieees | ceeeveseeneeennes VA R
........................................................................ S| e
FrOM/TO .o From: To
Other Annualized Monetized $/YEAr ........cocoveiveverniinienis | everiiiiiiiies | cviveiiisienies | cereeesesenens | seereseneenennens T | o
........................................................................ [
FIOM/TO o From: To
Effects:

State, Local or Tribal Government:
Small Business:

Wages:

Growth:

We have developed a comprehensive
Economic Analysis of Impacts that
assesses the impacts of the final rule.
The full analysis of economic impacts is
available in the docket for this final rule
(Ref. 1) and at https://www.fda.gov/
about-fda/reports/economic-impact-
analyses-fda-regulations.

VII. Analysis of Environmental Impact

We have determined under 21 CFR
25.30(h) that 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.

VIII. Paperwork Reduction Act of 1995

This final rule contains information
collection provisions 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—
3521). The title, description, and
respondent description of the
information collection provisions are
shown in the following paragraphs with
an estimate of the annual reporting
burden. Included in the estimate is the
time for reviewing instructions,

searching existing data sources,
gathering and maintaining the data
needed, and completing and reviewing
each collection of information.

Title: Annual Summary Reporting
Requirements Under the Right to Try
Act—21 CFR part 300, subpart D—OMB
Control Number 0910-NEW.

Description: The final rule provides
for a submission schedule and sets forth
content requirements for sponsors and
manufacturers who: (1) provide an
eligible investigational drug for use by
an eligible patient and (2) submit to
FDA an annual summary report by
subject to the applicable regulations.
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Regulations in § 300.200 require that
sponsors and manufacturers submit to
FDA an annual summary no later than
March 31 of each year, including data
for the preceding calendar year, which
is the period from January 1 through
December 31. The first report will cover
the time period between enactment of
the Right to Try Act (March 30, 2018)
and December 31, 2022. We will
provide instruction on the FDA Right to
Try web page at https://www.fda.gov/
patients/learn-about-expanded-access-
and-other-treatment-options/right-try
regarding a designated point of contact
for submissions of Right To Try annual

reporting summaries and are currently
developing a form to facilitate
submission of requisite information.
Data elements included in the annual
summary are:

e The name of the eligible
investigational drug and applicable IND
number.

e The number of doses supplied to
the eligible patient.

e The number of eligible patients
treated.

o The use for which the eligible
investigational drug was made available
to the eligible patient.

¢ Any known serious adverse events
and outcomes that the eligible patient
treated with an eligible investigational
drug experienced.

Description of Respondents:
Respondents to the information
collection are sponsors and
manufacturers who provide an eligible
investigational drug to eligible patients
in accordance with the Right to Try Act
and will submit to FDA annual
summaries.

As discussed in section ILF of the
Final Regulatory Impact Analysis, we
estimate the burden of the information
collection as follows:

TABLE 2—ESTIMATED ANNUAL REPORTING BURDEN !

Activity; 21 CFR citation Number of re’;luggts)grsmer Total annual bﬁrvdegﬁ%%r Total hours
Y; respondents reps ond er?t responses response
P (in hours)
Sponsors and manufacturers submit annual summaries in
accordance with the Right to Try Act (§300.200) ........... 6 1 6 2.5 15

1There are no capital costs or operating and maintenance costs associated with this collection of information.

Consistent with estimates in our Final
Regulatory Impact Analysis, we estimate
that six sponsors and manufacturers
will prepare and submit six annual
summaries and assume it takes 2.5
hours to prepare and submit each
summary, which results in a total of 15
hours annually.

The information collection provisions
in this final rule have been submitted to
OMB for review as required by section
3507(d) of the Paperwork Reduction Act
of 1995.

Before the effective date of this final
rule, FDA will publish a notice in the
Federal Register announcing OMB’s
decision to approve, modify, or
disapprove the information collection
provisions in this final rule. An Agency
may not conduct or sponsor, and a
person is not required to respond to, a
collection of information unless it
displays a currently valid OMB control
number.

IX. Federalism

We have analyzed this final rule in
accordance with the principles set forth
in Executive Order 13132. We have
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, we
conclude 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.

X. Consultation and Coordination With
Indian Tribal Governments

We have analyzed this rule in
accordance with the principles set forth
in Executive Order 13175. We have
determined that the rule does not
contain policies that have substantial
direct effects 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.
Accordingly, we conclude that the rule
does not contain policies that have
tribal implications as defined in the
Executive Order and, consequently, a
tribal summary impact statement is not
required.

XI. Reference

The following reference is on display
at the Dockets Management Staff (see
ADDRESSES) and is available for viewing
by interested persons between 9 a.m.
and 4 p.m., Monday through Friday,
240-402-7500; it is also available
electronically at https://
www.regulations.gov. FDA has verified
the website address, as of the date this
document publishes in the Federal
Register, but websites are subject to
change over time.

1. Economic Analysis of Impacts (available at
https://www.fda.gov/AboutFDA/Reports
ManualsForms/Reports/Economic
Analyses/default.htm).

List of Subjects in 21 CFR Part 300

Drugs, Prescription drugs.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, and under
authority delegated to the Commissioner
of Food and Drugs, 21 CFR part 300 is
amended as follows:

PART 300—GENERAL

m 1. The authority citation for part 300
is revised to read as follows:

Authority: 21 U.S.C. 331, 351, 352, 355,
360b, 360bbb-0a, 371.
m 2. Add subpart D, consisting of
§300.200, to read as follows:

Subpart D—Annual Summary
Reporting Requirements.

§300.200 Annual summary requirements
under the Right to Try Act.

(a) Definitions: The following
definitions of terms apply only to this
section:

(1) Eligible investigational drug. An
eligible investigational drug is as
defined in section 561B(a)(2) of the
Federal Food, Drug, and Cosmetic Act.

(2) Eligible patient. An eligible patient
is as defined in section 561B(a)(1) of the
Federal Food, Drug, and Cosmetic Act.

(3) Investigational New Drug (IND).
An IND is as defined in § 312.3 of this
chapter.

(4) Known serious adverse event. A
serious adverse event (as defined in
§ 312.32 of this chapter) is considered
“known” if the manufacturer or sponsor
is aware of it.
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(5) Manufacturer or sponsor. A
manufacturer or sponsor is the person
who:

(i) Meets the definition of “sponsor”
in § 312.3 of this chapter for the eligible
investigational drug;

(ii) Has submitted an application for
the eligible investigational drug under
section 505(b) of the Federal Food,
Drug, and Cosmetic Act or section
351(a) of the Public Health Service Act;
or

(iii) Is other than a contract
manufacturer acting on behalf of a
manufacturer or sponsor, producing the
eligible investigational drug provided to
an eligible patient on behalf of the
persons described in paragraph (a)(5)(i)
or (ii) of this section.

(b)(1) Except as described in
paragraph (b)(2) of this section, a
manufacturer or sponsor of an eligible
investigational drug shall submit to the
Food and Drug Administration (FDA),
no later than March 31 of each year, an
annual summary of any use of eligible
investigational drugs supplied to any
eligible patient under section 561B of
the Federal Food, Drug, and Cosmetic
Act for the period of January 1 through
December 31 of the preceding year.

(2) For a manufacturer or sponsor of
an eligible investigational drug that has
supplied an eligible patient with an
eligible investigational drug under
section 561B of the Federal Food, Drug,
and Cosmetic Act between the period
from enactment of section 561B (May
30, 2018) and December 31, 2022, the
manufacturer or sponsor shall submit to
FDA a first annual summary covering
that period no later than March 31,
2023.

(c) For each eligible investigational
drug, the annual summary must
include:

(1) The name of the eligible
investigational drug and applicable IND
number. The name and IND number of
the eligible investigational drug
supplied by the manufacturer or
sponsor for use under section 561B of
the Federal Food, Drug, and Cosmetic
Act.

(2) Number of doses supplied. The
total number of doses supplied by the
manufacturer or sponsor to eligible
patients for use under section 561B of
the Federal Food, Drug, and Cosmetic
Act. Each dose of an eligible
investigational drug supplied for an
eligible patient shall be counted as a
dose supplied.

(3) Number of patients treated. The
total number of eligible patients for
whom the manufacturer or sponsor
provided the eligible investigational
drug for use under section 561B of the
Federal Food, Drug, and Cosmetic Act.

An eligible patient treated more than
one time or with multiple doses of an
eligible investigational drug shall be
counted as a single patient.

(4) Use for which the eligible
investigational drug was made
available. A tabular summary
identifying the diseases or conditions
for which the eligible investigational
drug was made available for use under
section 561B of the Federal Food, Drug,
and Cosmetic Act.

(5) Any known serious adverse events
and outcomes. A tabular summary of
any known serious adverse events,
including resulting outcomes,
experienced by patients treated with the
eligible investigational drug under
section 561B of the Federal Food, Drug,
and Cosmetic Act.

(d) Annual summaries submitted
pursuant to this section shall be
submitted in an electronic format that
FDA can process, review, and archive,
and shall be sent directly to a
designated point of contact for
submissions made under section 561B
of the Federal Food, Drug, and Cosmetic
Act. The annual summaries must be
submitted to the designated point of
contact and shall not be submitted to a
particular investigational new drug
application. FDA will specify the
designated point of contact for
submission of the annual summary on
FDA’s website, as described at https://
www.fda.gov.

Dated: August 31, 2022.
Robert M. Califf,
Commissioner of Food and Drugs.
[FR Doc. 2022-19737 Filed 9-13-22; 8:45 am]
BILLING CODE 4164-01-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 55

[EPA-R02-OAR-2022-0400; FRL 9785-02—
R2]

Outer Continental Shelf Air
Regulations; Consistency Update for
New York

AGENCY: Environmental Protection
Agency.
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is finalizing an update to
a portion of the Outer Continental Shelf
(OCS) Air Regulations. Requirements
applying to OCS sources located within
25 miles of states’ seaward boundaries
must be updated periodically to remain
consistent with the requirements of the
corresponding onshore area (COA), as

mandated by the Clean Air Act (CAA).
The portion of the OCS air regulations
that is being updated here pertains to
the requirements for OCS sources for
which the State of New York is the
COA. The intended effect of updating
the OCS requirements for the State of
New York is to regulate emissions from
OCS sources in accordance with the
requirements onshore. The requirements
discussed in this rule are being
incorporated by reference into the OCS
air regulations.

DATES: This final rule is effective on
October 14, 2022. The incorporation by
reference of a certain publication listed
in this rule is approved by the Director
of the Federal Register as of October 14,
2022.

ADDRESSES: The EPA has established a
docket for this action under Docket ID
Number EPA-R02-OAR-2022-0400. All
documents in the docket are available at
www.regulations.gov.

FOR FURTHER INFORMATION CONTACT:
Viorica Petriman, Air Programs Branch,
Permitting Section, U.S. Environmental
Protection Agency, Region 2, 290
Broadway, New York, New York 10007,
(212) 637—4021, petriman.viorica@
epa.gov.

SUPPLEMENTARY INFORMATION:

Table of Contents

I. What is the background for this action?

II. What comments were received in response
to the EPA’s proposed action?

III. What action is the EPA taking?

IV. Incorporation by Reference

V. Statutory and Executive Order Reviews

VI. Judicial Review

I. What is the background for this
action?

On May 20, 2022 (87 FR 30849), EPA
proposed to incorporate by reference
into the OCS Air regulations at 40 CFR
part 55 1 updated requirements
pertaining to New York. See 87 FR
30849. The action that EPA is taking in
this rule is to finalize those proposed
updates. Section 328(a) of the CAA
requires that for OCS sources located
within 25 miles of a State’s seaward
boundary, the requirements shall be the
same as would be applicable if the
sources were located in the
corresponding onshore area (COA).
Because the OCS requirements are based
on onshore requirements, and onshore
requirements may change, CAA section
328(a)(1) requires that the EPA update

1EPA promulgated 40 CFR part 55 on September
4,1992. The reader may refer to the proposed
rulemaking to promulgate part 55 from 56 FR 63774
(December 5, 1991) and the preamble to the final
rule promulgated 57 FR 40792 (September 4, 1992)
for further background and information on the OCS
regulations.
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the OCS requirements as necessary to
maintain consistency with onshore
requirements.

To comply with this statutory
mandate, the EPA must incorporate by
reference into part 55 all relevant State
rules in effect for onshore sources, so
they can be applied to OCS sources
located offshore. This limits EPA’s
flexibility in deciding which
requirements will be incorporated into
40 CFR part 55 and prevents EPA from
making substantive changes to the
requirements it incorporates. As a
result, EPA may be incorporating rules
into 40 CFR part 55 that do not conform
to all of EPA’s state implementation
plan (SIP) guidance or certain
requirements of the CAA. Inclusion in
the OCS rules does not imply that a rule
meets the requirements of the CAA for
SIP approval, nor does it imply that the
rule will be approved by EPA for
inclusion in the SIP.

40 CFR 55.12 specifies certain times
at which part 55’s incorporation by
reference of a State’s rules must be
updated. One time such a “consistency
update”” must occur is when any OCS
source applicant submits a Notice of
Intent (NOI) under 40 CFR 55.4 for a
new or a modified OCS source. 40 CFR
55.4(a) requires that any OCS source
applicant must submit to EPA a NOI
before performing any physical change
or change in method of operation that
results in an increase in emissions. EPA
must conduct any necessary consistency
update when it receives a NOI, and
prior to receiving any application for a
preconstruction permit from the OCS
source applicant. 40 CFR 55.6(b)(2) and
55.12(f).

On March 14, 2022, the EPA received
a NOI from Empire Offshore Wind LLC
to submit an OCS air permit application
for the construction and operation of a
new OCS source (a wind energy project)
about 14 miles offshore New York.

The EPA reviewed the New York
State Department of Environmental
Conservation (“NYSDEC”) air rules
currently in effect, to ensure that they
are rationally related to the attainment
or maintenance of Federal and State
Ambient Air Quality Standards (AAQS)
or part C of title I of the CAA, that they
are not designed expressly to prevent
exploration and development of the
OCS, and that they are applicable to
OCS sources. See 40 CFR 55.1. The EPA
has also evaluated the rules to ensure
they are not arbitrary and capricious.
See 40 CFR 55.12(e). The EPA has
excluded New York’s administrative or
procedural rules,? and requirements that

2Each COA which has been delegated the
authority to implement and enforce part 55, will

regulate toxics which are not related to
the attainment and maintenance of
Federal and State AAQS.

II. What comments were received in
response to the EPA’s proposed action?

The EPA did not receive any
comments on the proposal to update a
portion of the OCS Air Regulations to
incorporate updated requirements into
40 CFR part 55 pertaining to the State
of New York.

ITI. What action is the EPA taking?

The EPA is taking final action to
incorporate by reference relevant New
York air pollution control rules into
§55.14 and to update the “New York”
section of appendix A to 40 CFR part 55,
which lists those rules. The EPA is
approving this action under section
328(a) of the CAA, 42 U.S.C. 7627(a).
Section 328(a) of the CAA requires that
EPA establish requirements to control
air pollution from OCS sources located
within 25 miles of States’ seaward
boundaries that are the same as onshore
requirements. To comply with this
statutory mandate, the EPA must
incorporate applicable onshore rules
into 40 CFR part 55 as they exist
onshore.

IV. Incorporation by Reference

In this rule, the EPA is finalizing
regulatory text that includes
incorporation by reference as described
in sections L. and II. of this preamble. In
accordance with the requirements of 1
CFR 51.5, the EPA is finalizing the
incorporation by reference of “‘State of
New York Requirements Applicable to
OCS Sources,” dated March 10, 2022,
which provides the text of the NYSDEC
air rules in effect as of March 10, 2022
that would apply to OCS sources. The
EPA has made, and will continue to
make, this material available through
www.regulations.gov and at the EPA
Region 2 Office (please contact the
person identified in the FOR FURTHER
INFORMATION CONTACT section of this
preamble for more information).

V. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to establish
requirements to control air pollution
from OCS sources located within 25
miles of states’ seaward boundaries that
are the same as onshore air control

use its administrative and procedural rules as
onshore. However, in those instances where EPA
has not delegated authority to implement and
enforce part 55, as in New York, EPA will use its
own administrative and procedural requirements to
implement the substantive requirements. See 40
CFR 55.14(c)(4).

requirements. To comply with this
statutory mandate, the EPA must
incorporate applicable onshore rules
into part 55 as they exist onshore. 42
U.S.C. 7627(a)(1); 40 CFR 55.12. Thus,
in promulgating OCS consistency
updates, the EPA’s role is to maintain
consistency between OCS regulations
and the regulations of onshore areas,
provided that they meet the criteria of
the Clean Air Act. Accordingly, this
action simply updates the existing OCS
requirements to make them consistent
with requirements onshore, without the
exercise of any policy discretion by the
EPA.

a. Executive Order 12866, Regulatory
Planning and Review

This action is not a “significant
regulatory action” under the terms of
Executive Orders (E.O.) 12866 (58 FR
51735, October 4, 1993) and 13563 (76
FR 3821, January 21, 2011) and is
therefore not subject to review under the
E.O.

b. Paperwork Reduction Act (PRA)

This action does not impose any new
information collection burden under
PRA because this action only updates
the State rules that are incorporated by
reference into 40 CFR part 55. OMB has
previously approved the information
collection activities contained in the
existing regulations at 40 CFR part 55
and, by extension, this update to part
55, and has assigned OMB control
number 2060-0249. This action does
not impose a new information burden
under PRA because this action only
updates the state rules that are
incorporated by reference into 40 CFR
part 55.

c. Regulatory Flexibility Act (RFA)

I certify that this action does not have
a significant impact on a substantial
number of small entities under the RFA.
This final rule does not impose any
requirements or create impacts on small
entities. This consistency update under
CAA section 328 does not create any
new requirements but simply updates
the State requirements incorporated by
reference into 40 CFR part 55 to match
the current State requirements.

d. Unfunded Mandates Reform Act
(UMRA)

This action does not contain any
unfunded mandate or significantly or
uniquely affect small governments as
described in UMRA, 2 U.S.C. 1531—
1538. The action imposes no
enforceable duty on any state, local or
tribal governments.
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e. Executive Order 13132, Federalism

This action does not have federalism
implications. 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.

f. Executive Order 13175, Coordination
With Indian Tribal Governments

This action does not have tribal
implications, as specified in Executive
Order 13175 (65 FR 67249, November 9,
2000), because it does 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,
nor does it impose substantial direct
costs on tribal governments, nor
preempt tribal law. It merely updates
the State requirements incorporated by
reference into 40 CFR part 55 to match
current State requirements.

g. Executive Order 13045, Protection of
Children From Environmental Health
Risks and Safety Risks

EPA interprets Executive Order 13045
as applying only to those regulatory
actions that concern health or safety
risks that the EPA has reason to believe
may disproportionately affect children,
per the definition of “covered regulatory
action” in section 2—202 of the
Executive Order. This action is not
subject to Executive Order 13045
because it is not an economically
significant regulatory action based on
health or safety risks subject to
Executive Order 13045 and simply
updates the State requirements
incorporated by reference into 40 CFR
part 55 to match the current State
requirements.

h. Executive Order 13211, Actions That
Significantly Affect Energy Supply,
Distribution, or Use

This final rule is not subject to
Executive Order 13211 because it is not
a significant regulatory action under
Executive Order 12866.

i. National Technology Transfer and
Advancement Act

This rulemaking is not subject to
requirements of Section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) because application of those
requirements is inconsistent with the
Clean Air Act.

j. Executive Order 12898: Federal
Actions To Address Environmental
Justice in Minority Populations and
Low-Income Population

The EPA believes that this action is
not subject to Executive Order 12898 (59
FR 7629, February 16, 1994) because it
does not provide the EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health, or environmental effects, using
practicable and legally permissible
methods.

k. Congressional Review Act (CRA)

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 action 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).

VI. Judicial Review

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 November 14,
2022. Filing a petition for
reconsideration by the Administrator of
this final rule does not affect the finality
of this action 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 CAA
section 307(b)(2).

List of Subjects in 40 CFR Part 55

Environmental protection,
Administrative practice and procedures,
Air pollution control, Hydrocarbons,
Incorporation by reference,
Intergovernmental relations, Nitrogen
dioxide, Nitrogen oxides, Outer
Continental Shelf, Ozone, Particulate
matter, Permits, Reporting and

recordkeeping requirements, Sulfur
oxides.

Lisa Garcia,
Regional Administrator, Region 2.

For the reasons set out in the
preamble, 40 CFR part 55, is amended
as follows.

PART 55—OUTER CONTINENTAL
SHELF AIR REGULATIONS

m 1. The authority citation for part 55
continues to read as follows:

Authority: Section 328 of the Clean Air Act
(42 U.S.C. 7401, et seq.) as amended by Pub.
L. 101-549.

m 2. Section 55.14 is amended by
revising the paragraph (e)(16)(i)(A) to
read as follows:

§55.14 Requirements that apply to OCS
sources located within 25 miles of States’
seaward boundaries, by State.
* * * * *

(e) * * %

(16) * *x %

(i * % %

(A) State of New York Requirements
Applicable to OCS Sources, March 10,
2022.

* * * * *

m 3. Appendix A to 40 CFR part 55 is
amended by revising the entry for “New
York” to read as follows:

Appendix A to Part 55—Listing of State
and Local Requirements Incorporated
by Reference Into Part 55, by State

* * * * *

New York

(a) State requirements.

(1) The following State of New York
requirements are applicable to OCS Sources,
as of March 10, 2022. New York
Environmental Conservation Law—
Department of Environmental Conservation.
The following sections of Title 6, Chapter III:

Subchapter A. Prevention and Control of Air
Contamination and Air Pollution

Part 200. General Provisions

6 NYCRR 200.1. Definitions (effective 4/2/
2020)

6 NYCRR 200.3. False Statement (effective 6/
16/1972)

6 NYCRR 200.4. Severability (effective 8/9/
1984)

6 NYCRR 200.6. Acceptable Ambient Air
Quality (effective 4/6/1983)

6 NYCRR 200.7. Maintenance of Equipment
(effective 2/22/1979)

6 NYCRR 200.9. Referenced Material
(effective 2/11/2021)

Part 201. Permits and Certificates

6 NYCRR 201-1.1. Purpose and applicability
(effective 2/22/2013)

6 NYCRR 201-1.4. Malfunctions and start-
up/shutdown activities (effective 2/25/
2021)
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6 NYCRR 201-1.5. Emergency defense
(effective 2/25/2021)

6 NYCRR 201-1.7. Recycling and salvage
(effective 2/22/2013)

6 NYCRR 201-1.8. Prohibition of
reintroduction of collected contaminants
to the air (effective 2/22/2013)

6 NYCRR 201-1.11. Temporary emission
sources (effective 2/25/2021)

6 NYCRR 201-1.12. Suspension, reopening,
reissuance, modification, or revocation
of air permits (effective 2/25/2021)

6 NYCRR 201-2. Definitions (effective 2/25/
2021)

6 NYCRR 201—-4. Minor Facility Registration
(effective 2/25/2021)

6 NYCRR 201-5. State Facility Permits
(effective 2/25/2021)

6 NYCRR 201-6. Title V Facility Permits
(effective 2/25/2021)

6 NYCRR 201-7. Federally Enforceable
Emission Caps (effective 2/25/2021)

6 NYCRR 201-8. General Permits (effective 2/
22/2013)

6 NYCRR 201-9. Tables (effective 2/25/2021)

Part 202. Emissions Verification

6 NYCRR 202-1. Emissions Testing,
Sampling and Analytical Determinations
(effective 9/30/2010)

6 NYCRR 202-2. Emission Statements
(effective 12/3/2020)

Part 207. Control Measures for an Air
Pollution Episode (effective 2/22/1979)

Part 211. General Prohibitions (effective 1/1/
2011)

Part 212. Process Operations (effective 6/13/
2015)

Part 215. Open Fires (effective 10/14/2009)

Part 219. Incinerators

6 NYCRR 219-1. Incineration—General
Provisions (effective 3/15/2020)

6 NYCRR 219-2. Municipal and Private Solid
Waste Incineration Facilities (effective 5/
21/2005)

6 NYCRR 219-10. Reasonably Available
Control Technology (RACT) For Oxides
of Nitrogen (NOx) at Municipal and
Private Solid Waste Incineration Units
(effective 3/15/2020)

Part 221. Asbestos-Containing Surface
Coating Material (effective 9/29/1972)

Part 222. Distributed Generation Sources
(effective 3/26/2020)

Part 225. Fuel Consumption and Use

6 NYCRR 225-1. Fuel Composition and
Use—Sulfur Limitations (effective 2/4/
2021)

6 NYCRR 225-2. Fuel Composition and
Use—Waste Oil as a Fuel (effective 4/2/
2020)

6 NYCRR 225-3. Fuel Composition and
Use—Gasoline (effective 11/4/2001)

6 NYCRR 225-4. Motor Vehicle Diesel Fuel
(effective 5/8/2005)

Part 226. Solvent Metal Cleaning Processes
and Industrial Cleaning Solvents (effective
11/1/2019)

Part 227. Stationary Combustion Installations

6 NYCRR 227-1. Stationary Combustion
Installations (effective 2/25/2000)

6 NYCRR 227-2. Reasonably Available
Control Technology (RACT) for Major
Facilities of Oxides of Nitrogen (NOx)
(effective 12/7/2019)

6 NYCRR 227-3. Ozone Season Oxides of
Nitrogen (NOx) Emission Limits for
Simple Cycle and Regenerative
Combustion Turbines (effective 1/16/
2020)

Part 228. Surface Coating Processes,
Commercial and Industrial Adhesives,
Sealants and Primers (effective 6/5/2013)

Part 229. Petroleum and Volatile Organic
Liquid Storage and Transfer (effective 4/4/
1993)

Part 230. Gasoline Dispensing Sites and
Transport Vehicles (effective 2/11/2021)

Part 231. New Source Review for New and
Modified Facilities

6 NYCRR 231-3. General Provisions
(effective 2/25/2021)

6 NYCRR 231—4. Definitions (effective 2/25/
2021)

6 NYCRR 231-5. New Major Facilities and
Modifications to Existing Non-Major
Facilities in Nonattainment Areas, and
Attainment Areas of the State Within the
Ozone Transport Region (effective 2/25/
2021)

6 NYCRR 231-6. Modifications to Existing
Major Facilities in Nonattainment Areas
and Attainment Areas of the State
Within the Ozone Transport Region
(effective 2/25/2021)

6 NYCRR 231-7. New Major Facilities and
Modifications to Existing Non-Major
Facilities in Attainment Areas
(Prevention of Significant Deterioration)
(effective 2/25/2021)

6 NYCRR 231-8. Modifications to Existing
Major Facilities in Attainment Areas
(Prevention of Significant Deterioration)
(effective 2/25/2021)

6 NYCRR 231-9. Plantwide Applicability
Limitation (PAL) (effective 2/25/2021)

6 NYCRR 231-10. Emission Reduction
Credits (ERCs) (effective 2/25/2021)

6 NYCRR 231-11. Permit and Reasonable
Possibility Requirements (effective 2/25/
2021)

6 NYCRR 231-12. Ambient Air Quality
Impact Analysis (effective 2/25/2021)

6 NYCRR 231-13. Tables and Emission
Thresholds (effective 2/25/2021)

Part 241. Asphalt Pavement and Asphalt
Based Surface Coating (effective 1/1/2011)

Part 242. CO, Budget Trading Program

6 NYCRR 242-1. CO; Budget Trading
Program General Provisions (effective
12/31/2020)

6 NYCRR 242-2. CO, Authorized Account
Representative for CO, Budget Sources
(effective 12/31/2020)

6 NYCRR 242-3. Permits (effective 1/1/2014)

6 NYCRR 242—4. Compliance Certification
(effective 1/1/2014)

6 NYCRR 242-5. CO, Allowance Allocations
(effective 12/31/2020)

6 NYCRR 242-6. CO, Allowance Tracking
System (effective 12/31/2020)

6 NYCRR 242-7. CO, Allowance Transfers
(effective 1/1/2014)

6 NYCRR 242-8. Monitoring and Reporting
(effective 12/31/2020)

6 NYCRR 242-10. CO, Emissions Offset
Projects (effective 12/31/2020)

Part 243. CSAPR NOx Ozone Season Group
2 Trading Program (effective 1/2/2019)

Part 244. CSAPR NOx Annual Trading
Program (effective 1/2/2019)

Part 245. CSAPR SO, Group 1 Trading
Program (effective 1/2/2019)

Subchapter B. Air Quality Classifications
and Standards

Part 256. Air Quality Classifications System
(effective 5/1/1972)

Part 257. Air Quality Standards

6 NYCRR 257-1. Air Quality Standards-
General (effective 12/6/2019)

6 NYCRR 257-2. Air Quality Standards-
Sulfur Dioxide (SO,) (effective 3/18/
1977)

6 NYCRR 257-3. Air Quality Standards-
Particulates (effective 12/6/2019)

6 NYCRR 257—4. Ambient Air Quality
Standards-Fluorides (effective 12/6/
2019)

6 NYCRR 257-5. Ambient Air Quality
Standards-Hydrogen Sulfide (H>S)
(effective 12/6/2019)

Subchapter C. Air Quality Area
Classifications

Part 287. Nassau County (effective 5/1/1972)
Part 288. New York City (effective 5/1/1972)
Part 307. Suffolk County (effective 5/1/1972)

Part 315. Westchester County (effective 5/1/
1972)

* * * * *

[FR Doc. 2022-19782 Filed 9-13-22; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[EPA-HQ-OPP-2020-0244; FRL-10167—01—
OCSPP]

Hypochlorous Acid; Exemption From
the Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: The Environmental Protection
Agency (EPA) is exempting residues of
the antimicrobial pesticide ingredient
hypochlorous acid from the requirement
of a tolerance when used on or applied
to food-contact surfaces in public eating
places. The EPA is finalizing this rule
on its own initiative under the Federal
Food, Drug, and Cosmetic Act (FFDCA)
to address residues identified as part of
the EPA’s registration review program
under the Federal Insecticide,
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Fungicide, and Rodenticide Act
(FIFRA).

DATES: This regulation is effective
September 14, 2022. Objections and
requests for hearings must be received
on or before November 14, 2022 and
must be filed in accordance with the
instructions provided in 40 CFR part
178 (see also Unit I.C. of the
SUPPLEMENTARY INFORMATION).

ADDRESSES: The docket for this action,
identified by docket identification (ID)
number EPA-HQ-OPP-2020-0244, is
available at https://www.regulations.gov
or at the Office of Pesticide Programs
Regulatory Public Docket (OPP Docket)
in the Environmental Protection Agency
Docket Center (EPA/DC), West William
Jefferson Clinton Bldg., Rm. 3334, 1301
Constitution Ave. NW, Washington, DC
20460-0001. The Public Reading Room
is open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding legal
holidays. The telephone number for the
Public Reading Room and the OPP
Docket is (202) 566—1744. For the latest
status information on EPA/DC services,
docket access, visit https://
www.epa.gov/dockets.

FOR FURTHER INFORMATION CONTACT:
Anita Pease, Antimicrobials Division
7510M, Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave. NW, Washington, DC
20460-0001; telephone number: 202—
566—0737; email address: pease.anita@
epa.gov.

SUPPLEMENTARY INFORMATION:
I. General Information
A. Does this action apply to me?

You may be potentially affected by
this action if you are a pesticide
manufacturer. The following list of
North American Industrial
Classification System (NAICS) codes is
not intended to be exhaustive, but rather
provides a guide to help readers
determine whether this document
applies to them. Potentially affected
entities may include:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

B. How can I get electronic access to
other related information?

You may access a frequently updated
electronic version of 40 CFR part 180
through the office of the Federal
Register’s e-CFR site at https://
www.ecfr.gov/current/title-40.

C. How can I file an objection or hearing
request?

Under FFDCA section 408(g), 21
U.S.C. 346a(g), any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID numbers EPA-HQ-
OPP-2020-0244 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing and must be received
by the Hearing Clerk on or before
November 14, 2022. Addresses for mail
and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing (excluding
any Confidential Business Information
(CBI)) for inclusion in the public docket.
Information not marked confidential
pursuant to 40 CFR part 2 may be
disclosed publicly by EPA without prior
notice. Submit the non-CBI copy of your
objection or hearing request, identified
by docket ID number EPA-HQ-OPP—
2020-0244, by one of the following
methods:

e Federal eRulemaking Portal:
https://www.regulations.gov. Follow the
online instructions for submitting
comments. Do not submit electronically
any information you consider to be CBI
or other information whose disclosure is
restricted by statute.

e Mail: OPP Docket, Environmental
Protection Agency Docket Center (EPA/
DC), (28221T), 1200 Pennsylvania Ave.
NW, Washington, DC 20460-0001.

e Hand Delivery: To make special
arrangements for hand delivery or
delivery of boxed information, please
follow the instructions at https://
www.epa.gov/dockets/where-send-
comments-epa-dockets.

