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The House met at 9 a.m. and was
called to order by the Speaker.

———

PRAYER

The Chaplain, the Reverend Patrick
J. Conroy, offered the following prayer:

Gracious and merciful God, we give
You thanks for giving us another day.

As the 115th Congress draws near a
close, we are reminded by Scripture
that for every thing, there is an ap-
pointed time:

A time to weep, and a time to laugh;

A time to mourn, and a time to
dance. . . .

A time to embrace, and a time to be
far from embraces. . . .

A time to be silent, and a time to
speak.

In the people’s House there is also a
time to win an election and a time to
lose; a time to be sworn in and a time
to retire.

While it may be difficult to go
through such transitions, we know, as
did the author of Ecclesiastes, that the
time does come to say good-bye to
those who will be missed dearly for, in-
deed, in electoral politics, that is just
the way it is.

May all that is done this day be for
Your greater honor and glory.

Amen.

————
THE JOURNAL

The SPEAKER. The Chair has exam-
ined the Journal of the last day’s pro-
ceedings and announces to the House
his approval thereof.

Pursuant to clause 1, rule I, the Jour-
nal stands approved.

Mr. POE of Texas. Mr. Speaker, pur-
suant to clause 1, rule I, I demand a
vote on agreeing to the Speaker’s ap-
proval of the Journal.

The SPEAKER. The question is on
the Speaker’s approval of the Journal.

The question was taken; and the
Speaker announced that the ayes ap-
peared to have it.

Mr. POE of Texas. Mr. Speaker, I ob-
ject to the vote on the ground that a
quorum is not present and make the
point of order that a quorum is not
present.

The SPEAKER. Pursuant to clause 8,
rule XX, further proceedings on this
question will be postponed.

The point of no quorum is considered
withdrawn.

———

PLEDGE OF ALLEGIANCE

The SPEAKER. Will the gentle-
woman from California (Mrs. TORRES)
come forward and lead the House in the
Pledge of Allegiance.

Mrs. TORRES led the Pledge of Alle-
giance as follows:

I pledge allegiance to the Flag of the
United States of America, and to the Repub-
lic for which it stands, one nation under God,
indivisible, with liberty and justice for all.

———

HAPPY TRAILS

(Mr. POE of Texas asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)

Mr. POE of Texas. Mr. Speaker, it
has been the honor of my life to serve
in Congress.

Today, I am reminded of why I came
here in the first place. Thomas Jeffer-
son said it quite well: ““We hold these
truths to be self-evident, that all Men
are created equal, that they are en-
dowed by their Creator with certain
unalienable Rights, that among these
are Life, Liberty, and the Pursuit of
happiness Governments’’—that
would be us—‘‘are instituted among
Men” to secure those rights.

Mr. Speaker, that is our mission
statement: Congress is the protector of
freedom and liberty. Congress must
make sure that the bell of Liberty
rings loudly and strongly, for the
American bright star is the beaming
beacon of hope: the hope that all op-
pressed peoples yearn to possess.

So, in my final words as a Member of
Congress in this House of Representa-
tives, Congress must hold fast to these
truths: that in God we must trust and
be faithful servants of the sacred con-
stitutional principles of freedom of re-
ligion, speech, press, and assembly, for
this is our eternal duty.

Happy trails.

And that is just the way it is.

———
HONORING HELEN WITTY

(Ms. ROS-LEHTINEN asked and was
given permission to address the House
for 1 minute and to revise and extend
her remarks.)

Ms. ROS-LEHTINEN. Mr. Speaker, 1
rise to congratulate my constituent
Helen Witty on being named the na-
tional president of Mothers Against
Drunk Driving, also known as MADD.

Helen, along with her husband, John,
experienced the ultimate tragedy when
their 16-year-old daughter, Helen Marie
Witty, shown in this photo with her
brother John was Killed by a young
drunk and drugged driver while she was
rollerblading on a bike path near her
home in Pinecrest in June of 2000.

It was not long after that nightmare
that Helen joined this magnificent or-
ganization where she was able to chan-
nel her unbearable loss into a forward-
looking outlet where she could be a
champion for her daughter’s legacy,
while also making an effective and
positive impact on society.

Although 18 years have passed, it
seems like just yesterday that we lost
our bright, beautiful Palmetto Senior
High School honors student who be-
came a beloved treasure in our home-
town and who is still widely talked
about and referenced throughout our
community today.

Helen, congratulations on this in-
credible achievement, and this oppor-
tunity is rightfully deserved to spread
your message that it is a crime to drive
drunk and drugged.
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South Florida is fortunate to have
Helen, and I am confident that Helen
Marie is looking down from Heaven and
could not be any more proud of you.

Thank you, amiga.

———

SAUDI WAR CRIMES IN YEMEN

(Mr. DOGGETT asked and was given
permission to address the House for 1
minute.)

Mr. DOGGETT. Mr. Speaker, millions
of American families will be enjoying
the bounty of our great Nation at this
very special time of the year without
realizing that their tax dollars are sub-
siding Saudi war crimes in Yemen.

It is estimated that every 10 minutes,
another Yemeni child dies from starva-
tion, disease, or bombs made in Amer-
ica. President Trump has basically del-
egated his policy in this region to the
Saudis, even after the murder and dis-
memberment of an American resident
directly linked to the crown prince.
That has not been enough to alter
American policy.

So today, once again, a number of us
are calling directly and respectfully on
Speaker PAUL RYAN to stop the block-
ade on behalf of President Trump and
allow this House to vote—vote now—on
what has already been approved by the
United States Senate on a strong bi-
partisan basis, a resolution to with-
draw U.S. support from the Saudi
forces in the murderous war in Yemen.

Let’s stop America’s role in the
worst humanitarian disaster in the
world today.

———

FAREWELL

(Mr. SMITH of Texas asked and was
given permission to address the House
for 1 minute and to revise and extend
his remarks.)

Mr. SMITH of Texas. Mr. Speaker, it
is not easy to summarize 32 years in
Congress, but I will try.

Politics comes from the Greek word
“polites,” meaning citizens, and they
are the source of our country’s
strength.

What I remember most, what was es-
pecially meaningful, what made me
feel fortunate were the colleagues I
served with, the people I worked with,
and the constituents we helped.

To my colleagues, thank you for your
public service. You didn’t have to leave
families behind or spend extra hours
every week in a car or on a plane, but
you did it with a genuine desire to ad-
vance America’s worthy interests.

To my staff members, past and
present, in the D.C. and Texas offices
and on the committees I chaired, thank
you for your dedication and for advis-
ing me on legislation and votes and for
assisting thousands of constituents.