Additional instructions on
commenting or visiting the docket,
along with more information about
dockets generally, is available at https://
www.epa.gov/dockets.

II. Summary of Rule-For Exemption

What action is the Agency taking?

In the Federal Register of May 17,
2022 (87 FR 29843) (FRL-9460-01),
EPA proposed to exempt residues of the
antimicrobial pesticide ingredient
hypochlorous acid from the requirement
of a tolerance when used on or applied
to food-contact surfaces in public eating
places. This exemption covers residues

of hypochlorous acid that may be found
in food as a result of the use of these
antimicrobials on food-contact surfaces
in public eating places. These
exemptions were proposed on EPA’s
own initiative under section 408(e) of
the FFDCA, 21 U.S.C. 346a(e). No
comments were received on EPA’s
proposal. Therefore, EPA is finalizing
the exemption from the requirement of
a tolerance for residues of the
antimicrobial pesticide ingredient
hypochlorous acid when used on or
applied to food-contact surfaces in
public eating places.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(c)(2)(A)(i) of FFDCA
allows EPA to establish an exemption
from the requirement of a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(c)(2)(A)(ii) of FFDCA
defines “safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings but does not include
occupational exposure. Section
408(c)(2)(B) requires EPA to take into
account, among other things, the
considerations set forth in section
408(b)(2)(C) and (D). Specifically,
section 408(b)(2)(C) of FFDCA requires
EPA to give special consideration to
exposure of infants and children to the
pesticide chemical residue in
establishing a tolerance and to “ensure
that there is a reasonable certainty that
no harm will result to infants and
children from aggregate exposure to the
pesticide chemical residue. . . .”

Consistent with FFDCA section
408(b)(2)(D), EPA has reviewed the
available scientific data and other
relevant information in support of this
action. EPA has sufficient data to assess
the hazards of and to make a
determination on aggregate exposure to
support the establishment of
exemptions from the requirement of a
tolerance for residues of hypochlorous
acid.

As noted in the “Hypochlorous Acid
Interim Decision”, there are tolerance
exemptions under 40 CFR 180.940(b)
and (c), which state that solutions
containing hypochlorous acid may be
applied to dairy-processing equipment,
and food-processing equipment and
utensils, with the limitation that the
end-use concentration of hypochlorous
acid does not exceed 200 parts per
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million (ppm) determined as total
available chlorine. Because the current
tolerance exemptions do not cover the
antimicrobial products registered for use
in public eating areas, the EPA is now
establishing a tolerance exemption
under section 40 CFR 180.940(a), which
would cover all food-contact uses of
hypochlorous acid pesticide products in
public eating areas not to exceed 200
ppm determined as total available
chlorine.

EPA’s safety determination for
establishing a hypochlorous acid
tolerance exemption under section 40
CFR 180.940(a) is based on chemical
similarity to sodium, calcium, and
potassium hypochlorites. Hypochlorous
acid risk conclusions, including those
related to dietary and aggregate
exposure, can be bridged to the risk
conclusions from the reevaluation of the
sodium, calcium, and potassium
hypochlorites (see docket EPA-HQ-
OPP-2012-0004 at https://
www.regulations.gov). Because EPA did
not identify any dietary or aggregate
risks of concern for the sodium,
calcium, and potassium hypochlorites,
due to the lack of toxicity of these
substances, there are no dietary or
aggregate risks of concern for
hypochlorous acid due to a lack of
toxicity for hypochlorous acid. For
further information, the “Hypochlorous
Acid Interim Decision” can be found at
https://www.regulations.gov in docket
identification number EPA-HQ-OPP—
2020-0244.

Based on the lack of any aggregate
risks of concern, EPA concludes that
there is a reasonable certainty that no
harm will result to the general
population, or specifically to infants
and children, from aggregate exposure
to hypochlorous acid residues. Thus,
EPA has determined that the exemption
from the requirement of a tolerance for
residues of hypochlorous acid is safe.

IV. Analytical Enforcement
Methodology

An analytical method for residue is
not required for enforcement purposes
since the EPA is not establishing a
numerical tolerance for residues of
hypochlorous acid in or on any food
commodities. EPA is establishing
limitations on the amount of
hypochlorous acid that may be used in
antimicrobial pesticide formulations
applied to food-contact surfaces in
public eating places, dairy-processing
equipment, and food-processing
equipment and utensils. These
limitations will be enforced through the
pesticide registration process under the
Federal Insecticide, Fungicide, and
Rodenticide Act (FIFRA), 7 U.S.C. 136

et seq. EPA will not register any
antimicrobial pesticide formulation
applied to food-contact surfaces in
public eating places, dairy-processing
equipment, and food-processing
equipment and utensils that allows for
the end-use concentration of
hypochlorous acid in the ready to use
product to exceed the 200 ppm limit
determined as total available chlorine.

V. Conclusion

Therefore, EPA is establishing an
exemption under 40 CFR 180.940(a)
from the requirement of a tolerance for
residues of hypochlorous acid when
used in antimicrobial formulations
applied to food-contact surfaces in
public eating places, dairy-processing
equipment, and food-processing
equipment and utensils not to exceed
200 ppm determined as total available
chlorine. Because the existing entries for
hypochlorous acid in paragraphs (b) and
(c) are duplicative of the new exemption
in paragraph (a) of section 40 CFR
180.940, EPA is removing the tolerance
exemptions for hypochlorous acid in
paragraphs (b) and (c), as unnecessary.

VI. Statutory and Executive Order
Reviews

This action establishes an exemption
from the requirement of a tolerance
under FFDCA section 408(e). The Office
of Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled ‘“Regulatory Planning and
Review” (58 FR 51735, October 4, 1993).
Because this action has been exempted
from review under Executive Order
12866 due to its lack of significance,
this action is not subject to Executive
Order 13211, entitled ‘“Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use” (66 FR 28355, May
22, 2001). This action does not contain
any information collection subject to
OMB approval under the Paperwork
Reduction Act (PRA) (44 U.S.C. 3501 et
seq.,) or impose any enforceable duty or
contain any unfunded mandate as
described under Title II of the Unfunded
Mandates Reform Act (UMRA) (2 U.S.C.
1501 et seq.). Nor does it require any
special considerations as required by
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income
Populations” (59 FR 7629, February 16,
1994); or OMB review or any other
Agency action under Executive Order
13045, entitled ‘“‘Protection of Children
from Environmental Health Risks and
Safety Risks” (62 FR 19885, April 23,
1997). This action does not involve any

technical standards that would require
EPA consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act
(NTTAA) (15 U.S.C. 272 note).

VII. Congressional Review Act

Pursuant to the Regulatory Flexibility
Act (RFA) (5 U.S.C. 601 et seq.), the EPA
previously assessed whether
establishment of tolerances, exemptions
from tolerances, raising of tolerance
levels, expansion of exemptions, or
revocations might significantly impact a
substantial number of small entities and
concluded that, as a general matter,
these actions do not impose a significant
economic impact on a substantial
number of small entities. These analyses
for tolerance establishments and
modifications, and for tolerance
revocations were published in the
Federal Register of May 4, 1981 (46 FR
24950) and December 17, 1997 (62 FR
66020), respectively, and were provided
to the Chief Counsel for Advocacy of the
Small Business Administration. Taking
into account this analysis, and available
information concerning the pesticide
listed in this rule, the EPA hereby
certifies that this action will not have a
significant negative economic impact on
a substantial number of small entities.
Furthermore, for the pesticide named in
this rule, the EPA knows of no
extraordinary circumstances that exist
as to the present rule that would change
EPA’s previous analysis. No comments
were submitted concerning EPA’s
similar determination in the rule.

In addition, the EPA has determined
that this action will not have a
substantial direct effect on 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, entitled
“Federalism” (64 FR 43255, August 10,
1999). Executive Order 13132 requires
EPA to develop an accountable process
to ensure ‘‘meaningful and timely input
by State and local officials in the
development of regulatory policies that
have federalism implications.” “Policies
that have federalism implications” is
defined in the executive order to
include regulations 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.” This action
directly regulates growers, food
processors, food handlers, and food
retailers, not States or Tribes. This
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action does not alter the relationships or
distribution of power and
responsibilities established by Congress
in the preemption provisions of FFDCA
section 408(n)(4). For these same
reasons, the EPA has determined that
this action does not have any “tribal
implications” as described in Executive
Order 13175, entitled “Consultation and
Coordination with Indian Tribal
Governments” (65 FR 67249, November
9, 2000). Executive Order 13175
requires EPA to develop an accountable
process to ensure ‘“meaningful and
timely input by tribal officials in the
development of regulatory policies that
have tribal implications.” “Policies that
have tribal implications” is defined in
the executive order to include
regulations that have “substantial direct
effects on one or more Indian Tribes, on
the relationship between the Federal
Government and the Indian Tribes, or

Government and Indian Tribes.” This
action will not have substantial direct
effects on tribal governments, 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 in Executive Order 13175.
Thus, Executive Order 13175 does not
apply to this action.

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: September 7, 2022.
Anita Pease,

Director, Antimicrobials Division, Office of
Pesticide Programs.

Therefore, for the reasons stated in the

PART 180—TOLERANCES AND
EXEMPTIONS FOR PESTICIDE
CHEMICAL RESIDUES IN FOOD

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Amend § 180.940, by:

m a. Adding in alphabetical order the
pesticide chemical “Hypochlorous
Acid” in table 1 to paragraph (a).

m b. Removing the entry “Hypochlorous
Acid” from the table in paragraph (b).
m c. Removing the entry “Hypochlorous
Acid” from the table in paragraph (c).

The addition reads as follows:

§180.940 Tolerance exemptions for active
and inert ingredients for use in
antimicrobial formulations (Food-contact
surface sanitizing solutions).

on the distribution of power and preamble, EPA is amending 40 CFR * : * * *
responsibilities between the Federal chapter I as follows: (a) * * =
TABLE 1 TO PARAGRAPH (a)
Pesticide chemical CAS Reg. No. Limits

Hypochlorous Acid

7790-92-3 When ready for use, the end-use concentration of all hypochlorous acid chemicals

in the solution is not to exceed 200 ppm determined as total available chlorine.

* * *

* *

* * * * *

[FR Doc. 2022—-19799 Filed 9-13-22; 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 TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2022-1158; Project
Identifier MCAI-2022-00771-E]

RIN 2120-AA64

Airworthiness Directives; Rolls-Royce
Deutschland Ltd & Co KG (Type
Certificate Previously Held by Rolls-
Royce pic) Turbofan Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to adopt a
new airworthiness directive (AD) for
certain Rolls-Royce Deutschland Ltd &
Co KG (RRD) BR700-710A1-10, BR700—
710A2-20, and BR700-710C4-11 model
turbofan engines. This proposed AD was
prompted by reports of cracks on certain
low-pressure compressor (LPC) rotor
(fan) disks. This proposed AD would
require initial and repetitive visual
inspections of certain LPC rotor fan
disks and, depending on the results of
the inspections, replacement of any LPC
rotor fan disk with cracks detected. This
proposed AD would also allow
modification of the engine in
accordance with RRD service
information as a terminating action to
these inspections, as specified in a
European Union Aviation Safety Agency
(EASA) AD, which is proposed for
incorporation by reference (IBR). The
FAA is proposing this AD to address the
unsafe condition on these products.
DATES: The FAA must receive comments
on this proposed AD by October 31,
2022.

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
regulations.gov. Follow the instructions
for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue SE, Washington, DC 20590.

e Hand Delivery: Deliver to Mail
address above between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

AD Docket: You may examine the AD
docket at regulations.gov under Docket
No. FAA-2022-1158; or in person at
Docket Operations between 9 a.m. and
5 p.m., Monday through Friday, except
Federal holidays. The AD docket
contains this NPRM, the mandatory
continuing airworthiness information
(MCAI), any comments received, and
other information. The street address for
Docket Operations is listed above.

Material Incorporated by Reference:

e For material that is proposed for
IBR in this AD, contact EASA, Konrad-
Adenauer-Ufer 3, 50668 Cologne,
Germany; phone +49 221 8999 000;
email ADs@easa.europa.eu. You may
find this material on the EASA website
at ad.easa.europa.eu.

* You may view this material at the
FAA, Airworthiness Products Section,
Operational Safety Branch, 1200 District
Avenue, Burlington, MA 01803. For
information on the availability of this
material at the FAA, call (817) 222—
5110.

FOR FURTHER INFORMATION CONTACT:
Sungmo Cho, Aviation Safety Engineer,
ECO Branch, FAA, 1200 District
Avenue, Burlington, MA 01803; phone:
(781) 238-7241; email: sungmo.d.cho@
faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

The FAA invites you to send any
written relevant data, views, or
arguments about this proposal. Send
your comments to an address listed
under ADDRESSES. Include ‘“Docket No.
FAA-2022-1158; Project Identifier
MCAI-2022-00771-E” at the beginning
of your comments. The most helpful
comments reference a specific portion of
the proposal, explain the reason for any
recommended change, and include
supporting data. The FAA will consider
all comments received by the closing
date and may amend this proposal
because of those comments.

Except for Confidential Business
Information (CBI) as described in the

following paragraph, and other
information as described in 14 CFR
11.35, the FAA will post all comments
received, without change, to
regulations.gov, including any personal
information you provide. The agency
will also post a report summarizing each
substantive verbal contact received
about this NPRM.

Confidential Business Information

CBI is commercial or financial
information that is both customarily and
actually treated as private by its owner.
Under the Freedom of Information Act
(FOIA) (5 U.S.C. 552), CBI is exempt
from public disclosure. If your
comments responsive to this NPRM
contain commercial or financial
information that is customarily treated
as private, that you actually treat as
private, and that is relevant or
responsive to this NPRM, it is important
that you clearly designate the submitted
comments as CBI. Please mark each
page of your submission containing CBI
as “PROPIN.” The FAA will treat such
marked submissions as confidential
under the FOIA, and they will not be
placed in the public docket of this
NPRM. Submissions containing CBI
should be sent to Sungmo Cho, Aviation
Safety Engineer, ECO Branch, FAA,
1200 District Avenue, Burlington, MA
01803. Any commentary that the FAA
receives that is not specifically
designated as CBI will be placed in the
public docket for this rulemaking.

Background

EASA, which is the Technical Agent
for the Member States of the European
Union, has issued EASA AD 2022-0110,
dated June 15, 2022 (EASA AD 2022—
0110), to address an unsafe condition
for certain RRD BR700-710A1-10,
BR700-710A2-20, and BR700-710C4—
11 model turbofan engines. The MCAI
states that there have been reports of
cracks on certain LPC rotor fan disks.
The FAA is proposing this AD to
prevent failure of the LPC rotor fan or
blade. This condition, if not addressed,
could result in high energy debris
release, damage to the airplane, and
reduced control of the airplane.

You may examine the MCAI in the
AD docket at regulations.gov under
Docket No. FAA-2022-1158.

FAA’s Determination

This product has been approved by
the aviation authority of another
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country, and is approved for operation
in the United States. Pursuant to the
FAA'’s bilateral agreement with the State
of Design Authority, the FAA has been
notified of the unsafe condition
described in the EASA AD. The FAA is
issuing this AD after determining that
the unsafe condition described
previously is likely to exist or develop
in other products of the same type
design.

Related Service Information Under 1
CFR Part 51

The FAA reviewed EASA AD 2022—
0110. EASA AD 2022-0110 specifies
procedures for initial and repetitive
visual inspections of certain LPC rotor
fan disks, and replacement of any LPC
rotor fan disk with cracks detected.

This material is reasonably available
because the interested parties have
access to it through their normal course
of business or by the means identified
in ADDRESSES.

Other Related Service Information

The FAA reviewed RRD BR700 Series
Propulsion System Service Bulletin (SB)
SB-BR700-72-101474, Revision 1,

dated November 18, 2014 (RRD BR700
Series Propulsion System SB SB—
BR700-72—-101474); RRD BR700 Series
Propulsion System SB SB-BR700-72—
101952, Initial Issue, dated December 1,
2016 (RRD BR700 Series Propulsion
System SB SB-BR700-72-101952); and
RRD BR700 Series Propulsion System
SB SB-BR700-72-A900732, Initial
Issue, dated June 7, 2022 (RRD BR700
Series Propulsion System SB SB—
BR700-72—A900732).

RRD BR700 Series Propulsion System
SB-BR700-72-101474 and RRD BR700
Series Propulsion System SB SB—
BR700-72-101952 describe procedures
for the modification of the engine as a
terminating action to the initial and
repetitive visual inspections of certain
LPC rotor fan disks. RRD BR700 Series
Propulsion System SB SB-BR700-72—
A900732 specifies procedures for initial
and repetitive visual inspections of
certain LPC rotor fan disks.

Proposed AD Requirements in This
NPRM

This proposed AD would require
accomplishing the actions specified in

ESTIMATED COSTS

EASA AD 2022-0110, described
previously, as incorporated by
reference, except for any differences
identified as exceptions in the
regulatory text of this proposed AD and
except as discussed under “Differences
Between This Proposed AD and the
EASA AD.”

Differences Between This Proposed AD
and the EASA AD

Where EASA AD 2022—-0110 requires
compliance from its effective date, this
proposed AD would require using the
effective date of this AD.

This AD does not require compliance
with the “Remarks” section of EASA
AD 2022-0110.

Costs of Compliance

The FAA estimates that this AD, if
adopted as proposed, would affect 2,068
engines installed on airplanes of U.S.
Registry.

The FAA estimates the following
costs to comply with this proposed AD:

) Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Inspect LPC compressor rotor fan disk .......... 4 work-hours x $85 per hour = $340 ............. $0 $340 $703,120

The FAA estimates the following
costs to do any necessary replacements
that would be required based on the

results of the proposed inspection. The
agency has no way of determining the

ON-CONDITION COSTS

number of aircraft that might need these
replacements:

Action

Labor cost

Parts cost

Cost per product

Replace LPC compressor rotor fan

disk. $850.

10 work-hours x $85 per hour =

$470,000

$470,850

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.

The FAA is 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

The FAA 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.

For the reasons discussed above, I
certify this proposed regulation:

(1) Is not a ““significant regulatory
action” under Executive Order 12866,

(2) Would not affect intrastate
aviation in Alaska, 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.

List of Subjects in 14 CFR Part 39

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



56286

Federal Register/Vol. 87, No. 177/ Wednesday, September 14, 2022/Proposed Rules

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,
the FAA proposes to amend 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:

Rolls-Royce Deutschland Ltd & Co KG (Type
Certificate previously held by Rolls-
Royce plc): Docket No. FAA-2022-1158;
Project Identifier MCAI-2022-00771-E.

(a) Comments Due Date

The FAA must receive comments on this
airworthiness directive (AD) by October 31,
2022.

(b) Affected ADs

None.
(c) Applicability

This AD applies to Rolls-Royce
Deutschland Ltd & Co KG (RRD) BR700—
710A1-10, BR700-710A2-20, and BR700—
710C4-11 model turbofan engines as
identified in European Union Aviation Safety
Agency AD 2022-0110, dated June 15, 2022
(EASA AD 2022-0110).

(d) Subject

Joint Aircraft Service Component (JASC)
Code 7230, Turbine Engine Compressor
Section.

(e) Unsafe Condition

This AD was prompted by reports of cracks
on certain low-pressure compressor (LPC)
rotor (fan) disks. The FAA is issuing this AD
to prevent failure of the LPC rotor fan or
blade. The unsafe condition, if not addressed,
could result in high energy debris release,
damage to the airplane, and reduced control
of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions

Except as specified in paragraphs (h) and
(i) of this AD: Perform all required actions
within the compliance times specified in,
and in accordance with, EASA AD 2022—
0110.

(h) Exceptions to EASA AD 2022-0110

(1) Where EASA AD 2022-0110 requires
compliance from its effective date, this AD
requires using the effective date of this AD.

(2) The “Remarks” section of EASA AD
2022-0110 is not incorporated by reference
in this AD.

(i) No Reporting Requirement

Although the service information
referenced in EASA AD 2022-0110 specifies
to submit certain information to the
manufacturer, this AD does not include that
requirement.

(j) Alternative Methods of Compliance
(AMOCGs)

The Manager, ECO Branch, FAA, has the
authority to approve AMOGs for this AD, if
requested using the procedures found in
§39.19. In accordance with §39.19, send
your request to your principal inspector or
local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to the attention of the person
identified in paragraph (k)(2) of this AD or
email to: ANE-AD-AMOC@faa.gov. Before
using any approved AMOC, notify your
appropriate principal inspector, or lacking a
principal inspector, the manager of the local
flight standards district office/certificate
holding district office.

(k) Additional Information

(1) For service information identified in
EASA AD 2022-0110, contact Rolls-Royce
plc, Corporate Communications, P.O. Box 31,
Derby, DE24 8BJ, United Kingdom; phone:
+44 (0)1332 242424; fax: +44 (0)1332 249936;
website: rolls-royce.com/contact-us.aspx.

(2) For more information about this AD,
contact Sungmo Cho, Aviation Safety
Engineer, ECO Branch, FAA, 1200 District
Avenue, Burlington, MA 01803; phone: (781)
238-7241; email: sungmo.d.cho@faa.gov.

(1) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference of
the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(i) European Union Aviation Safety Agency
AD 2022-0110, dated June 15, 2022.

(ii) [Reserved]

(3) You may view this referenced service
information at the FAA, Airworthiness
Products Section, Operational Safety Branch,
1200 District Avenue, Burlington, MA 01803.
For information on the availability of this
material at the FAA, call (817) 222—-5110.

(4) You may view this material that is
incorporated by reference at the National
Archives and Records Administration
(NARA). For information on the availability
of this material at NARA, email:
fr.inspection@nara.gov, or go to:
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on September 7, 2022.
Christina Underwood,

Acting Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2022-19596 Filed 9-13-22; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA-2022-1159; Project
Identifier AD-2022-00692-E]

RIN 2120-AA64

Airworthiness Directives; Continental
Aerospace Technologies, Inc.
Reciprocating Engines

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: The FAA proposes to
supersede Airworthiness Directive (AD)
2022-04-04, which applies to certain
Continental Aerospace Technologies,
Inc. (Continental) C-125, C145, I0-360,
10-470, 10-550, O-300, O—470, TSIO-
360, and TSIO-520 series model
reciprocating engines and certain
Continental Motors I0-520 series model
reciprocating engines with a certain oil
filter adapter installed. AD 2022-04—04
requires replacing the oil filter adapter
fiber gasket (fiber gasket) with an oil
filter adapter copper gasket (copper
gasket). Since the FAA issued AD 2022-
04—-04, the FAA determined that the
reciprocating engines identified in the
applicability of AD 2022—04—04 are
incorrect. This proposed AD would
require replacing the fiber gasket with
the copper gasket or the stainless steel
embedded within
polytetrafluoroethylene gasket (stainless
steel PTFE gasket). This proposed AD
would also revise the applicability to
add and remove certain reciprocating
engine models, update the required
actions to add an additional part-
numbered stainless steel PTFE gasket as
a replacement part, and revise the
special flight permit paragraph to
expand the limitations. The FAA is
proposing this AD to address the unsafe
condition on these products.

DATES: The FAA must receive comments
on this proposed AD by October 31,
2022,

ADDRESSES: You may send comments,
using the procedures found in 14 CFR
11.43 and 11.45, by any of the following
methods:

e Federal eRulemaking Portal: Go to
regulations.gov. Follow the instructions
for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations,
M-30, West Building Ground Floor,
Room W12-140, 1200 New Jersey
Avenue SE, Washington, DC 20590.
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e Hand Delivery: Deliver to Mail
address above between 9 a.m. and 5
p-m., Monday through Friday, except
Federal holidays.

AD Docket: You may examine the AD
docket at regulations.gov by searching
for and locating Docket No. FAA-2022—
1159; or in person at Docket Operations
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
The AD docket contains this NPRM, any
comments received, and other
information. The street address for
Docket Operations is listed above.

Material Incorporated by Reference:

e For Stratus Tool Technologies
service information identified in this
NPRM, contact Stratus Tool
Technologies, LLC, 2208 Air Park Drive,
Burlington, NC 27215; phone: (800)
822-3200; website: tempestplus.com.

¢ You may view this service
information at the FAA, Airworthiness
Products Section, Operational Safety
Branch, 1200 District Avenue,
Burlington, MA 01803. For information
on the availability of this material at the
FAA, call (817) 222-5110.

FOR FURTHER INFORMATION CONTACT:
George Hanlin, Aviation Safety
Engineer, Atlanta ACO, FAA, 1701
Columbia Avenue, College Park, GA
30337; phone: (404) 474-5584; email: 9-
ASO-ATLACO-ADs@faa.gov.

SUPPLEMENTARY INFORMATION:
Comments Invited

The FAA invites you to send any
written relevant data, views, or
arguments about this proposal. Send
your comments to an address listed
under ADDRESSES. Include ‘“Docket No.
FAA-2022-1159; Project Identifier AD—
2022-00692—E” at the beginning of your
comments. The most helpful comments
reference a specific portion of the
proposal, explain the reason for any
recommended change, and include
supporting data. The FAA will consider
all comments received by the closing
date and may amend the proposal
because of those comments.

Except for Confidential Business
Information (CBI) as described in the
following paragraph, and other
information as described in 14 CFR
11.35, the FAA will post all comments
received, without change, to
regulations.gov, including any personal
information you provide. The agency
will also post a report summarizing each
substantive verbal contact received
about this proposed NPRM.

Confidential Business Information

CBI is commercial or financial
information that is both customarily and
actually treated as private by its owner.

Under the Freedom of Information Act
(FOIA) (5 U.S.C. 552), CBI is exempt
from public disclosure. If your
comments responsive to this NPRM
contain commercial or financial
information that is customarily treated
as private, that you actually treat as
private, and that is relevant or
responsive to this NPRM, it is important
that you clearly designate the submitted
comments as CBI. Please mark each
page of your submission containing CBI
as “PROPIN.” The FAA will treat such
marked submissions as confidential
under the FOIA, and they will not be
placed in the public docket of this
NPRM. Submissions containing CBI
should be sent to George Hanlin,
Aviation Safety Engineer, Atlanta ACO,
FAA, 1701 Columbia Avenue, College
Park, GA 30337. Any commentary that
the FAA receives which is not
specifically designated as CBI will be
placed in the public docket for this
rulemaking.

Background

The FAA issued AD 2022-04—04,
Amendment 39-21945 (87 FR 9435,
February 22, 2022) (AD 2022-04-04),
for certain Continental (Type Certificate
previously held by Continental Motors,
Inc., and Teledyne Continental Motors)
C-125-1, G-125-2, C145-2, C145-2H,
10-360-C, I0-360-D, I0-360-DB, 10—
360-H, I0-360-HB, 10-360-K, I0-360—
KB, I0-470-E, I0-470-S, I0-550-B,
10-550-G, 0-300-B, O-300-C, O-300—-
D, O-300-E, 0—470-A, O-470-B, O-
470-G, 0-470-], 0O-470-K, O-470-L,
0-470-M, O-470-N, O-470-R, O—470-
S, 0-470-U, O-470-11, O—470-15,
TSIO-360-E, TSIO-360-EB, TSIO-360—
F, TSIO-360-FB, TSIO-360-GB, TSIO—
360-LB, TSIO-360-MB, TSIO-360-SB,
TSIO-520-C, TSIO-520-CE, TSIO-520—
E, and TSIO-520-UB model
reciprocating engines; and certain
Continental Motors (Type Certificate
previously held by Teledyne
Continental Motors) I0-520-A, I0-520—
B, I0-520-BA, 10-520-BB, 10-520-C,
10-520-D, I0-520-], and 10-520-L
model reciprocating engines. AD 2022—
04-04 was prompted by reports of two
accidents that were the result of power
loss due to oil starvation. AD 2022—-04—
04 requires replacing the fiber gasket
with a copper gasket. The agency issued
AD 2022-04-04 to prevent loss of
engine power.

Actions Since AD 2022-04-04 Was
Issued

Since the FAA issued AD 2022-04—
04, the FAA determined that the
reciprocating engines identified in the
applicability of AD 2022—04—-04 are
incorrect. Certain model reciprocating

engines were inadvertently included in
the applicability paragraph of AD 2022—
04-04; and certain other model
reciprocating engines were
inadvertently omitted in the
applicability paragraph of AD 2022—04—
04. Further, after the FAA issued AD
2022—04-04, the FAA approved an
additional part-numbered stainless steel
PTFE gasket, in addition to the copper
gasket, which was previously approved
as a replacement part. The FAA,
therefore, is proposing to supersede AD
2022—-04-04 to revise the applicability
by adding and removing certain model
reciprocating engines, to update the
required actions by adding stainless
steel PTFE gasket, part number ST07, as
a replacement part, and to revise the
special flight permit paragraph by
expanding the limitations.

FAA’s Determination

The FAA is issuing this NPRM after
determining that the unsafe condition
described previously is likely to exist or
develop on other products of the same
type design.

Related Service Information Under 1
CFR Part 51

The FAA reviewed Stratus Tool
Technologies Mandatory Service
Bulletin SB—001 Rev B, dated June 17,
2021. This service information specifies
procedures for removing a fiber gasket
and replacing it with a copper gasket.
The Director of the Federal Register
previously approved the incorporation
by reference of this service information
as of March 29, 2022 (87 FR 9435,
February 22, 2022). This service
information is reasonably available
because the interested parties have
access to it through their normal course
of business or by the means identified
in ADDRESSES.

Proposed AD Requirements in This
NPRM

This proposed AD would retain
certain requirements of AD 2022—-04-04.
This proposed AD would require
replacing the fiber gasket with the
copper gasket or the stainless steel PTFE
gasket. This proposed AD would also
revise the applicability to add and
remove certain reciprocating engine
models, update the required actions to
add an additional part-numbered
stainless steel PTFE gasket as a
replacement part, and revise the special
flight permit paragraph to expand the
limitations.

Costs of Compliance

The FAA estimates that this AD, if
adopted as proposed, would affect 6,300
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engines installed on airplanes of U.S.
registry.

The FAA estimates the following
costs to comply with this proposed AD:

ESTIMATED COSTS

; Cost per Cost on U.S.
Action Labor cost Parts cost product operators
Replace fiber gasket with copper gasket or | 2.5 work-hours x $85 per hour = $212.50 ..... $34 $246.50 $1,552,950
stainless steel PTFE gasket.

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.

The FAA is 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

The FAA 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.

For the reasons discussed above, I
certify that the proposed regulation:

(1) Is not a ““significant regulatory
action” under Executive Order 12866,

(2) Would not affect intrastate
aviation in Alaska, 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.

List of Subjects in 14 CFR Part 39

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

The Proposed Amendment

Accordingly, under the authority
delegated to me by the Administrator,

the FAA proposes to amend 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:

m a. Removing Airworthiness Directive
2022—-04—04, Amendment 39-21945 (87
FR 9435, February 22, 2022); and

m b. Adding the following new
airworthiness directive:

Continental Aerospace Technologies, Inc.:
Docket No. FAA-2022-1159; Project
Identifier AD—2022-00692-E.

(a) Comments Due Date

The FAA must receive comments on this
airworthiness directive (AD) by October 31,
2022.

(b) Affected ADs

This AD replaces AD 2022-04—04,
Amendment 39-21945 (87 FR 9435, February
22, 2022).

(c) Applicability

This AD applies to Continental Aerospace
Technologies, Inc. C-125-1, C-125-2, C145—
2, C145-2H, GO-300-A, GO-300-B, GO—
300-C, GO-300-D, GO-300-E, GO-300-F,
10-360-C, I0-360-D, I0-360-DB, I0-360—
H, 10-360-HB, 10-360-K, I0-360-KB, 10—
470-C, 10-470-D, 10-470-H, 10-470-], IO—
470-K, 10-470-L, I0-470-M, 10-470-N, I0-
470-S, 10-470-U, 10-470-V, I0-520-A, IO-
520-D, I0-520-F, I0-520-], I0-520-K, 10—
520-L, I0-550-D, I0-550-E, I0-550-F, O—
300-A, O-300-B, O-300-C, O-300-D, O—
300-E, O-470-A, 0-470-B, 0-470-G, O—
470-]J, 0—-470-K, 0-470-L, O-470-M, O-
470-N, 0-470-R, 0-470-S, O-470-U, O-
470-11, 0—470-15, TSIO-360-E, TSIO-360—
EB, TSIO-360-F, TSIO-360-FB, TSIO-360—
GB, TSIO-360-LB, TSIO-360-MB, TSIO—-
360-SB, TSIO-470-C, TSIO-520-C, TSIO—
520-G, and TSIO-520-H model reciprocating
engines equipped with an F&M Enterprises,
Inc. (F&M), or Stratus Tool Technologies,
LLC (Stratus) oil filter adapter installed per
Supplemental Type Certificate SE8409SW,
SE09356SC, or SE10348SC.