To my constituents, thank you for
trusting me to represent you all these
good years. It has been a wonderful
honor.
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THE WALLS IN BAGHDAD HAVE
COME DOWN

(Mr. WILSON of South Carolina
asked and was given permission to ad-
dress the House for 1 minute and to re-
vise and extend his remarks.)

Mr. WILSON of South Carolina. Mr.
Speaker, The Wall Street Journal last
week reported that the ‘‘Baghdad Blast
Walls Come Down.” It explained that
“the Iraqi Government marked the
first anniversary of the Islamic State’s
defeat Monday by reopening parts of
Baghdad’s Green Zone.” Iraqi forces,
along with support from the U.S.-led
alliance, reclaimed the last of Islamic
State territory last December.

The article notes that ‘‘the changes
at the Green Zone reflect declining vio-
lence across Iraq that is particularly
tangible in Baghdad, and further states
that: “Over 1,000 streets in Baghdad
have been reopened during the past 2
years, with 70,000 segments of concrete
blast wall removed. The number of ci-
vilians killed across Iraq by terrorism,
violence, and armed conflict in Novem-
ber fell to its lowest level in 6 years,
according to the United Nations.”

As a grateful dad who has had two of
my four military sons serve in Iraq, I
am particularly happy for the Iraqi
people.

In conclusion, God bless our troops,
and may we never forget September
the 11th in the global war on terrorism.

———

WREATHS ACROSS AMERICA IN
PROSPECT PARK

(Ms. WILD asked and was given per-
mission to address the House for 1
minute.)

Ms. WILD. Mr. Speaker, this past
weekend, volunteers across the country
honored fallen servicemembers on Na-
tional Wreaths Across America Day.
While the focal point of this national
day of remembrance is the laying of
wreaths at Arlington National Ceme-
tery, ceremonies also took place at
local cemeteries across the country.

I had the honor of participating in a
wreath-laying ceremony in Prospect
Park, Pennsylvania, a tiny borough no
more than a mile square, in Delaware
County. On a raw and rainy Saturday,
2 weeks before Christmas, nearly 50
community members turned out to lay
wreaths upon veterans’ graves at an
historic cemetery atop Prospect Hill.
Among those honored was George
Wood, a soldier who lost his life at Get-
tysburg on July 7, 1863.

As we stood in the drizzle, listening
to “Taps,” I thought about the many
ways in which people served their com-
munities. Obviously, those who serve
in our Armed Forces commit to pro-
viding the ultimate service. But on
that hilltop last weekend, there were
so many others willing to spend the
time to step up with their neighbors,
honor the sacrifice of others, and bring
a community together.

I want to recognize Joyce Foresman-
Capuzzi, the nurse who learned about
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the Wreaths Across America program
and brought her neighbors together to
have it in Prospect Park. I want to rec-
ognize Reverend Chris Hensley Terrell,
the pastor of Prospect Hill Baptist
Church, which hosted the event.

But the event wouldn’t have been the
success that it was without the partici-
pation of other volunteers, the mem-
bers of the Prospect Park Borough
Council, the Prospect Park Volunteer
Fire Department, and local veterans
and their families. There was also
great support from the local elemen-
tary school principal and students at
Prospect Park Elementary, many of
whom helped lay wreaths.

I want to thank all these community
members for allowing me to partici-
pate in their ceremony, and I thank
them for their service.

———

SYRIA

(Mr. HILL asked and was given per-
mission to address the House for 1
minute and to revise and extend his re-
marks.)

Mr. HILL. Mr. Speaker, today, I rise
on the House floor to object to Presi-
dent Trump’s decision to withdraw all
U.S. troops from Syria.

I encourage the President to remem-
ber the poor decision of the Obama ad-
ministration in 2011, when the United
States announced its withdrawal from
a ‘‘stable Iraq.” ISIS is not defeated
and may have as many as 30,000 fight-
ers remaining in Syria. Atrocities
being committed by the brutal dic-
tator, Assad, and his henchmen, includ-
ing Russia and Iran, will now continue
with impunity. This opens the door for
Iran to consolidate gains.

I am especially concerned with the
tragic consequences this will have
months and years down the road. The
United States policy in Syria must en-
sure the lasting defeat of ISIS, roll
back Iranian influence, and achieve a
political solution to the crisis.

I echo the late John McCain and his
message from 2011, as it applies today.
This decision is a ‘‘sad case of political
expediency supplanting military neces-
sity.”

————

PROVIDING FOR CONSIDERATION
OF SENATE AMENDMENT TO H.R.
88, SHILOH NATIONAL MILITARY
PARK BOUNDARY ADJUSTMENT
AND PARKER’S CROSSROADS
BATTLEFIELD DESIGNATION
ACT; PROVIDING FOR  PRO-
CEEDINGS DURING THE PERIOD
FROM DECEMBER 24, 2018,
THROUGH JANUARY 3, 2019

Mr. SESSIONS. Mr. Speaker, by di-
rection of the Committee on Rules, I
call up House Resolution 1180 and ask
for its immediate consideration.

The Clerk read the resolution, as fol-
lows:

H. RES. 1180

Resolved, That upon adoption of this reso-

lution it shall be in order to take from the
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Speaker’s table the bill (H.R. 88) to modify
the boundary of the Shiloh National Military
Park located in Tennessee and Mississippi,
to establish Parker’s Crossroads Battlefield
as an affiliated area of the National Park
System, and for other purposes, with the
Senate amendment thereto, and to consider
in the House, without intervention of any
point of order, a motion offered by the chair
of the Committee on Ways and Means or his
designee that the House concur in the Senate
amendment with an amendment consisting
of the text of Rules Committee Print 115-87.
The Senate amendment and the motion shall
be considered as read. The motion shall be
debatable for one hour equally divided and
controlled by the chair and ranking minority
member of the Committee on Ways and
Means. The previous question shall be con-
sidered as ordered on the motion to its adop-
tion without intervening motion.

SEC. 2. On any legislative day of the second
session of the One Hundred Fifteenth Con-
gress after December 23, 2018—

(a) the Journal of the proceedings of the
previous day shall be considered as approved;
and

(b) the Chair may at any time declare the
House adjourned to meet at a date and time,
within the limits of clause 4, section 5, arti-
cle I of the Constitution, to be announced by
the Chair in declaring the adjournment.

SEC. 3. The Speaker may appoint Members
to perform the duties of the Chair for the du-
ration of the period addressed by section 2 of
this resolution as though under clause 8(a) of
rule 1.

The SPEAKER pro tempore (Mr.
YODER). The gentleman from Texas is
recognized for 1 hour.
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Mr. SESSIONS. Mr. Speaker, for the
purpose of debate only, I yield the cus-
tomary 30 minutes to the gentlewoman
from California (Mrs. TORRES), pending
which I yield myself such time as I
may consume. During consideration of
this resolution, all time yielded is for
the purpose of debate only.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Texas?

There was no objection.

Mr. SESSIONS. Mr. Speaker, thank
you and Merry Christmas. It is also
Merry Christmastime to the American
people, Mr. Speaker, as Congress moves
to its final resolution for this term.

Mr. Speaker, we can’t forget that
there is important work that is still to
be done. The American people sent us
here to do work and expect us to do
that.

Today I lay before the House the
Rules Committee Print 115-87, the text
of the House amendment to the Senate
amendment to H.R. 88. Now, that may
sound pretty pro forma, just like a nor-
mal bill, but, Mr. Speaker, what is in
here is not a normal bill.

In fact, it is a compilation of things
which we do every year that are called
tax extenders because we have been un-
able, necessarily, to agree on them for
a longer term. So, one year to the next
year to the next year, we gather to-
gether before we leave, and we nor-
mally come to an agreement. We have
done this virtually every year I have
been in Congress.

We say on a bipartisan basis and a bi-
cameral basis: Let’s make sure that we
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take care of the things that have not
been taken care of on a longer basis
now.

What might that mean, Mr. Speaker?
Well, that means that we, as a body,
need to be responsible and understand
that during the year there have been a
number of circumstances also that con-
tributed to people needing tax help.
Some of them are fires. Some of them
are earthquakes.

Some of them are the changing of the
circumstances back home where we are
trying to make sure that the Tax Code
is updated in this tax year now so that
if someone—for instance, if they are in
a California wildfire—loses everything
they have got, they know that Con-
gress has passed laws that help them as
they move forward to rebuild their
home, to make decisions about their
future.

It could be, Mr. Speaker, that a lot of
work that the gentlewoman from Kan-
sas, who is a member of the Ways and
Means Committee, one of your col-
leagues on that committee, had done to
make sure that any whistleblower who
saw something that was going wrong at
work for tax-related matters is pro-
tected.

These are important issues. But they
are also important because there are
broader activities, and they deal with
taxation that was put into the Afford-
able Care Act. It is called ObamaCare,
but it is the Affordable Care Act from
years back.

What this Republican Congress has
done is shielded, protected the Amer-
ican people from many of the dev-
astating effects, notwithstanding that
this Congress and the President, Presi-
dent Trump, signed the law that takes
away the individual mandate—not the
business mandate but the individual
mandate.

But, Mr. Speaker, there are still
three hugely onerous provisions that
still lag on from that piece of legisla-
tion. Embedded in that is something
called the medical device tax. The med-
ical device tax is a tax on the newest
technology—not, Mr. Speaker, on the
sale of that to where, okay, Uncle Sam
wants a little bit more of that, but the
onerous part is it is on the manufac-
ture.

And when you put a tax on the manu-
facturing piece, that means that that
product is not produced in an effective,
efficient way. That means that they
are produced one at a time because,
upon that manufacture, the tax has to
be paid, not upon the sale.

It is something we fought on, I
thought on a bipartisan basis, but it
seems like today it is simply partisan,
simply only Republicans, really, when
it comes down to it, who are for doing
away with the medical device tax.

There is something called the Cad-
illac tax. That is the Democratic Par-
ty’s and President Obama’s idea of you
really shouldn’t have better healthcare
than somebody else, and if you do, we
are going to tax that asset. It is at the
heart of the Affordable Care Act.
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This Cadillac tax has been, every sin-
gle year, deferred, stopped, agreed to.
We are not going to apply that Cadillac
tax, because it is on people, many of
them who work for unions, people who
have earned the right to have the
healthcare that they have but the
Democratic Party wants to tax it.

Lastly, the healthcare tax. And that
is a tax on every single person that has
a healthcare policy. It is about $70.
That means that every single Amer-
ican is going to pay an extra tax be-
cause they have healthcare.

These are things that the Republican
Party had worked on, and we thought
we were, on a bipartisan basis, going to
take care of these issues. We find out,
really, today, that is not true.

But I think we found out around elec-
tion time the real effort for the Demo-
cratic Party. It is called H.R. 676, Medi-
care for All. Mr. Speaker, to those of us
who have looked at the bill, section 102
lays out every single piece part of
healthcare that you could think of,
from an audiologist, to a dentist, to a
person who may provide massage ther-
apy.

Section 104 in that bill outlaws all
private health insurance in America if
a piece part that was in section 102 is
provided or paid for by a health in-
surer. It outlaws all private insurance.
What does that also mean? That means
employer-provided insurance under
H.R. 676, section 104.

So, Mr. Speaker, sometimes you have
got to read to the end of the book or
watch the end of the movie to see ex-
actly what the plot and the theme is.

Mr. Speaker, we have, for the last 8
years, been going down a pathway of
thinking that what we were doing was
really bipartisan, that our colleagues
on the Democratic Party were really
opposed to the Cadillac tax because
they consented and agreed to it, voted
for it, that the medical device tax was
something that they understood would
cause great harm and increase prices
and deny people to get the best tech-
nology.

We thought they were going along
with this. We thought they understood
how important it was not to tax med-
ical devices, the latest technology that
saves lives. And we thought that they
understood that the healthcare tax of
$70 on every single health insurance
plan in this country was probably a bad
idea after we already had the Afford-
able Care Act signed into law.

I find out now I was wrong. I was
wrong, and I think the American peo-
ple were fooled. The medical device
tax, the Cadillac tax, and the
healthcare tax are in this package,
along with the ability to help the peo-
ple in California and on the West Coast
and other people who were a part of
natural disasters, people who are seek-
ing help where they are finding an em-
ployer doing something wrong, to give
them that needed opportunity to pro-
tect themselves, a safe harbor.

So much is being done in here at the
end of the year, but that is not the
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story that was told at the Rules Com-
mittee. The story that was told is: Oh,
this is just about the top 1 percent.
This is just about a special deal.

Mr. Speaker, that is a long way from,
not just the facts of the case, but the
truth. So I am here, as chairman of the
Rules Committee, bringing to the floor
an opportunity to, once again, do as we
have done in the past to say the
healthcare tax, the medical device tax,
the Cadillac tax—we are asking my
colleagues to join with us.

It is a very genuine offer. It is an
offer that has been extended and ac-
cepted for the past few years, since the
Affordable Care Act passed. It is the
right thing to do.

So I will ask each of the Members of
this body to pay attention, to see what
is in there, help the people who have
been a part of natural disasters this
year. Let’s get this package done. It is
the right thing to do.