(d) Subject

Joint Aircraft System Component (JASC)
Code 8550, Reciprocating Engine Oil System.

(e) Unsafe Condition

This AD was prompted by reports of two
accidents that were the result of power loss
due to oil starvation. The FAA is issuing this
AD to prevent loss of engine power. The
unsafe condition, if not addressed, could
result in failure of the engine, in-flight
shutdown, and loss of control of the airplane.

(f) Compliance

Comply with this AD within the
compliance times specified, unless already
done.

(g) Required Actions

Before accumulating 50 flight hours after
the effective date of this AD or at the next
scheduled oil change after the effective date
of this AD, whichever occurs first, remove
any F&M or Stratus oil filter adapter fiber
gasket from service and replace it with an oil
filter adapter copper gasket, part number (P/
N) AN900-28, P/N AN900-29, or a stainless
steel polytetrafluoroethylene gasket, P/N
ST07, as applicable, in accordance with the
Compliance Instructions, paragraph 6., pages
7 through 10 (including all detailed
instructions for Figure 5 through Figure 16),
of Stratus Tool Technologies Mandatory
Service Bulletin SB—-001 Rev B, dated June
17, 2021.

(h) Installation Prohibition

After the effective date of this AD, do not
install an F&M or Stratus oil filter adapter
fiber gasket onto any affected engine.

(i) Special Flight Permit

A special flight permit may be issued in
accordance with 14 CFR 21.197 and 21.199
to permit a one-time non-revenue ferry flight
to operate the airplane to the nearest location
where the maintenance action can be
performed provided that the engine oil
pressure and engine oil temperatures are in
their allowable ranges and there is no
noticeable increase in engine noise. This
flight must be performed with no passengers
on board.

(j) Alternative Methods of Compliance
(AMOCs)

(1) The Manager, Atlanta ACO, FAA, has
the authority to approve AMOCs for this AD,
if requested using the procedures found in 14
CFR 39.19. In accordance with 14 CFR 39.19,
send your request to your principal inspector
or local Flight Standards District Office, as
appropriate. If sending information directly
to the manager of the certification office,
send it to the attention of the person
identified in paragraph (k) of this AD.

(2) Before using any approved AMOC,
notify your appropriate principal inspector,
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or lacking a principal inspector, the manager
of the local flight standards district office/
certificate holding district office.

(3) AMOCs approved for AD 2022-04-04
(87 FR 9435, February 22, 2022) are approved
as AMOGs for the corresponding provisions
of this AD.

(k) Related Information

For more information about this AD,
contact George Hanlin, Aviation Safety
Engineer, Atlanta ACO, FAA, 1701 Columbia
Avenue, College Park, GA 30337; phone:
(404) 474-5584; email: 9-ASO-ATLACO-
ADs@faa.gov.

(1) Material Incorporated by Reference

(1) The Director of the Federal Register
approved the incorporation by reference
(IBR) of the service information listed in this
paragraph under 5 U.S.C. 552(a) and 1 CFR
part 51.

(2) You must use this service information
as applicable to do the actions required by
this AD, unless the AD specifies otherwise.

(3) The following service information was
approved for IBR on March 29, 2022 (87 FR
9435, February 22, 2022).

(i) Stratus Tool Technologies Mandatory
Service Bulletin SB—-001 Rev B, dated June
17, 2021.

(ii) [Reserved]

(4) For Stratus Tool Technologies, LLC,
2208 Air Park Drive, Burlington, NC 27215;
phone: (800) 822—-3200; website:
tempestplus.com.

(5) You may view this service information
at the FAA, Airworthiness Products Section,
Operational Safety Branch, 1200 District
Avenue, Burlington, MA 01803. For
information on the availability of this
material at the FAA, call (817) 222-5110.

(6) You may view this service information
that is incorporated by reference at the
National Archives and Records
Administration (NARA). For information on
the availability of this material at NARA,
email: fr.inspection@nara.gov, or go to:
www.archives.gov/federal-register/cfr/ibr-
locations.html.

Issued on September 7, 2022.
Christina Underwood,

Acting Director, Compliance & Airworthiness
Division, Aircraft Certification Service.

[FR Doc. 2022-19704 Filed 9-13-22; 8:45 am]
BILLING CODE 4910-13-P

CONSUMER PRODUCT SAFETY
COMMISSION

16 CFR Part 1610
[Docket No. CPSC—2019-0008]

Standard for the Flammability of
Clothing Textiles; Notice of Proposed
Rulemaking

AGENCY: Consumer Product Safety
Commission.

ACTION: Notice of proposed rulemaking.

SUMMARY: The U.S. Consumer Product
Safety Commission (Commission or

CPSC) is proposing to amend the
Standard for the Flammability of
Clothing Textiles. The proposed
revisions would clarify existing
provisions, expand permissible
equipment and materials, and update
equipment requirements that are
outdated. The Commission is providing
an opportunity for interested parties to
present written and oral comments on
this notice of proposed rulemaking
(NPR). Both written and oral comments
will be part of the rulemaking record.

DATES: Deadline for Written
Comments: Submit comments by
November 14, 2022.

Deadline for Request to Present Oral
Comments: Any person interested in
making an oral presentation must send
an email indicating this intent to the
Office of the Secretary at cpsc-os@
cpsc.gov by October 31, 2022.
ADDRESSES: Submit comments,
identified by Docket No. CPSC-2019—
0008, by any of the following methods:

Electronic Submissions: Submit
electronic comments to the Federal
eRulemaking Portal at: https://
www.regulations.gov. Follow the
instructions for submitting comments.
CPSC typically does not accept
comments submitted by electronic mail
(email), except as described below.
CPSC encourages you to submit
electronic comments by using the
Federal eRulemaking Portal.

Mail/Hand Delivery/Courier Written
Submissions: Submit comments by
mail/hand delivery/courier to: Office of
the Secretary, Consumer Product Safety
Commission 4330 East West Highway,
Bethesda, MD 20814; telephone: (301)
504-7479. If you wish to submit
confidential business information, trade
secret information, or other sensitive or
protected information that you do not
want to be available to the public, you
may submit such comments by mail,
hand delivery, or courier, or you may
email them to: cpsc-os@cpsc.gov.

Instructions: All submissions must
include the agency name and docket
number for this notice. CPSC may post
all comments without change, including
any personal identifiers, contact
information, or other personal
information provided, to: https://
www.regulations.gov. Do not submit
electronically: confidential business
information, trade secret information, or
other sensitive or protected information
that you do not want to be available to
the public. If you wish to submit such
information, please submit it according
to the instructions for mail/hand
delivery/courier written submissions.

Docket: To read background
documents or comments regarding this

proposed rulemaking, go to: https://
www.regulations.gov, insert docket
number CPSC-2019-0008 in the
“Search” box, and follow the prompts.

FOR FURTHER INFORMATION CONTACT:
Paige Witzen, Project Manager, U.S.
Consumer Product Safety Commission,
5 Research Place, Rockville, MD 20852;
telephone (301) 987-2029; email:
PWitzen@cpsc.gov.

SUPPLEMENTARY INFORMATION:
I. Background

A. History of the Standard for the
Flammability of Clothing Textiles

Congress enacted the Flammable
Fabrics Act (FFA; 15 U.S.C. 1191-1204)
in 1953, to prohibit the importation,
manufacture for sale, or the sale in
commerce of any fabric or article of
wearing apparel that is “‘so highly
flammable as to be dangerous when
worn by individuals.” * The FFA of
1953 required that a test, first published
by the Department of Commerce as a
voluntary commercial standard, then
called “Flammability of Clothing
Textiles, Commercial Standard 191-53"
(CS 191-53), be used to determine if
fabric or clothing is ““so highly
flammable as to be dangerous when
worn by individuals.” In 1975, the
Commission codified CS 191-53 as the
Standard for the Flammability of
Clothing Textiles at 16 CFR part 1610
(Standard). 40 FR 59884 (Dec. 30,
1975).2 The Commission has since
amended 16 CFR part 1610 several
times to clarify requirements and update
outdated materials, equipment, and
technologies.?

B. The Current Standard

The purpose of the Standard is to
reduce the risk of injury and death by
providing a national standard for testing
and rating the flammability of textiles
and textile products used for clothing.
16 CFR 1610.1(a). The Standard
includes test equipment, materials, and
procedures for testing the flammability
of clothing textiles. As a general

1Public Law 83-88, 67 Stat. 111 (June 30, 1953).

2In 1967, Congress amended the FFA to allow for
rulemaking to issue flammability standards. Public
Law 90-189, 67 Stat. 112 (Dec. 14, 1967). Congress
transferred the authority to administer the FFA,
including issuing regulations, to CPSC in 1972. 15
U.S.C. 2079(b).

3 See, e.g., 59 FR 33193 (June 28, 1994) (removing
the names of firms that supplied components of the
test apparatus and equipment because additional
firms had since entered the market); 73 FR 15636
(Mar. 25, 2008) (revising definitions and the test
procedure to reduce confusion, updating test
equipment and methods to reflect currently
available materials, and revising burn codes to
improve accuracy and consistency).
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overview,* the Standard includes
specifications for a flammability test
apparatus, which consists of a chamber
that contains an ignition mechanism,
sample rack, and timing mechanism.
The test procedure generally involves
placing a specimen in the test
apparatus, stringing stop thread across
the top of the specimen, activating a
trigger device that impinges a flame, and
recording the time it takes to sever the
stop thread and observations of the burn
behavior of the specimen. This test is
performed before and after refurbishing
the specimen, which involves specified
methods of dry cleaning and laundering,
and must be performed on multiple
specimens.

After testing, the burn time (i.e., the
time elapsed from ignition until the stop
thread is severed) and burn behavior are
used to identify appropriate test result
codes (i.e., burn codes) and determine
the classification of the textile. Class 1
textiles exhibit normal flammability and
are acceptable for use in clothing; Class
2 textiles exhibit intermediate
flammability and may be used for
clothing; and Class 3 textiles exhibit
rapid and intense burning, are
dangerously flammable, and are not
permitted for clothing. The criteria for
each classification differ for plain
surface textile fabrics and raised surface
textile fabrics.

Section 1610.40 of the Standard
permits the use of alternative apparatus,
procedures, or criteria for tests for
guaranty purposes. The FFA states that
no person will be subject to prosecution
for failing to comply with flammability
requirements if that person has a
guaranty, meeting specific requirements,
that indicates that reasonable and
representative tests confirmed
compliance with flammability
requirements issued under the statute.
15 U.S.C. 1197. For purposes of
supporting guaranties, § 1610.40(c) of
the Standard states that “reasonable and
representative tests” could be either the
flammability tests required in the
Standard or ““alternate tests which
utilize apparatus or procedures other
than those” in the Standard. The
Standard specifies that for persons or
firms issuing guaranties to use an
alternative apparatus or procedure, the
alternative must be ““as stringent as, or
more stringent than” the test in the
Standard, which the Commission will
consider met “‘if, when testing identical
specimens, the alternative test yields
failing results as often as, or more often
than,” the test in the Standard.

4 See 16 CFR part 1610 for details regarding test
equipment, materials, and procedures, as well as
exceptions.

Section 1610.40 sets out conditions
for using this allowance. A person or
firm using the allowance “must have
data or information to demonstrate that
the alternative test is as stringent as, or
more stringent than,” the test in the
Standard, and retain that information
while using the alternative and for one
year after. 16 CFR 1610.40(d)(1), (2), (3),
and (f). Section 1610.40 specifies that
the Commission will test fabrics in
accordance with the Standard and will
consider any failing results evidence of
non-compliance and a false guaranty. Id.
1610.40(¢), (g).

C. History of This Rulemaking

In 2019, the Commission published a
Request for Information (RFI), seeking
information about the equipment and
procedures in the Standard and possible
ways to update those provisions to
reduce testing burdens, improve clarity,
and reflect current industry practices
and technologies. 85 FR 16797 (Apr. 23,
2019). The RFI requested information
about the clarity of the test result codes,
availability and clarity of the stop
thread specification, restrictions on the
dry cleaning solvent, and availability of
machines meeting the laundering
specifications in the Standard.> Based
on feedback received in response to the
RFI, as well as CPSC staff’s testing and
other information, the Commission now
proposes to amend the Standard to
update and clarify these provisions.®
For additional details, see CPSC staff’s
briefing package supporting this notice.”

D. The Product and Risk of Injury#

The Standard applies to all items of
clothing and fabrics intended to be used
for clothing (i.e., articles of wearing
apparel), whether for adults or children,

5 The RFI also sought input on the possibility of
adding spandex to the list of fabrics that are exempt
from testing requirements in 16 CFR part 1610.
However, comments on the RFI and additional staff
research did not provide sufficient information to
justify such an exemption at this time. See Status
Update: 16 CFR part 1610 Rule Update and
Consideration for Adding Spandex Fibers to the List
of Currently Exempted Fibers from Testing (Sep. 30,
2020), available at: https://www.cpsc.gov/s3fs-
public/StatusUpdate-16CFRPart1610Rule
UpdateandConsiderationforAddingSpandexFibers
totheListofCurrentlyExemptedFibers-from-
Testing.pdf.

6 The Commission voted 5-0 to issue this
document.

7 Available at: https://www.cpsc.gov/s3fs-public/
Proposed-Rule-to-Amend-the-Standard-for-the-
Flammability-of-Clothing-Textiles-16-CFR-part-
1610.pdf?Versionld=4QrYt7W05qY5gEiFf_
ohdwT4j8.FGDoR.

8For detailed information about the risk of injury,
see Tab A of staff’s briefing package supporting this
document.

for daywear or nightwear,9 with certain
listed exclusions.10

Between January 1, 2016, and
December 31, 2020 (the most recent year
for which data are available), there were
an average of 81 deaths annually in the
United States that involved ignition of
clothing. An average of 2.2 of these
fatalities involved ignition or melting of
nightwear, and an average of 78.2 of
these fatalities involved ignition or
melting of other clothing. Between 2000
and 2020, the number of clothing fire
deaths declined, overall. In addition,
using CPSC’s National Electronic Injury
Surveillance System (NEISS),? staff
estimates that between January 1, 2017,
and December 31, 2021 (the most recent
year for which data are complete), there
were an average of 5,300 nonfatal
injuries annually that were associated
with clothing ignition treated in U.S.
hospital emergency departments.

II. Statutory Requirements for Revising
the Standard

The FFA specifies the requirements
for the Commission to issue or amend
a flammability standard. The
Commission may initiate rulemaking by
issuing an advance notice of proposed
rulemaking (ANPR) or an NPR. 15
U.S.C. 1193(g). The Commission is
initiating this rulemaking with an NPR.
The FFA requires that an NPR include
the text of the proposed rule, any
alternatives the Commission proposes,
and a preliminary regulatory analysis.
Id. 1193(i). The preliminary regulatory
analysis must include:

e a preliminary description of the
potential benefits and costs of the
proposed rule, including benefits and
costs that cannot be quantified, and who
is likely to receive the benefits and bear
the costs;

e a discussion of the reasons the
Commission did not publish any
standard or portion of a standard
submitted in response to an ANPR as
the proposed rule or part of it;

¢ a discussion of the reasons for the
Commission’s preliminary

9 Other regulations governing the flammability of
children’s sleepwear, in 16 CFR parts 1615 and
1616, are more stringent than the general wearing
apparel flammability standard in 16 CFR part 1610.
The proposed changes discussed in this document
would not affect the children’s sleepwear standards.

10Excluded products include certain hats, gloves,
footwear, interlining fabrics, plain surface fabrics
meeting specified criteria, and fabrics made from
certain fibers that, from years of experience, have
been shown to consistently yield acceptable results
when tested in accordance with the Standard. 16
CFR 1610.1(c) and (d).