And I can sincerely look at you, Mr.
Speaker, and say thank you. Thank
you for your years of service, but
thank you for making sure that we
were faithful to the end. Even though
it is starting to look a lot like Christ-
mas, we still have to do our work.

Mr. Speaker, I reserve the balance of
my time.

Mrs. TORRES. Mr. Speaker, I yield
myself such time as I may consume,
and I thank the gentleman from Texas
for yielding me the customary 30 min-
utes.

Mr. Speaker, this rule represents
many of the failures of the 115th Con-
gress. To put it succinctly, the legisla-
tion before us is a bill which has abso-
lutely no chance of passing into law
and a bill that will add billions—Dbil-
lions—of dollars to our national debt.

I guess this is a Merry Christmas to
those who hold our national debt, but
this is not what our constituents sent
us to do here. They sent us here to
work together and find compromise in
order to make our communities, their
lives, better.

This rule makes in order the Senate
amendment to H.R. 88, Shiloh National
Military Park Boundary Adjustment
and Parker’s Crossroads Battlefield
Designation Act.

But it is more accurate to say this is
the GOP’s second tax scam. Instead of
taking this opportunity to use our re-
maining time here to actually accom-
plish something, our vote today on this
rule will prove to be meaningless. The
Senate is leaving town and has left us
just a few items that we can accom-
plish, and this isn’t one of them.

However, one item that is ready for
passage is Savanna’s Act.

Mr. Speaker, Native American
women face a murder rate 10 times
higher than the national average, with
84 percent experiencing some form of
violence in their lifetime.

The Violence Against Women Reau-
thorization Act of 2013 and the Tribal
Law and Order Act have helped bring
attention to the high rates of violence
against Native women. However, there
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is still no reliable way of knowing how
many Native women go missing each
yvear because the databases that hold
statistics of these cases are extremely
outdated and in need of reform.

Congress hasn’t paid attention to the
lives of Native American women. That
is why I joined Senator HEITKAMP in in-
troducing Savanna’s Act earlier this
year, named after Savanna Greywind, a
pregnant, 22-year-old North Dakota
woman and member of the Spirit Lake
Nation, who was murdered in 2017.

Savanna’s Act would require the De-
partment of Justice to finally keep a
nationwide database of missing and
murdered Native women.

This is common sense. It passed the
Senate unanimously last month.

[ 0930

One Member—one Member of this
body—has decided to prevent us from
passing Savanna’s Act, and the rest
have capitulated, one Member standing
in the way of finally doing the right
thing for Native women, American
women, women who are victims of
crime. Shameful, and shame on this
body for allowing this and not taking
this last week of the 115th Congress to
finally bring about some justice to
these cases.

Now, one thing that this body, the
115th Congress, has been really good for
in the face of tragedy has been mo-
ments of silence, and that is why,
today, I want to take some time that
we have left to have a moment of si-
lence. Mr. Speaker, I would like my
colleagues to join me in a moment of
silence for Savanna.

Mr. Speaker, instead of taking action
on Savanna’s Act, we are asked to vote
on this rule to pass a tax bill which has
been crafted in secret and has no
chance of becoming law, when we could
be doing something for justice, for
truth, for victims of crime.

This is the 1156th Congress. Good rid-
dance.

Mr. Speaker, I reserve the balance of
my time.

GENERAL LEAVE

Mr. SESSIONS. Mr. Speaker, I ask
unanimous consent that all Members
have b legislative days to revise and ex-
tend their remarks.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Texas?

There was no objection.

Mr. SESSIONS. Mr. Speaker, I yield
myself such time as I may consume.

Mr. Speaker, the argument that we
are involved in today is whether we are
going to, as this body, on a bipartisan,
bicameral basis, understand that it is
about hundreds of billions of dollars. It
is about hundreds of billions of dollars
that the American people have been
spared from.

Mr. Speaker, we are not undertaxed.
We spend too much money. But that is
not what this is about. What this is
about is control. This is about the con-
trol that some in this body want over
people’s lives.
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This is not about whether we are
going to arbitrarily cause the Federal
Government to be in trouble over a
Cadillac tax, a medical device tax, a
healthcare tax and blame that on
greedy people back home who, by vir-
tue of them wanting to have healthcare
and robust healthcare and better
healthcare but somebody in Wash-
ington does not want them to have it
and blames them on being greedy for
what might be billions of dollars when
you add up everybody across the coun-
try; this is about control. This is about
controlling people’s lives.

And, Mr. Speaker, I will once again
say it. I had thought, during these
years, we came to an agreement that
the Cadillac tax, the medical device
tax, the healthcare tax, things that
happened during the year, whether
they be tornadoes, whether they be
wildfires, whether they be other cir-
cumstances, would still be able to be
reached on a bipartisan, bicameral
basis.

After all, President Obama signed
these into law.

After all, the American people under-
stood that their gift for being gracious
and working and doing the right thing
shouldn’t be an onerous tax.

After all, many people who live, as an
example, in Minnesota could look up
and see where their two Democratic
Senators fought hard to make sure this
medical device tax that was the
lynchpin for tens of thousands of jobs
in medical innovation, that we could
get together and work together.

Now we find out, no, that is wrong.
That is wrong. What we want is we
want that $180 billion. We want that.
You can’t have that, and we are going
to tax you because we can, because we
can control your life and the outcome
of your healthcare; because, actually,
those who have great healthcare, yours
is greedy, so we are going to tax it.

So, Mr. Speaker, that is why the Re-
publican Party in the House of Rep-
resentatives is here today, as stalwarts
of not just the middle class of this
country but stalwarts of people who
understand people get up and go to
work—yes, the union worker, too.

That union worker will find out, loud
and clear, the party that was for taxing
their healthcare, their working
healthcare.

The people in these States, where
medical devices are robust and made
America at the top of the world, they
will understand.

And the people, who are average fam-
ilies like those in Dallas, Texas, which
I proudly represent, they will under-
stand somebody was for taxing them
further and somebody tried to continue
what we have done now for years and
not tax them on their healthcare.

So it is about control, and I am sure
we will find out, as the new year comes
around, about H.R. 676, Medicare for
All, that will outlaw all employer-pro-
vided private healthcare in this coun-
try. That is what the bill says. It is
very plain. Section 104 gets right to it.
That is what this is about.
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Mr. Speaker, I reserve the balance of
my time.

Mrs. TORRES. Mr. Speaker, does the
gentleman from Texas have any more
speakers?

Mr. SESSIONS. Mr.
not.

Mrs. TORRES. Mr. Speaker, I yield
myself the balance of my time.

Mr. Speaker, it is just about time to
finish up here and return home for the
holidays, time to see our loved ones
and give them a hug. But for Savanna’s
family and the countless other Native
American families destroyed because of
this violence, there will be no return
home for them, and we will have failed
these families by not passing Savan-
na’s Act today.

Instead, we are here because of a
wall—not the wall that you are assum-
ing, not talking about our southern
wall. I am talking about the wall of
debt, a massive wall of debt that this
Republican Congress has built, tril-
lions—trillions—of dollars of debt tow-
ering over our children and grand-
children’s future. This rule will build it
even higher. That is why I urge my col-
leagues to oppose the previous question
and the rule.

Mr. Speaker, I yield back the balance
of my time.

Mr. SESSIONS. Mr. Speaker, 1 yield
myself the balance of my time.

Mr. Speaker, I appreciate the distin-
guished gentlewoman from California,
not only her comments and her ideas—
I know they are well represented by
the Democratic Party.

I would say to her that the people
who vote against this bill will turn
their back on the people who had the
wildfires in California, the tornadoes in
Georgia, the opportunities to help pro-
vide proper instructive help on their
taxes this year as they enter next year.
After all, it did happen this year.

But perhaps, more than that, Mr.
Speaker, we recognize now more about
shifting the blame for 8 years and $9
trillion worth of spending. They called
it investment.

This Republican Congress, 1 year ago,
almost to the day, passed a tax bill
that has created the greatest economy
in the history of this country. More
revenue is coming in today than has
ever come in in the history of the coun-
try. More people are working today be-
cause of that tax bill done 1 year ago.
More people, more African Americans,
more women, more families have an
opportunity to enjoy the benefits of a
job and the creation therein that they
come home at night a little bit more
satisfied, and their children, in the
next generation, see work as a positive
attribute, and communities are turning
the corner.

Mr. Speaker, gas is $1.82 in Dallas,
Texas. What a far cry from when it was
almost $5 at the same time in Presi-
dent Obama’s administration when the
Democrats were running the place: the
House, the Senate, and the Presidency.
Oh, Mr. Speaker, we have not forgotten
what a difference it makes, but the fin-
ger-pointing still continues.

Speaker, I do
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Mr. Speaker, let the RECORD reflect,
itself, that we have more revenue than
ever coming in, more people working
than ever, more opportunity for people,
and part of that success has been be-
cause Republicans chose not to have a
healthcare tax, a medical device tax, a
Cadillac tax, choose not to make in
order H.R. 676, Medicare for All, that
would outlaw all employer-provided
healthcare in this country.

Mr. Speaker, the differences between
our ideas really find themselves at the
center point of what we do today.

Last night in the Rules Committee,
the distinguished gentleman from
Lewisville, Texas, Dr. MICHAEL BUR-
GESS, a retired physician who has deliv-
ered more than 3,000 babies, said that
he had sat through, for years, these ar-
guments at the Energy and Commerce
Committee, and he lamented how the
story really is not told about some 3
million people who now have jobs in
this country, that a number of them
that is undefined also got employer-
provided healthcare; and that while
there may be 1 million out of that 3
million who went to a larger company,
it is their families that benefited be-
cause there was maybe a spouse behind
that and a child or two who had pre-
viously been without employer-pro-
vided healthcare.

Now we are going to find out that
Grinch showed up at Christmas, this
rush to get out the door where we
failed to secure the door, where we
were so eager to get home rather than
do our work.

Mr. Speaker, I can’t imagine that
somebody would just want to say, ‘It
is okay; it is Christmastime; let’s get
home,” and then stick coal in each of
the stockings of the American people
who have healthcare, stick coal in the
stockings of the medical device em-
ployees and employers, stick coal into
the stockings of the medical commu-
nity for doctors who had been pro-
viding these leading-edge ideas in med-
ical devices, stick coal in the stockings
of the workers of America who might
have great healthcare only to find out
that somebody who had voted for it for
years turned their back. So that is why
we are here.

Mr. Speaker, here is the bill right
here, pretty easy to do. We have seen it
a number of times. Nobody complained
they didn’t have time to read the bill.
They actually know what is in it this
time.
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They actually know what they would
not be supporting. They are going to
put their vote and be on the line, and
we are going to find out where people
really are.

So, Mr. Speaker, that is the debate,
whether we are going to step up and do
our job; whether we are willing to com-
plete the task; whether we are willing
to be consistent for the things that we
have stood for; or whether we are will-
ing to make excuses about, well, it is
just Christmastime, and we have got to
get home.
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Mr. Speaker, I want to say that my
party believes that we should not have
a white flag in our backpack, that we
should not yield and just say, well, the
timing was difficult. We should stand
on our two feet, not beg on our knees.

We should move forward and do our
job for the American people, and that
is what I am proud to say my party and
myself and the Rules Committee stand
for. We are men and women who can
stay to get the job done, not want to
get home and not have performed our
duties.

So that is the story. That is the story
that we are going to tell. So I urge my
colleagues to support this rule.

Mr. Speaker, I yield back the balance
of my time, and I move the previous
question on the resolution.

The previous question was ordered.

The SPEAKER pro tempore. The
question is on the resolution.

The question was taken; and the
Speaker pro tempore announced that
the ayes appeared to have it.

Mr. SESSIONS. Mr. Speaker, on that
I demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this question will be post-
poned.

———

WAIVING A REQUIREMENT OF
CLAUSE 6(A) OF RULE XIII WITH
RESPECT TO CONSIDERATION OF
CERTAIN RESOLUTIONS RE-
PORTED FROM THE COMMITTEE
ON RULES, AND PROVIDING FOR
CONSIDERATION OF MOTIONS TO
SUSPEND THE RULES

Mr. COLE. Mr. Speaker, by direction
of the Committee on Rules, I call up
House Resolution 1181 and ask for its
immediate consideration.

The Clerk read the resolution, as fol-
lows:

H. REs. 1181

Resolved, That the requirement of clause
6(a) of rule XIII for a two-thirds vote to con-
sider a report from the Committee on Rules
on the same day it is presented to the House
is waived with respect to any resolution re-
ported through the legislative day of Decem-
ber 24, 2018.

SEC. 2. It shall be in order at any time
through the calendar day of December 23,
2018, for the Speaker to entertain motions
that the House suspend the rules as though
under clause 1 of rule XV. The Speaker or his
designee shall consult with the Minority
Leader or her designee on the designation of
any matter for consideration pursuant to
this section.

The SPEAKER pro tempore. The gen-
tleman from Oklahoma is recognized
for 1 hour.

Mr. COLE. Mr. Speaker, for the pur-
pose of debate only, I yield the cus-
tomary 30 minutes to the gentleman
from Massachusetts (Mr. MCGOVERN),
my good friend, pending which I yield
myself such time as I may consume.
During consideration of this resolu-
tion, all time yielded is for the purpose
of debate only.