11NEISS uses a probability sample of about 100
hospitals in the United States that represent all U.S.
hospitals with emergency departments to identify
and generate national estimates of nonfatal injuries
treated in emergency departments.
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determination that efforts submitted to
the Commission in response to an ANPR
to develop or modify a voluntary
standard would not be likely, within a
reasonable period, to result in a
voluntary standard that would eliminate
or adequately reduce the risk of injury
at issue; and

e a description of reasonable
alternatives to the proposed rule, a
summary of their potential costs and
benefits, and a brief explanation of the
reasons the Commission did not choose
the alternatives.

Id.

To issue a final rule, the Commission
must publish a final regulatory analysis
and make certain findings. Id. 1193(b),
(1), G)(2). At the NPR stage, the
Commission makes these findings on a
preliminary basis to allow the public to
comment on them. The Commission
must find that each regulation or
amendment:

e is needed to adequately protect the
public from unreasonable risk of the
occurrence of fire leading to death,
injury, or significant property damage;

¢ isreasonable, technologically
practicable, and appropriate;

e is limited to fabrics, related
materials, or products that present such
unreasonable risks; and

e is stated in objective terms.

Id. 1193(b). In addition, to promulgate
a regulation, the Commission must
make the following findings and include
them in the rule:

e if a voluntary standard addressing
the risk of injury has been adopted and
implemented, that either compliance
with the voluntary standard is not likely
to result in the elimination or adequate
reduction of the risk or injury, or it is
unlikely that there will be substantial
compliance with the voluntary
standard;

e that the benefits expected from the
rule bear a reasonable relationship to its
costs; and

e that the rule imposes the least
burdensome requirement that prevents
or adequately reduces the risk of injury.

Id. 1193(j)(2).

When issuing an NPR under the FFA,
the Commission also must comply with
section 553 of the Administrative
Procedure Act (APA; 5 U.S.C. 551-559),
which requires the Commission to
provide notice of a rule and the
opportunity for interested parties to
submit written data, views, or
arguments on it. 5 U.S.C. 553(c); 15
U.S.C. 1193(d). In addition, the FFA
requires the Commission to provide
interested parties with an opportunity to
make oral presentations of data, views,
or arguments. Id. 1193(d).

III. Description of and Basis for the
Proposed Revisions

A. Test Result Codes 12
1. Current Requirements

As described above, the burn time and
burn behavior of tested specimens are
used to determine the classification of a
textile, and classifications determine
whether the fabric may be used for
clothing. Section 1610.8 of the Standard
lists test result codes (i.e., burn codes)
that are used to record burn time and
burn behavior results and help
determine the appropriate
classification.?3 The burn codes and
classification criteria are different for
plain and raised surface textile fabrics.
Section 1610.2(1) and (k) define “plain
surface textile fabrics” and ‘“‘raised
surface textile fabrics.” In general, plain
surface textile fabrics do not have
intentionally raised fiber or yarn
surfaces, whereas, raised surface textile
fabrics have intentionally raised fiber or
yarn surfaces and consist of the base of
the fabric, which is the fabric’s
structure, and the surface fibers that are
raised from the base. Common examples
of raised surface textile fabrics include
velvet or terry cloth.

For plain surface textile fabrics,
classification is based primarily on burn
times. The Standard provides three
possible burn codes for plain surface
textile fabrics:

e DNI (did not ignite);

o IBE (ignited, but extinguished); and

e _._sec. (indicating the burn time).

Fabrics that yield DNI or IBE burn
codes have no recordable burn time and
are considered Class 1 fabrics. Plain
surface textile fabrics with a burn time
of 3.5 seconds or more are Class 1; those
with a burn time of less than 3.5
seconds are Class 3; and there is no
Class 2 option for plain surface fabrics.

For raised surface textile fabrics,
classification is based on burn time and
the intensity of the surface burning.
Burn behaviors for raised surface textile
fabrics fall into two general categories of
intensity—surface flashes and base
burns—and each category has specific
burn codes associated with it. As

12 For additional information regarding burn
codes and the proposed revisions to them, see Tab
B of staff’s briefing package supporting this notice.

13 Criteria for classifications are provided in Table
1to §1610.4, and in § 1610.7. Because multiple
specimens must be tested under the Standard, both
before and after refurbishing, burn codes and
classifications are based on the results of multiple
tested specimens. The Standard specifies how to
determine appropriate burn codes and
classifications in light of these multiple results. See
§§1610.7 and 1610.8 for details on these
determinations.

described above, raised surface textile
fabrics consist of a base and
intentionally raised surface fibers. Burn
behavior that involves only surface
fibers is called surface flash, whereas,
burn behavior that burns through the
base is called a base burn, which
involves the base fabric igniting or
fusing. Both burn time and burn
behavior are relevant to classification of
these fabrics because a rapid surface
flash that quickly breaks the stop thread
but does not burn through the base of
the fabric is not considered dangerously
flammable; it is the combination of
burning rapidly and through the base
that results in a dangerously flammable
fabric.

The Standard provides eight possible
burn codes for raised surface textile
fabrics:

e SF uc (surface flash under the stop
thread);

e SF pw (surface flash part way,
meaning it did not reach the stop
thread);

¢ SF poi (surface flash at the point of
impingement only);

e _._sec. (indicating the burn time);

e _._SF only (surface flash with a
burn time);

e . SFBB (surface flash with a base
burn starting somewhere other than the
point of impingement);

e _._SFBB poi (surface flash with base
burn starting at the point of
impingement); and

e _. SFBB poi* (surface flash with
base burn where the base burn possibly
started at the point of impingement, but
testing was unable to make an absolute
determination of the origin of the base
burn).

Burn codes SF uc, SF pw, SF poi, and
_._SF only apply when there is a surface
flash and no base burn. Burn codes
SFBB, SFBB poi, and SFBB poi* apply
when the surface fiber and the base of
the fabric are involved in the burning
behavior (i.e., both surface flash and
base burn occur). Burn code _._sec.
provides only the burn time, with no
indication of burning behavior.

Raised surface textile fabrics are Class
1 if they either have a burn time greater
than 7.0 seconds or they have a burn
time of 0-7 seconds with no base burns
(i.e., the fabric exhibits only surface
flash and no base burn). These fabrics
are Class 2 if they have a burn time of
4 to 7 seconds (inclusive) and exhibit a
base burn. These fabrics are Class 3 if
they have a burn time of less than 4.0
seconds and exhibit a base burn.
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2. Proposed Amendments and Rationale

The Commission proposes to update
the burn code provisions in the
Standard for raised surface textile
fabrics to consolidate redundant codes,
eliminate unnecessary and unclear
codes, and to improve clarity. In
response to the RFI, the Commission
received several comments indicating
that burn code information for raised
surface textile fabrics is unclear.
Because the burn codes help determine
whether a fabric is permissible for use
in clothing, a lack of clarity in these
provisions could lead to
misclassifications, which could impact
consumer safety.

First, the Commission proposes
several revisions to Table 1 to §1610.4
to clarify the existing criteria for
classifications of raised surface textile
fabrics. In this table, the Commission
proposes to replace the wording “with
no base burns (SFBB)”’ in the Class 1
description with “with no SFBB burn
code.” As the Class 1 description for
raised surface fabrics in this table
indicates, a fabric falls in this class only
if it either has a longer burn time (more
than 7 seconds) or if it exhibits rapid
surface flash only, and no base burns.
As explained above, there are three burn
codes that indicate that a base burn
occurred—SFBB, SFBB poi, and SFBB
poi*. SFBB applies when the base burn
occurs as a result of the surface flash,
rather than from the point of
impingement of the burner, whereas
SFBB poi and SFBB poi* only have a
base burn due to the flame that
impinges on the fabric, not from the
intensity of the surface of the fabric
itself burning. As such, only fabrics
with burn code SFBB, and not SFBB poi
and SFBB poi*, are excluded from being
Class 1. The proposed revision would
retain this criterion, while clarifying the
specific burn code—SFBB—being
referenced.

Similarly, the Commission proposes
to add a note to Table 1 to §1610.4,
stating that burn codes SFBB poi and
SFBB poi* are not considered a base
burn for purposes of determining Class

2 and 3 fabrics. Class 2 and 3
descriptions for raised surface textile
fabrics in this table specify that fabrics
in these classes exhibit base burns
(SFBB). Like above, only fabrics with a
burn code of SFBB, and not SFBB poi
and SFBB poi*, have a base burn that
occurs as a result of the surface flash
rather than from the point of
impingement of the burner. Although
the table already references burn code
SFBB for the Class 2 and 3 descriptions,
the added note will make clear that
SFBB refers only to that specific code,
and not the other two base burn codes.

The Commission also proposes to add
the classification names—Normal
Flammability, Intermediate
Flammability, and Rapid and Intense
Burning—to the descriptions of raised
surface textile classifications in the
table. This addition is both for clarity
and to highlight that, although both
Class 1 and 2 fabrics are permissible for
use in clothing, Class 2 fabrics are more
flammable, which indicates that caution
should be taken when using them.

Second, consistent with the
clarification above in § 1610.4, the
Commission proposes to revise the
definition of “base burn” in § 1610.2(a)
to clarify that base burns are used to
establish Class 2 and 3 (not just Class 3)
and to reference burn code SFBB for
clarity.

Third, and also consistent with the
changes above, the Commission
proposes to revise the description of
Class 2 for raised surface textile fabrics
in § 1610.4(b)(2) to add the clarification
that “base fabric starts burning at places
other than the point of impingement as
a result of the surface flash (test results
code SFBB).”

Fourth, the Commission proposes to
amend the provisions on raised surface
textile fabrics in § 1610.7(b)(3) and (4),
which describes classification criteria in
detail. The Commission proposes to add
“(SFBB)” anywhere that the words
“base burn” appear to make clear what
burn code is being referenced,
consistent with the revision in Table 1
to §1610.4.

Fifth, the Commission proposes to
revise § 1610.8, which lists the burn
codes and requirements relevant to
them, to streamline the codes by
consolidating similar codes and
removing unnecessary and confusing
codes. The Commission proposes to
combine burn codes SF uc, SF pw, and
SF poi into a single new burn code, SF
ntr (no time recorded, does not break
stop thread). The three existing codes all
describe burning behavior that does not
have enough intensity to break the stop
thread and, accordingly, have no burn
time and all result in a fabric being
Class 1. Because the purpose of burn
codes is to determine the classification
of fabrics, it is unnecessary to have all
three of these codes; instead, a single
code, indicating that there was no burn
time recorded, is sufficient and clearer.

Similarly, the Commission proposes
to remove from the list of raised surface
textile fabric burn codes in § 1610.8, the
code that lists only a burn time (_._sec.).
Because burn time, alone, generally
does not determine the classification of
raised surface textile fabrics, this code
does not help identify the appropriate
classification, is confusing, and may
result in misclassification.

Finally, the Commission proposes to
amend the times provided in the
Standard so they all include one
decimal place. Currently, some
references to time use one decimal place
(e.g., 7.0 seconds) and others use no
decimal place (e.g., 4 seconds). For
consistency, the Commission proposes
to include a single decimal place,
without altering the times specified in
the Standard.

None of these proposed changes
would alter the testing requirements,
classification criteria, or classification
results under the Standard. Rather, they
clarify existing requirements and
consolidate codes to streamline the
provisions. The Commission requests
comments on each of these proposed
revisions and, in particular, on whether
they improve clarity, as intended.



Federal Register/Vol. 87, No. 177/ Wednesday, September 14, 2022/Proposed Rules

56293

B. Stop Thread 4

1. Current Requirements

As discussed above, the test apparatus
required for flammability testing
includes, as part of the necessary
components, stop thread, which is used
to determine burn time. Section
1610.2(p) includes a definition of “‘stop
thread,” and § 1610.5(a)(2)(ii) specifies
the test apparatus and materials that
must be used for flammability testing,
both of which state that the stop thread
must be “No. 50, white, mercerized,
100% cotton sewing thread.”

2. Proposed Amendments and Rationale

CPSC has a supply of the required
thread for testing. It is a 3-ply cotton
thread. However, ‘“No. 50” is not
currently a common or clear method of
describing thread. Lack of clarity or
availability regarding the stop thread in
the Standard potentially introduces
variability in test results, depending on
the thread testing laboratories use. This
is problematic because the stop thread
is used to determine burn time, which
is used to determine the classification of
a fabric and whether it is acceptable for
use in clothing. The Standard needs to
provide clear reference to a thread that
is currently available on the market so
that testing laboratories can acquire the
necessary thread and use it to obtain
consistent test results and

To identify a stop thread description
that is available on the market and
comparable to the current thread
specified in the Standard, CPSC staff
assessed the thread supply they
currently use to test under the Standard,
assessed an alternative thread that is
marketed as complying with the
Standard, considered threads required
in other clothing flammability
standards, and conducted testing of
several threads. Currently, the industry
(including internationally) commonly
uses the Tex system to define thread
size. “Tex” is defined as the weight, in
grams, of 1,000 meters of yarn and is
determined by measuring and weighing
cotton threads and calculating linear
density. Because of the wide recognition
and use of the Tex system, staff
considered the Tex size of the various
stop threads assessed. For a detailed
explanation of how CPSC staff
determined the Tex sizes of these
threads, see the briefing package staff
prepared following the RFI.15

Staff determined that the current
thread supply CPSC uses to test under
the Standard has a Tex size of 36. CPSC
staff also assessed a commercially
available thread (Item Code 1502002,
CFR1610, #50 mercerized cotton thread,
lot 12308) that is marketed as complying
with the Standard. Although CPSC does
not use this thread, some commercial
laboratories and manufacturers use this
thread when testing to the Standard.

Tex size of 44. Staff also considered the
stop thread required in the Canadian
General Standards Board’s standard,
CAN/CGSB-4.2 No. 27.5, Textile Test
Method Flame Resistance—45° Angle
Test—One Second Flame Impingement.
This stop thread specification is similar
to the Standard and is described as R 35
Tex/3 (No.50, 3-ply), mercerized cotton,
indicating a Tex size of 35.16 Based on
these assessments, the thread CPSC
currently uses, and potentially
comparable threads on the market, have
Tex sizes ranging from 35 to 44.

Staff conducted a thread comparison
study to determine whether differences
in threads, such as fiber type and size
(linear density), had a significant effect
on burn times and flammability
classifications under the Standard, and
to identify the range of Tex sizes that
yield flammability results comparable to
the current Standard. Because the
purpose of updating the stop thread
specification is to improve clarity about
the thread required and ensure there is
such a thread available on the market,
and not to alter the results under the
Standard, staff aimed to identify Tex
sizes that would yield flammability
results comparable to those using the
thread currently specified in the
Standard. This section provides
information about the comparison study
and results.

Staff tested five threads with varying

classifications. Staff determined that this thread has a Tex sizes, as indicated in Table 1.
TABLE 1—THREAD DESCRIPTIONS
s Tex (g/1,000
Thread Description meters)
Thread CPSC uses to test to the Standard ...........cccccvvrenenen. 36
Commercially available thread, sold as meeting the Standard .. 44
Polyester core spun thread ..., 87
Spun polyester thread ......... 24
(07071 (o] o TR {01 1T To PSRRI 37

14 For additional information regarding stop
thread and the proposed revisions, see Tab C of
staff’s briefing package supporting this notice.

15 Tab B of staff’s status update briefing package,
““Status Update: 16 CFR part 1610 Rule Update and
Consideration for Adding Spandex Fibers to the List
of Currently Exempted Fibers from Testing,” Sep.

30, 2020, available at: https://www.cpsc.gov/s3fs-
public/StatusUpdate-16 CFRPart1610RuleUpdate
andConsiderationforAddingSpandexFibers
totheListofCurrentlyExemptedFibers-from-
Testing.pdf.

16 Staff also considered the stop thread required
in ASTM International’s standard, ASTM D1230—

17, Standard Test Method for Flammability of
Apparel Textiles. However, this standard describes
the thread as “Cotton Sewing Thread, No. 50,
mercerized” and, therefore, does not provide any
further detail than the Standard.
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Threads A, B, and E were cotton, and  2.06 oz/yd2. Staff selected these fabrics  and did not produce many test result
Threads C and D were polyester and had for testing because they have burn times codes of DNI or IBE. Staff tested 30

more divergent Tex sizes than the cotton exceeding the 3.5-second burn time specimens for each combination of
threads. Staff used two plain surface limit for plain surface textile fabrics in thread and fabric.

cotton fabrics for testing—cotton the Standard, had sufficient burn times Figures 1 and 2 provide the results of
organdy (Fabric 1) and cotton batiste (between 4 and 7 seconds) to yield a staff’s testing.1”

(Fabric 2)—each with a fabric weight of  range of measurements for comparison,  BILLING CODE 6355-01-P

6.8

&4

il
Pk

Burn Time {sec}

48
4.6
A B C D E
Thread
Figure 1: Burn times for Fabric 1 and Threads A through E.
17 Specimen results of DNI or IBE were excluded excluded because this testing was designed to evaluate how sensitive the burn time measurements

since these did not provide a burn time. These were are to the properties of a stop thread.
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Figure 2: Burn times for Fabric 2 and Threads A through E.

BILLING CODE 6355-01-C

As these figures show, the burn times
for all of the thread options for each
fabric were very similar. As explained
above, for plain surface textile fabrics,
classification depends on whether the
burn time is 3.5 seconds or more, or
shorter than that. For both fabrics, and
all threads, the burn times were well
above this 3.5-second threshold,
indicating that all of the results were
Class 1 and that any of the alternative
threads would yield classifications
consistent with the current Standard. In
addition, because the burn times were
all well above the 3.5-second threshold,
slight variations in burn times across
thread options would not alter the
classifications. Moreover, there was
little variation in the burn times of the
different threads, with the median burn
time for all threads being within 0.4
seconds for Fabric 1 and 0.3 seconds for
Fabric 2. For comparison, the variability
in burn times from specimen to
specimen within the same fabric and
thread type was wider, at about 1.0
second of variation between the slowest
and fastest burn times. These results
show that any of these alternative
threads and Tex sizes would not result
in changes in a fabric’s classification

when compared to the current Standard.

Based on staff’s assessments and
testing, the Commission proposes to
amend the stop thread description in

the Standard from ‘“No. 50, white,
mercerized, 100% cotton sewing
thread,” to state that it must consist of
a spool of “3-ply, white, mercerized,
100% cotton sewing thread, with a Tex
size of 35 to 45 Tex.” This amendment
would remove the reference to “No. 50
since the meaning of this is no longer
clear, and it would add to the
description that the thread is “3-ply”
because this is consistent with thread

that complies with the current Standard.

This would also maintain the
requirement that the thread be “white,
mercerized, 100% cotton sewing
thread,” as this maintains consistency
with the current Standard and does not
require clarification or updates due to
product availability. In addition, it is
preferable to continue to require cotton
for the stop thread because some
polyester threads are designed to be
flame resistant, making cotton thread
more appropriate for flammability
testing.

The Commission proposes to add to
the description that the range of
permissible Tex sizes is 35 to 45. Staff’s
test results indicate that a stop thread
description that allows a range of
acceptable Tex sizes would yield
flammability results that are consistent
across that range and in line with the
results obtained using the stop thread in
the current Standard. Because of the
wide recognition and use of the Tex

system, specifying a Tex size for the
stop thread in the Standard would allow
testing laboratories to purchase
compliant thread and obtain repeatable
and reliable test results. Allowing a
range of Tex sizes, instead of specifying
a specific Tex size, would give testing
laboratories greater flexibility in
identifying and obtaining stop threads
that comply with the Standard, while
retaining consistent burn times and
flammability classifications.

The proposed range reflects the array
of Tex sizes for the three cotton threads
that yielded burn times that were
consistent with the current Standard
(Thread A with Tex size 36, Thread B
with Tex size 44, and Thread E with Tex
size 37). As such, the proposed revision
would allow testing laboratories to use
the thread CPSC currently uses (Thread
A) and the thread currently marketed as
complying with the Standard (Thread
B), and it would also allow the use of
thread that complies with the Canadian
standard, which specifies a Tex size of
35. Although Threads C and D also
yielded comparable burn times, these
two threads were polyester, which is
potentially problematic because some
polyester threads are designed to be
flame resistant, and they had much
higher and lower Tex sizes (87 and 24,
respectively). Therefore, the
Commission is not proposing to include
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these Tex size within the permissible
range.

The Commission seeks comments on
these proposed revisions and the
justifications for them. In particular, the
Commission seeks comments on the use
of Tex sizes; whether a range of Tex
sizes is appropriate, rather than a
specific size; whether the range should
be limited to those of cotton thread or
include the Tex sizes of polyester or
other thread; and the range of sizes that
should be permissible and why.

C. Refurbishing '8

1. Current Requirements and Need for
Amendments

The Standard requires that
flammability testing be performed on
samples in their original state and again
after refurbishing. 16 CFR 1610.3,
1610.6. The Standard defines
“refurbishing” as “dry cleaning and
laundering in accordance with
§1610.6.” Id. 1610.2(m). After testing
samples in their original state, they
must be dry cleaned following the
procedures in § 1610.6(b)(1)(i), and then
laundered (i.e., washed and dried)
following the procedures in
§ 1610.6(b)(1)(ii), before testing again.
The purpose of the refurbishing
requirements is to remove any non-
durable or water-soluble treatments or
finishes that are on the fabric that may
affect the flammability of the fabric.
These requirements are not meant to
replicate how consumers would care for
or use the garment. The specific
requirements for dry cleaning and
laundering, as well as the need for
updating these provisions, are discussed
below.

a. Dry Cleaning

The Standard defines “dry cleaning”
as “the cleaning of samples in a
commercial dry cleaning machine under
the conditions described in § 1610.6.”
Id. 1610.2(c). Section 1610.6 specifies
that samples must be dry cleaned in a
commercial dry cleaning machine using
the solvent “perchloroethylene,
commercial grade,” and it provides
specific parameters regarding detergent
class, cleaning time, extraction time,
drying temperature, drying time, and
cool down/deodorization time. Id.
1610.6(b)(1)(i). Likewise, the
requirements regarding the test
apparatus and materials specify that the
dry cleaning solvent must be
“perchloroethylene, commercial grade,”
and the commercial dry cleaning

18 For additional information regarding
refurbishing and the proposed revisions, see Tabs
D and E of the briefing package supporting this
NPR.

machine must be capable of a complete
automatic dry-to-dry cycle using
perchloroethylene solvent. Id.
1610.5(b)(6), (b)(7).

In recent years, there have been
increasing restrictions on the use of
perchloroethylene in dry cleaning. In
2007, California adopted regulations
that took incremental steps to phase out
the use of perchloroethylene in the dry
cleaning industry over time, and require
that, by January 1, 2023, existing
facilities remove all perchloroethylene
dry cleaning machines from service.19 In
addition, the U.S. Environmental
Protection Agency has announced that it
is considering steps to address the risks
associated with perchloroethylene,
including potentially regulating,
limiting, or prohibiting production or
use of the chemical.2® With increasing
limitations on the use of
perchloroethylene in dry cleaning, the
Standard needs to be updated to include
an alternative dry cleaning specification
so that testing laboratories that cannot
use perchloroethylene can conduct
compliant testing and obtain consistent,
reliable, and accurate test results and
classifications.

b. Laundering

The Standard defines “laundering” as
“washing with an aqueous detergent
solution and includes rinsing, extraction
and tumble drying as described in
§1610.6.” 16 CFR 1610.2(i). Section
1610.6 specifies that, for laundering, a
sample be washed and dried one time
in accordance with sections 8.2.2, 8.2.3,
and 8.3.1(A) of AATCC Test Method
124-2006, Appearance of Fabrics after
Repeated Home Laundering (TM 124—
2006), which is incorporated by
reference into the regulations in section
1610.6(b)(1)(iii). Sections 8.2.2 and 8.2.3
of TM 124-2006 address washing
requirements, and section 8.3.1(A)
addresses drying.

For washing, the Standard requires
the use of specific washing procedures
(by referencing sections 8.2.2 and 8.2.3
of TM 124-2006); the use of washing
machines that meet criteria for wash
temperature (by referencing Table II,
provision (IV) in TM 124-2006) and
water level, agitator speed, washing
time, spin speed, and final spin cycle
(by referencing Table III, provisions for

19 See 17 CA ADC section 93109, available at:
https://govt.westlaw.com/calregs/Document/
13065E480D60811DE88AEDDE29ED1DCOAview
Type=FullText&originationContext=documenttoc&
transitionType=CategoryPageltem&contextData=
(sc.Default).

20 See EPA Releases Final Chemical Risk
Evaluation for Perchloroethylene (Dec. 14, 2020),
available at: https://www.epa.gov/chemicals-under-
tsca/epa-releases-final-chemical-risk-evaluation-
perchloroethylene.

“Normal/Cotton Sturdy”” in TM 124—
2006); and maximum wash loads and
contents. For drying, the Standard
requires the test method described in
TM 124-2006 for Tumble Dry (section
8.3.1(A)), with the use of machines that
meet specified exhaust temperatures
and cool down temperatures (by
referencing Table IV, provisions for
“Durable Press” in TM 124—2006).

Washing machines have changed
substantially over the past 15 years to
reduce water use and improve energy
efficiency. One key element of washing
machines that has evolved is agitation
speed. Currently, the Standard requires
the use of a washing machine with an
agitation speed of 179 % 2 strokes per
minute (spm) (by referencing Table III,
provisions for “Normal/Cotton Sturdy”
in TM 124-2006). However, washing
machines available on the market are no
longer able to meet this requirement
because they have reduced agitation
speeds. Although CPSC still has
washing machines that meet the
required agitation speed, when these
machines reach the end of their useful
lives, CPSC will not be able to replace
them with machines that comply with
the Standard. Likewise, CPSC expects
that many washing machines that
testing laboratories use to test for
conformance with the Standard have
reached, or soon will reach, the end of
their useful lives, at which point, the
labs will be unable to obtain the
machines necessary to test to the
Standard. As such, the Standard needs
to be updated to include washing
machine specifications that can be met
by machines that are available on the
market, and yield consistent, reliable,
and accurate test results and
classifications.

Unlike washing machines, there has
been little change in the design of dryers
in recent years, and dryers that meet the
requirements in the Standard are still
available on the market. Nevertheless,
the Commission proposes to update the
specifications for dryers in the Standard
to align with the necessary updates for
washing machines, for the reasons
discussed below.

2. Comparison Study

Staff considered several options to
update the dry cleaning and laundering
specifications in the Standard and
conducted comparison testing to
determine whether these options would
yield flammability results comparable to
the current Standard. Staff sought to
identify options that would not alter the
flammability results of fabrics because
the Standard has a long history and has
been effective at addressing clothing
flammability. As such, staff aimed to


https://govt.westlaw.com/calregs/Document/I3065E480D60811DE88AEDDE29ED1DC0A?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=
https://govt.westlaw.com/calregs/Document/I3065E480D60811DE88AEDDE29ED1DC0A?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=
https://govt.westlaw.com/calregs/Document/I3065E480D60811DE88AEDDE29ED1DC0A?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=
https://govt.westlaw.com/calregs/Document/I3065E480D60811DE88AEDDE29ED1DC0A?viewType=FullText&originationContext=documenttoc&transitionType=CategoryPageItem&contextData=
https://www.epa.gov/chemicals-under-tsca/epa-releases-final-chemical-risk-evaluation-perchloroethylene
https://www.epa.gov/chemicals-under-tsca/epa-releases-final-chemical-risk-evaluation-perchloroethylene
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identify alternatives that would provide
a comparable level of consumer safety,
by providing comparable flammability
classifications. In addition, alternatives
that provide flammability results
comparable to the Standard, reduce the
costs associated with these updates
because they would not change whether
fabrics subject to the Standard are
permissible for use in clothing. Finally,
staff sought to identify comparable
alternatives because the purpose of
these amendments is to update outdated
equipment and methods, not to alter the
classifications of fabrics tested under
the Standard.

This section provides information
about the comparison study and results;
for additional information, see Tabs D
and E of staff’s briefing package
supporting this NPR.

a. Options
i. Dry Cleaning

Staff considered several dry cleaning
solvents as alternatives to
perchloroethylene. Staff considered
hydrocarbon solvent because it is

becoming the most commonly used
alternative to perchloroethylene in the
dry cleaning industry; it has a long
history of use; it is low in cost; and it

is more widely available than many
other alternatives. Staff also considered
silicone and butylal solvents because
they are also widely available. Staff did
not consider carbon dioxide dry
cleaning because it is more expensive
than other options and is not widely
available. Staff also did not consider
professional wet cleaning because it
would not accomplish the purpose of
the dry cleaning requirement in the
Standard. The purpose of the
refurbishing requirements in the
Standard is to remove finishes that may
affect the flammability of a fabric, and
both dry cleaning and laundering are
necessary for that purpose. Because
fabrics are already exposed to water-
based cleaning under the separate
laundering requirements in the
Standard, water-soluble finishes would
be removed by that process, and
professional wet cleaning would not
provide additional finishing removal.

As such, a non-water-based dry cleaning
method, like the one currently in the
Standard, is appropriate. Based on these
assessments, staff tested three potential
dry cleaning solvent options—
hydrocarbon, silicone, and butylal—as
part of the comparison study.

In selecting an alternative dry
cleaning solvent for the Standard, it is
not sufficient to change the solvent
alone; the parameters surrounding the
dry cleaning procedure need to be
adjusted, as well, because of the nature
of different solvent systems, dry
cleaning processes, and equipment
requirements. As such, in assessing
alternative procedures, staff selected an
appropriate detergent class, cleaning
time, extraction time, cooling time,
drying time, and drying temperature, for
each alternative solvent, based on
typical procedures used for that solvent
system. For all of the options, samples
were dry cleaned in a commercial dry
cleaning machine at 80 percent of the
machine’s capacity.2! The parameters
staff used for the comparison study are
in Table 2.

TABLE 2—DRY CLEANING PROCEDURES USED IN COMPARISON STUDY

Solvent

Perchloroethylene

Hydrocarbon

Silicone Butylal

Detergent Class

Cleaning Time 10-15 minutes

Extraction Time 3 minutes

Drying Temperature

Drying Time ......cccceeeeeene 18—20 minutes
Cool Down/Deodorization | 5 minutes .............
Time.

Cationic

60-66°C (140—150°F)

Cationic
20—25 minutes

4 minutes

60-66°C (140-150°F) ......
20—-25 minutes
5 minutes

14-17 minutes .................

18-20 minutes ...

Cationic
2 mins (bath 1) 11 min-
utes (bath 2) (13 min-
utes total).

Anionic

6 minutes .......cceeveviieeenns 5 minutes (bath 1) 5 min-
utes (bath 2) (10 min-
utes total).

70°C (158°F) ovvrevecrene. 66-71°C (150—160°F).

40 minutes.

5 minutes .......ococeiiiieens 4 minutes.

ii. Laundering

Staff also considered several options
as alternatives to the laundering
specifications in TM 124-2006. Because
agitation speed is the primary element
of the current specification that can no
longer be met by machines on the
market, one alternative staff considered
was requiring the continued use of the
laundering procedures in TM 124-2006,
but allowing a lower agitation speed.22
Staff considered this option because it is
the alternative most similar to the
current Standard—with all of the
washing parameters remaining the same
except for agitation speed—that washing

21 Consistent with § 1610.6(b)(1)(i)(B), staff used
80 percent wool and 20 percent cotton ballast, in
addition to the sample, to achieve 80 percent of the
machine’s capacity.

22 Agitation speed alone is not a measure of how
rough a wash cycle is on textiles. Rather, agitation

machines on the market can meet. When
comparison testing this option, the
agitation speed was the only washing
parameter changed from the current
Standard, and the drying procedures
remained the same as the current
Standard.

To assess this lower agitation speed
option, CPSC purchased a washing
machine designed for testing
laboratories that offers preprogrammed
wash cycles or allows the user to
program cycle parameters, subject to the
machine’s physical specification limits.
All of the machine’s programmable
cycle parameters can meet the
specifications in the Standard, except

speed and stroke length need to be considered in
combination when comparing washing parameters.
Stroke length is a measurement of the degrees of
rotation of the agitator. However, in considering
this alternative, staff did not alter the stroke length
because, although older washing machines have
higher agitation speeds, they also typically have

for the agitation speed. The maximum
programmable agitation speed for the
washing machine is 120 spm, lower
than the 179 £ 2 spm required in the
Standard. This option is referred to as
“reduced agitation speed” in this notice
because it has a reduced agitation speed,
as compared to the Standard (although
the agitation speed is higher than the
second option, discussed below).

A second option staff considered to
update the washing machine
specifications was to follow the
parameters in AATCC’s Laboratory
Procedure 1, Home Laundering:
Machine Washing (LP1-2021), instead
of the parameters in TM 124—-2006. LP1—

lower stroke lengths (typically up to 90 degrees). In
contrast, washing machines currently on the
market, which have lower agitation speeds, also
have larger stroke lengths (typically up to 220
degrees), thereby achieving the same wash results
with lower agitation speeds.
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2021 is a voluntary standard that many
testing laboratories already use for
testing to other standards. A comment
on the RFI recommended the use of this
standard because it is similar to the
current Standard; machines that meet it
are readily available on the market; and
the machines and standard are not
expected to change significantly for
some time.