GENERAL LEAVE

Mr. COLE. Mr. Speaker, I ask unani-

mous consent that all Members have 5
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legislative days to revise and extend
their remarks.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Oklahoma?

There was no objection.

Mr. COLE. Mr. Speaker, the resolu-
tion before us is a very simple one. It
provides the House with the maximum
flexibility to expeditiously move im-
portant legislation before the end of
Congress.

The resolution allows the House to
suspend the rules to consider bipar-
tisan pieces of legislation, including
the Senate-passed criminal justice re-
form legislation, which we will con-
sider later today. It also allows for the
House to quickly consider measures to
fund the government. As we are up
against a deadline, it is important that
we have the ability to quickly ensure
that the government does not shut
down.

Mr. Speaker, I urge support of the
rule and the underlying legislation,
and I reserve the balance of my time.

Mr. MCGOVERN. Mr. Speaker, I yield
myself such time as I may consume.

(Mr. MCGOVERN asked and was
given permission to revise and extend
his remarks.)

Mr. MCGOVERN. Mr. Speaker, I want
to thank the gentleman from OkKkla-
homa (Mr. COLE), my good friend, for
the customary 30 minutes.

Mr. Speaker, the gentleman from
Oklahoma made such a compelling ar-
gument for this rule—I can’t believe 1
am saying this—I am going to vote for
this martial law rule.

It is a shame that we are at this
point, rushing to meet deadlines that
have been staring us in the face for
weeks and hurrying to finish up impor-
tant legislative business in the waning
days of this Congress. But we are where
we are, and we need to be responsible.

When it comes to something like
funding the government, it is appro-
priate to use all the tools in our tool-
box to keep the lights on. So, while I
think rules granting same-day author-
ity should be avoided whenever pos-
sible, times like this are why they
exist.

There is also suspension authority in
this rule that would allow this House
an opportunity to take up criminal jus-
tice reform, a bipartisan first step that
our Republican President has already
promised to sign.

With so much work in front of us
today, I am not going to waste time on
process. I won’t belabor the President
for his words and tweets, which made
completing our business tougher than
it needed to be. And I will even spare
my friends in the majority further con-
versation about how I wish we weren’t,
once again, standing on the brink of
another shutdown. Consider it my gift
to them for this holiday.

This House needs to move quickly
and responsibly. Everyone understands
that, so I will simply say that I will be
voting for this rule. I urge my col-
leagues to do the same, so we can fin-
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ish our business and prevent another
government shutdown.

Mr. Speaker, I have nothing else to
say, and I yield back the balance of my
time.

Mr. COLE. Mr. Speaker, I want to
thank my friend. I am going to cer-
tainly accept the gracious gift that he
has offered me. I learned a long time
ago, when you win an argument, you
shut up and sit down. So I want to ap-
plaud my colleagues for their work.

Mr. Speaker, I yield back the balance
of my time, and I move the previous
question on the resolution.

The previous question was ordered.

The SPEAKER pro tempore. The
question is on the resolution.

The question was taken; and the
Speaker pro tempore announced that
the ayes appeared to have it.

Mr. McGOVERN. Mr. Speaker,
that I demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this question will be post-
poned.

on

———
RECESS

The SPEAKER pro tempore. Pursu-
ant to clause 12(a) of rule I, the Chair
declares the House in recess subject to
the call of the Chair.

Accordingly (at 9 o’clock and 52 min-
utes a.m.), the House stood in recess.

——
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AFTER RECESS

The recess having expired, the House
was called to order by the Speaker pro
tempore (Mr. YODER) at 10 o’clock and
15 minutes a.m.

—————

ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, proceedings
will resume on questions previously
postponed.

Votes will be taken in the following
order:

Adoption of House Resolution 1180;

Adoption of House Resolution 1181;
and

Agreeing to the Speaker’s approval of
the Journal, if ordered.

The first electronic vote will be con-
ducted as a 15-minute vote. Remaining
electronic votes will be conducted as 5-
minute votes.

———————

PROVIDING FOR CONSIDERATION
OF SENATE AMENDMENT TO H.R.
88, SHILOH NATIONAL MILITARY
PARK BOUNDARY ADJUSTMENT
AND PARKER’S CROSSROADS
BATTLEFIELD DESIGNATION
ACT; PROVIDING FOR THE PRO-
CEEDINGS DURING THE PERIOD
FROM DECEMBER 24, 2018,
THROUGH JANUARY 3, 2019

The SPEAKER pro tempore. The un-
finished business is the vote on adop-
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tion of the resolution (H. Res. 1180) pro-
viding for consideration of the Senate
amendment to the bill (H.R. 88) to
modify the boundary of the Shiloh Na-
tional Military Park located in Ten-
nessee and Mississippi, to establish
Parker’s Crossroads Battlefield as an
affiliated area of the National Park
System, and for other purposes; pro-
viding for the proceedings during the
period from December 24, 2018, through
January 3, 2019, on which the yeas and
nays were ordered.

The Clerk read the title of the resolu-
tion.

The SPEAKER pro tempore.
question is on the resolution.

The vote was taken by electronic de-
vice, and there were—yeas 207, nays
170, not voting 55, as follows:

[Roll No. 446]

The

YEAS—207

Abraham Goodlatte Palazzo
Aderholt Gosar Palmer
Allen Gowdy Paulsen
Amash Granger Pearce
Amodei Graves (GA) Perry
Arrington Graves (LA) Poe (TX)
Babin Graves (MO) Poliquin
Bacon Griffith Posey
Balderson Grothman Reed
Banks (IN) Guthrie Reichert
Barr Handel Renacci
Bergman Harper Rice (SC)
Biggs Hartzler Roby
Bilirakis Hensarling Roe (TN)
Blackburn Hern Rogers (AL)
Blum Hice, Jody B. Rogers (KY)
Bost Higgins (LA) Rohrabacher
Brady (TX) Hill Rokita
Brat Holding Rooney, Francis
Brooks (AL) Hollingsworth Rooney, Thomas
Brooks (IN) Hudson J.
Buchanan Huizenga Ros-Lehtinen
Buck Hunter Rothfus
Bucshon Hurd Rouzer
gudd Issa Royce (CA)

urgess Johnson (LA) Russell
Byrne Johnson (OH) Rutherford
Calvert Jordan Sanford
Carter (GA) Joyce (OH) Scalise
Carter (TX) Katko Schweikert
Chabot Kelly (MS) Scott. Austin
Cheney Kelly (PA) Sense’nbrenner
Cloud King (IA) .

: Sessions

Coffman King (NY) Shimkus
Cole Kinzinger Simpson
Collins (GA) Kustoff (TN) Smith (MO)
Collins (NY) Labrador Smith (NE)
Comer LaHood .
Conaway LaMalfa Sm}th (NJ)
Cook Lamborn Smith (TX)
Costello (PA) Lance Smucker
Cramer Latta Stefanik
Crawford Lesko Stg}wart
Culberson Lewis (MN) Stivers
Curbelo (FL) LoBiondo Taylor
Curtis Long Tenney
Davidson Lucas Thompson (PA)
Davis, Rodney Luetkemeyer Thornberry
DesJarlais MacArthur Tipton
Diaz-Balart Marchant Trott
Donovan Marshall Turner
Duffy Massie Upton
Duncan (TN) Mast Valadao
Dunn McCarthy Wagner
Emmer McCaul Walberg
Estes (KS) McClintock Walden
Faso McHenry Walker
Ferguson McKinley Walorski
Fitzpatrick McMorris Weber (TX)
Fleischmann Rodgers Wenstrup
Flores McSally Westerman
Fortenberry Meadows Williams
Foxx Messer Wilson (SC)
Frelinghuysen Mitchell Wittman
Gaetz Moolenaar Womack
Gallagher Mooney (WV) Woodall
Garrett Mullin Yoder
Gianforte Newhouse Yoho
Gibbs Norman Young (IA)
Gohmert Nunes Zeldin
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NAYS—170

Adams Frankel (FL) Murphy (FL)
Aguilar Fudge Nadler
Barragan Gabbard Napolitano
Bass Gallego Neal
Beatty Garamendi Norcross
Bera Gomez O’Halleran
Beyer Gonzalez (TX) O’Rourke
Bishop (GA) Gottheimer Pallone
Blumenauer Green, Al Panetta
Blunt Rochester  Grijalva Pascrell
Bonamici Gutiérrez Payne
Boyle, Brendan Hastings Pelosi

F. Heck Perlmutter
Brady (PA) Higgins (NY) Peters
Brown (MD) Himes Peterson
Brownley (CA) Hoyer Pingree
Bustos Huffman Pocan
Butterfield Jackson Lee Price (NC)
Carbajal Jayapal Quigley
Cardenas Jeffries Raskin
Carson (IN) Johnson (GA) Richmond
Cartwright Johnson, E. B. Roybal-Allard
Castor (FL) Jones (MI) Ruiz
Castro (TX) Kaptur Ruppersberger
Chu, Judy Kelly (IL) Rush
Cicilline Kennedy Ryan (OH)
Clark (MA) Khanna Sanchez
Clarke (NY) Kihuen Sarbanes
Clay Kildee Scanlon
Cleaver Kilmer Schakowsky
Clyburn Krishnamoorthi Schiff
Cohen Kuster (NH) Schneider
Connolly Lamb Schrader
Cooper Larsen (WA) Scott (VA)
Correa Larson (CT) Serrano
Courtney Lawrence Sewell (AL)
Crist Lawson (FL) Sherman
Cuellar Lee Sires
Davis (CA) Levin Smith (WA)
Davis, Danny Lewis (GA) Soto
DeFazio Lieu, Ted Speier
DeGette Loebsack Suozzi
Delaney Lofgren Takano
DeLauro Lowey Thompson (CA)
DelBene Lujan, Ben Ray  Titus
Demings Lynch Tonko
DeSaulnier Maloney, Torres
Deutch Carolyn B. Vargas
Dingell Maloney, Sean Veasey
Doggett Matsui Velazquez
Doyle, Michael McCollum Visclosky

F. McEachin Wasserman
Engel McGovern Schultz
Eshoo McNerney Waters, Maxine
Espaillat Meeks Watson Coleman
Esty (CT) Meng Welch
Evans Moore Wild
Foster Morelle Yarmuth

NOT VOTING—b5
Barletta Johnson, Sam Ratcliffe
Barton Jones (NC) Rice (NY)
Bishop (MI) Keating Rosen
Bishop (UT) Kind Roskam
Black Knight ROSS
Capuano Langevin Scott, David
Comstock Lipinski Shea-Porter
Costa Loudermilk Shuster
Crowley Love Sinema
Cummings Lowenthal
Denham Lujan Grisham, Swalwell (CA)
Duncan (SC) M. Thompson (MS)
Ellison Marino Tsongas
Green, Gene Moulton Vela o
Hanabusa Noem Walters, Mimi
Harris Nolan Walz
Herrera Beutler  Olson Webster (FL)
Hultgren Pittenger Wilson (FL)
Jenkins (KS) Polis Young (AK)
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So the resolution was agreed to.

The result of the vote was announced
as above recorded.

A motion to reconsider was laid on
the table.

Stated for:

Mr. MARINO. Mr. Speaker, | was unable to
vote on rollcall vote 446 due to Judiciary Com-
mittee staff not notifying leadership that mem-
bers were engaged in a hearing when votes
were called. Had | been present, | would have
voted as follows:

“Yea” for rollcall vote No. 446.

Stated against:

Mr. LANGEVIN. Mr. Speaker, | was un-
avoidably detained. Had | been present, |
would have voted “nay” on rollcall No. 446.

————

WAIVING A REQUIREMENT OF
CLAUSE 6(A) OF RULE XIII WITH
RESPECT TO CONSIDERATION OF
CERTAIN RESOLUTIONS RE-
PORTED FROM THE COMMITTEE
ON RULES, AND PROVIDING FOR
CONSIDERATION OF MOTIONS TO
SUSPEND THE RULES

The SPEAKER pro tempore (Mr.
JOHNSON of Ohio). The unfinished busi-
ness is the vote on adoption of the res-
olution (H. Res. 1181) waiving a require-
ment of clause 6(a) of rule XIII with re-
spect to consideration of certain reso-
lutions reported from the committee
on rules, and providing for consider-
ation of motions to suspend the rules,
on which the yeas and nays were or-
dered.

The Clerk read the title of the resolu-
tion.

The SPEAKER pro tempore.
question is on the resolution.

This will be a 5-minute vote.