LP1-2021 includes a lower agitation
speed than the current Standard, but it
also includes other differences in the
washing and drying parameters. For this
alternative, staff conducted comparison
testing using washing machine
parameters that conform to the
provisions in:

e section 9.2 of LP1-2021, which
includes a lower wash load size of 1.8
0.1 kg (4.0 £ 0.2 pounds), compared
to the current Standard;

e section 9.4 of LP1-2021, which
requires the same detergent as the
current Standard; and

e “(1) Normal” and “(IV) Hot” in
Table 1, Standard Washing Machine
Parameters, of LP1-2021, which specify
the water level, agitation rate, stroke
length, washing time, final spin speed
and time, and wash temperature.

Staff used the drying parameters that
conform to the provisions in:

e section 12.2(A) of LP1-2021, which
are the same as those in the current
Standard; and

e ‘“(Aiii) Permanent Press’ in Table
VI, Standard Tumble Dryer Parameters,
of LP1-2021, which specifies the
maximum exhaust temperature and cool
down time.

Based on these assessments, staff
tested two potential laundering options
as part of the comparison study. The

first option was the reduced agitation
speed for laundering (i.e., the
laundering specification in TM 124—
2006, but with a reduced agitation
speed) and the drying specifications in
the Standard. The second was both the
laundering and drying specifications
stated above in LP1-2021. Note that
when this notice references LP1-2021, it
is referring only to the specific sections
and tables stated above (i.e., sections
9.2, 9.4, 12.2(A), Table 1 ((1) Normal
and (IV) Hot), and Table VI ((Aiii)
Permanent Press)), and not the entire
LP1-2021 standard, which includes
additional and alternative provisions.
Table 3 provides a comparison of the
washing and drying parameters in the
current Standard, and the two
alternatives staff assessed in comparison
testing.

TABLE 3—LAUNDERING PROCEDURE PARAMETERS

Reduced
Standard agitation speed LP1-2021
Washing Machine Parameters
Agitation Speed, SPM .....oiiiiiii e 179 £2 120 £2 86 t2
Water Level, L (gal) 68+4 (18 1) 68+4 (18 1) 7214 (19+1)
Washing Time, min .... 12 12 16 +£1
Spin Speed, rpm23 ... 645 £ 15 645 £ 15 660 £ 15
Final Spin TimMe, MIN ..o 6 6 5+1
Wash Temperature, °C (°F) ...cooiiieiiiieinieie e 49 +3 (120 £ 5) 49 +3 (120 £ 5) 49 +3 (120 £ 5)
Load size, Kg (IDS) ....oorviriiiiiiiiieeeeeeee e < 3.63 (£8) <3.63(<8) 1.8+0.1(4+0.2
)

AATCC 1993 Standard Reference Detergent, g (0z)

66 + 0.1 (2.3 + 0.004)

)
66 + 0.1 (2.3 £0.004) | 66 + 0.1 (2.3 £0.004)

Dryer Parameters

Max. Dryer Exhaust Temperature, °C (°F)
Cool Down Time, min

66 + 5 (150 + 10)
10

68 + 6 (155 + 10)
<10

66 + 5 (150 + 10)
10

b. Test Methods

To identify options that would yield
flammability results comparable to the
Standard, staff developed a comparison
testing study that assessed the three
alternative dry cleaning solvent options
and the two alternative laundering
options discussed above, in comparison

to the dry cleaning and laundering
provisions in the Standard.

Staff selected 11 fabrics for testing,
including six plain surface textile
fabrics and five raised surface textile
fabrics. Staff included both plain and
raised surface textile fabrics in the study
because the Standard provides different
criteria for classifying these fabric types.

Staff chose samples that are
representative of fabrics that typically
require flammability testing 24 and yield
both results that permit their use in
clothing (Class 1 and 2) and do not
(Class 3). Table 4 lists the fabrics used
in the comparison study, as well as their
characteristics.

TABLE 4—FABRICS USED IN COMPARISON STUDY

. . Approximate
Fabric Description Fa?c';'zc/ Vég')ght Surface type fggric width
y (cm)
Silk, Chiffon, WHIte ........ccoooviiiiiie e 0.58 112
Silk, Habutae, White ... 1.06 114
Silk, Chiffon, BIack .........ccceeriririiriiereeeeeee e 0.87 112
Rayon, Chiffon, White ..........cccciiiiiii e, 2.0 137
Cotton, Batiste 2.06 114
Cotton, Organdy .......cccceceveeerireeeeneeee et 2.06 152
Cotton, Brushed, White ..........ccoooiiiiiiiiiiee e 7.24 100

23 “Rpm” refers to revolutions per minute.

24 Staff excluded fabrics that are exempt from
flammability testing under the Standard. Staff also
excluded blends from the study, for simplicity.
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TABLE 4—FABRICS USED IN COMPARISON STUDY—Continued

. . Approximate
Fabric Description Fa?glzc/ Véez')ght Surface type fgt?ric width
y (cm)
COtON TOIMY i 9.02 152
Cotton, Chenille, White .. 10.0 142
Cotton, Chenille, Black ... 10.0 142
Rayon, Brushed, Black 3.08 152

Staff purchased at least 14 yards of
each fabric, with widths between 40 and
60 inches, and they cut these into four
2-yard sections and one 6-yard section.
One of the 2-yard sections of each fabric
was tested in its original state, without
refurbishing, in accordance with the
Standard.

To examine the dry cleaning options,
each of the three 2-yard sections for
each fabric was dry cleaned using one
of the three dry cleaning procedures
under consideration (i.e., hydrocarbon,
silicone, and butylal), and then
laundered using the procedures
required in the Standard. Staff used the
laundering method in the Standard so
that only one variable in the
refurbishing process was changed (i.e.,
dry cleaning), to allow clear
comparisons of the effects of different
dry cleaning methods on flammability
test results.

To examine the laundering options,
the 6-yard section of each fabric was dry
cleaned in perchloroethylene, in
accordance with the Standard, and then
cut into three 2-yard sections, each of
which underwent one of the three
laundering procedures under
consideration (i.e., the Standard,
reduced agitation speed, and LP1-2021).
Staff used the dry cleaning method in
the Standard so that only one variable
in the refurbishing process was changed
(i.e., laundering), to allow clear
comparisons of the effects of different

laundering methods on flammability
test results.

After these refurbishing procedures,
staff cut each 2-yard section (including
the 6 refurbished sections and 1 section
in its original state) into thirty 2-by-6-
inch specimens and performed
flammability testing on those
specimens, in accordance with the
Standard. In total, this resulted in staff
testing 2,310 specimens (11 fabrics x 7
sections of each fabric x 30 specimens
of each sample).25 Staff recorded the
burn times and applicable burn codes
for each specimen.

c. Results

Overall, the results of the comparison
study indicate that all of the alternative
dry cleaning specifications and
laundering specifications yield
flammability results comparable to the
Standard. Key results for the dry
cleaning and laundering alternatives are
provided in this section.

In understanding these results, it is
important to note that, under the
Standard, multiple specimens of a fabric
must be tested, and burn codes and
classifications are based on the results
of these multiple specimens. The
Standard specifies how to determine
appropriate burn codes and
classifications in light of these multiple
specimens. Typically, fabric
classification is determined by testing at
least five specimens of a fabric. Thus,

the results of a single specimen of fabric
are not necessarily indicative of the
final classification of the fabric. For
example, if the results of a single
specimen meet the criteria for Class 2
(i.e., burn time of 4.0 to 7.0 seconds,
with a burn code of SFBB), the final
classification of the fabric may not be
Class 2 because the final classification
will depend on the results of the
additional specimens of that fabric.
Accordingly, the final classification of
some fabrics discussed in this section
cannot always be determined by the
results presented here, but the range of
possible classifications is determined.
Particularly because the comparison
testing assessed multiple specimens of
the tested fabrics, these results provide
a good indication of the final
classification of the fabrics.

i. Dry Cleaning

The comparison study results for the
three alternative dry cleaning
specifications and the dry cleaning
specifications in the Standard are
presented below. Table 5 provides the
aggregated results for all plain surface
textile fabrics. Table 6 provides the
results for the individual plain surface
textile fabrics and includes the number
of samples tested that resulted in burn
times,26 mean burn times, standard
deviations, minimum burn times, and
maximum burn times.

TABLE 5—BURN TIMES FOR PLAIN SURFACE TEXTILE FABRICS, AGGREGATED, BY DRY CLEANING PROCEDURE

Number of Mean burn Standard Minimum burn | Maximum burn
Procedure samples with a time deviation time time
burn time (seconds) (seconds) (seconds)
StANAAID ..o e 104 6.15 0.77 4.70 8.10
Hydrocarbon ..o 94 6.05 0.88 4.90 9.40
SHlICONE .t 86 6.15 0.88 4.80 8.90
BULYIAT <o 115 6.09 0.77 4.80 7.90

25 Staff tested 11 fabrics, which were each divided
into seven sections (1 original state, 3 for dry
cleaning options, and 3 for laundering options),
which were each divided into 30 specimens.

26 Although staff tested 30 specimens of each
fabric/procedure combination, the number of
samples with results in Tables 5 and 6 is not 30
because only samples with burn times, rather than

DNI results, are provided in these tables. For DNI
results, see Tab E of the briefing package supporting
this NPR.
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TABLE 6—BURN TIMES FOR PLAIN SURFACE TEXTILE FABRICS (A THROUGH F), BY DRY CLEANING PROCEDURE

Number of Mean burn Standard Minimum burn | Maximum burn
Procedure samples with a time deviation time time
burn time (seconds) (seconds) (seconds)

Fabric A

STANAAID ..o 26 6.75 0.50 5.90 7.90

Hydrocarbon 16 6.83 0.37 6.20 7.60

SHlICONE .. 4 6.85 0.50 6.30 7.50

BULYIAl <o 27 6.31 0.30 5.70 6.80
Fabric B

STANAAID ..o 16 6.49 0.26 6.00 7.00

Hydrocarbon .........ccooeiiiiiiiieeieee e 9 6.53 0.35 6.10 7.00

SHCONE .. 6 7.52 0.26 7.10 7.90

BULYIAl e 7 7.29 0.43 6.70 7.90
Fabric C

STANAAID ..o 28 5.24 0.38 4.70 6.10

Hydrocarbon ... 29 5.28 0.32 4.90 6.60

Silicone 29 5.25 0.27 4.80 5.90

Butylal 3 5.38 0.34 4.90 6.60
Fabric D

STANAAIG ..o 24 6.03 0.41 5.20 7.50

Hydrocarbon ... 27 5.62 0.28 4.90 6.20

Silicone 23 6.13 0.44 5.40 6.80

Butylal 27 5.54 0.40 4.80 6.20
Fabric E

SEANAAIT . 4 7.03 0.72 6.60 8.10

Hydrocarbon ... 4 7.58 1.22 6.80 9.40

SHlICONE .. 3 7.23 0.32 7.00 7.60

BULYIAl e 6 6.98 0.29 6.70 7.50
Fabric F

STANAAID ..o 6 6.92 0.69 6.30 8.10

Hydrocarbon .........ccociiiiiiiiieec e 9 7.23 0.66 6.40 8.10

SHlICONE .. 21 6.73 0.72 5.50 8.90

BULYIAl <. 18 6.99 0.40 6.40 7.90

As Table 5 shows, for plain surface
textile fabrics, all three of the alternative
dry cleaning options yielded very
similar burn times to the Standard,
including the mean, minimum, and
maximum burn times. Table 6 shows
the same is true for each plain surface
textile fabric tested, with very similar
mean, minimum, and maximum burn
times for each alternative and the dry
cleaning specification in the Standard.

For plain surface textile fabrics, burn
time alone determines a fabric’s
classification, and a burn time of 3.5
seconds or more is Class 1, while a burn
time of less than 3.5 seconds is Class 3.
As Tables 5 and 6 show, for both the
aggregated results and the individual
fabric results, the Standard and all three
alternative dry cleaning procedures

yielded mean, minimum, and maximum
burn times above the 3.5 second
threshold and, therefore, yielded the
same classification—Class 1—for all of
the fabrics. Moreover, the mean,
minimum, and maximum burn times
were all sufficiently above the 3.5-
second threshold that, even with some
variability in burn times, the
alternatives would not alter the
classifications of these fabrics, when
compared to the classifications under
the Standard.2” This demonstrates that,

27 Staff also considered the extent to which each
of the three alternative dry cleaning options yielded
DNI results versus burn times, as compared to the
Standard. For plain surface textile fabrics, DNI
results generally result in a fabric being Class 1.
Because all of the plain surface textile fabrics in the
comparison study of dry cleaning options yielded

for plain surface textile fabrics, all three
alternative dry cleaning procedures
yield flammability results comparable to
the Standard.

Table 7 provides the aggregated
results for all raised surface textile
fabrics, and Table 8 provides the results
for the individual raised surface textile
fabrics.

either DNI results or burn times of more than 3.5
seconds, they were all Class 1. Consequently, the
results of DNI versus burn times for these fabrics
are not presented here, since they do not alter the
classifications. Moreover, it is expected that there
will be variation in whether multiple specimens
yield DNI or burn time results even when they are
specimens of the same fabric that underwent the
same refurbishing procedure. For details on these
results, see Tab E of the briefing package supporting
this NPR.
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TABLE 7—BURN TIMES FOR RAISED SURFACE TEXTILE FABRICS, AGGREGATED, BY DRY CLEANING PROCEDURE

Number of Mean burn Standard Minimum burn | Maximum burn
Procedure samples with a time deviation time time
burn time (seconds) (seconds) (seconds)
StANAAID ... 150 11.87 7.45 2.30 27.30
Hydrocarbon ... 150 11.01 7.65 1.60 27.80
SHlICONE .t 150 10.57 7.08 1.90 32.70
BULYIAI <o 150 10.34 6.56 1.80 27.70
TABLE 8—BURN TIMES FOR RAISED SURFACE TEXTILE FABRICS (G THROUGH K), BY DRY CLEANING PROCEDURE
Number of Mean burn Standard Minimum burn | Maximum burn
Procedure samples with a time deviation time time
burn time (seconds) (seconds) (seconds)
Fabric G
StANAAID ..o 30 19.66 2.25 16.60 27.30
Hydrocarbon . 30 16.77 2.55 11.10 25.10
Silicone ......... 30 15.91 1.32 13.60 19.20
BULYIAT oo 30 13.72 1.59 8.20 15.80
Fabric H
SEANAAI ... e 30 21.16 2.62 16.00 26.00
HydroCarbon ... 30 22.25 3.10 13.30 27.80
SHlICONE . 30 20.60 5.00 13.90 32.70
BULYIAL .o 30 20.76 2.83 15.00 27.70
Fabric |
StANAAIT ..o e 30 7.18 1.45 5.00 12.70
HydroCarbon ........ooceeiiiiieee e 30 5.91 1.45 4.00 8.80
SHICONE .t 30 6.00 1.13 4.30 10.10
BULYIAL e 30 6.53 1.21 4.80 9.00
Fabric J
StANAAID ..o e 30 2.84 0.28 2.30 3.40
Hydrocarbon . 30 2.23 1.60 1.60 3.20
Silicone ......... 30 2.60 1.90 1.90 4.20
BULYIAT <o 30 2.48 1.80 1.80 3.30
Fabric K
SEANAAI ..o e 30 8.51 0.77 7.10 10.50
Hydrocarbon . 30 7.88 0.88 6.60 10.50
Silicone ......... 30 7.74 0.69 6.50 9.40
BULYIAL .o 30 8.18 0.88 6.00 10.40

As Table 7 shows, for raised surface
textile fabrics, all three of the alternative
dry cleaning options yielded burn times
very similar to the Standard, including
the mean, minimum, and maximum
burn times. Table 8 shows the same is
true for each raised surface textile fabric
tested, with similar mean, minimum,
and maximum burn times for each
alternative and the dry cleaning
specification in the Standard. Tables 7
and 8 also illustrate the wide variability
in burn times for raised surface textile
fabrics, even when testing the same
fabric with the same dry cleaning
procedure. This variation is expected,
particularly for raised surface textile
fabrics, both within results for a sin