The vote was taken by electronic de-
vice, and there were—yeas 350, nays 30,
not voting 52, as follows:

[Roll No. 447]

The

YEAS—350

Abraham Cicilline Ferguson
Adams Clark (MA) Fitzpatrick
Aderholt Clarke (NY) Fleischmann
Aguilar Clay Flores
Allen Cleaver Fortenberry
Amodei Clyburn Foster
Arrington Coffman Foxx
Babin Cohen Frankel (FL)
Bacon Cole Frelinghuysen
Balderson Collins (GA) Fudge
Banks (IN) Collins (NY) Gabbard
Barr Comer Gaetz
Barragan Conaway Gallego
Bass Connolly Garamendi
Beatty Cook Gianforte
Bera Correa Gibbs
Bergman Costello (PA) Gomez
Beyer Courtney Gonzalez (TX)
Bilirakis Cramer Goodlatte
Bishop (GA) Crawford Gottheimer
Blackburn Crist Gowdy
Blumenauer Cuellar Granger
Blunt Rochester  Culberson Graves (GA)
Bonamici Curbelo (FL) Graves (LA)
Bost Curtis Graves (MO)
Boyle, Brendan Davis (CA) Green, Al

F. Dayvis, Danny Grijalva
Brady (PA) Davis, Rodney Grothman
Brady (TX) DeGette Guthrie
Brooks (AL) Delaney Gutiérrez
Brooks (IN) DeLauro Handel
Brown (MD) DelBene Harper
Brownley (CA) Demings Hartzler
Buchanan DeSaulnier Hastings
Buck DesJarlais Heck
Bucshon Deutch Hensarling
Budd Diaz-Balart Hern
Burgess Dingell Higgins (LA)
Bustos Doggett Higgins (NY)
Butterfield Donovan Hill
Byrne Doyle, Michael Himes
Calvert F. Holding
Carbajal Duffy Hollingsworth
Cardenas Duncan (TN) Hoyer
Carson (IN) Dunn Hudson
Carter (GA) Emmer Huffman
Carter (TX) Engel Huizenga
Cartwright Eshoo Hunter
Castor (FL) Espaillat Hurd
Castro (TX) Estes (KS) Issa
Chabot Esty (CT) Jackson Lee
Cheney Evans Jayapal
Chu, Judy Faso Jeffries
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Johnson (GA)
Johnson (LA)
Johnson (OH)
Johnson, E. B.
Jones (MI)
Joyce (OH)
Kaptur
Katko
Kelly (IL)
Kelly (MS)
Kelly (PA)
Kennedy
Khanna
Kihuen
Kildee
Kilmer
King (IA)
King (NY)
Kinzinger
Krishnamoorthi
Kuster (NH)
Kustoff (TN)
LaHood
LaMalfa
Lamb
Lamborn
Lance
Langevin
Larsen (WA)
Larson (CT)
Latta
Lawrence
Lawson (FL)
Lee
Lesko
Levin
Lewis (GA)
Lewis (MN)
Lieu, Ted
LoBiondo
Loebsack
Lofgren
Long
Loudermilk
Lowey
Lucas
Luetkemeyer
Lujan, Ben Ray
Lynch
MacArthur
Maloney,
Carolyn B.
Maloney, Sean
Marchant
Marino
Marshall
Mast
Matsui
McCarthy
McCaul
MecClintock
McCollum
McEachin
McGovern
McHenry
McKinley

Amash
Biggs
Blum
Brat
Cloud
Cooper
DeFazio
Gallagher
Garrett
Gohmert

Barletta
Barton
Bishop (MI)
Bishop (UT)
Black
Capuano
Comstock
Costa
Crowley
Cummings
Davidson
Denham
Duncan (SC)
Ellison
Green, Gene
Griffith
Hanabusa
Harris

McMorris
Rodgers
McNerney
McSally
Meeks
Meng
Messer
Mitchell
Moolenaar
Moore
Morelle
Mullin
Murphy (FL)
Nadler
Napolitano
Neal
Newhouse
Norcross
Nunes
O’Halleran
O’Rourke
Palazzo
Panetta
Pascrell
Paulsen
Payne
Pelosi
Perlmutter
Peters
Peterson
Pingree
Pocan
Poe (TX)
Poliquin
Price (NC)
Quigley
Raskin
Reed
Reichert
Renacci
Richmond
Roby
Roe (TN)
Rogers (AL)
Rogers (KY)
Rohrabacher
Rokita
Rooney, Francis
Rooney, Thomas
dJ.
Ros-Lehtinen
Rothfus
Rouzer
Roybal-Allard
Royce (CA)
Ruiz
Ruppersberger
Rush
Russell
Rutherford
Ryan (OH)
Sanchez
Sarbanes
Scalise
Scanlon
Schakowsky

NAYS—30

Gosar

Hice, Jody B.
Jordan
Labrador
Massie
Meadows
Mooney (WV)
Norman
Pallone
Palmer

Herrera Beutler

Hultgren

Jenkins (KS)

Johnson, Sam

Jones (NC)

Keating

Kind

Knight

Lipinski

Love

Lowenthal

Lujan Grisham,
M.

Moulton

Noem

Nolan

Olson

Pittenger
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Schiff
Schneider
Schweikert
Scott (VA)
Scott, Austin
Sensenbrenner
Serrano
Sessions
Sewell (AL)
Shimkus
Simpson
Sires
Smith (MO)
Smith (NE)
Smith (NJ)
Smith (TX)
Smith (WA)
Smucker
Soto
Speier
Stefanik
Stewart
Stivers
Suozzi
Takano
Tenney
Thompson (CA)
Thompson (PA)
Thornberry
Tipton
Titus
Tonko
Torres
Trott
Turner
Upton
Valadao
Vargas
Veasey
Velazquez
Wagner
Walberg
Walden
Walker
Walorski
Walters, Mimi
Wasserman
Schultz
Waters, Maxine
Watson Coleman
Weber (TX)
Webster (FL)
Welch
Wenstrup
Westerman
Wwild
Williams
Wilson (SC)
Wittman
Womack
Woodall
Yarmuth
Yoder
Young (IA)
Zeldin

Pearce
Perry
Posey
Rice (SC)
Sanford
Schrader
Sherman
Taylor
Visclosky
Yoho

NOT VOTING—52

Polis
Ratcliffe

Rice (NY)
Rosen
Roskam

Ross

Scott, David
Shea-Porter
Shuster
Sinema
Swalwell (CA)
Thompson (MS)
Tsongas

Vela

Walz

Wilson (FL)
Young (AK)
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Mr. NORMAN changed his vote from
ééyea7’ to éénay"i

Messrs. DELANEY and GOMEZ
changed their vote from ‘‘nay” to
“yea.”

So the resolution was agreed to.

The result of the vote was announced
as above recorded.

A motion to reconsider was laid on
the table.

PERSONAL EXPLANATION

Mr. GENE GREEN of Texas. Mr. Speaker,
| would have voted against H. Res. 1180, the
rule providing for consideration to Senate
Amendment to H.R. 88, and H. Res. 1181 the
Martial Law Authority Rule that occurred on
the morning of December 20, 2018.

PERSONAL EXPLANATION

Mr. OLSON. Mr. Speaker, | was unable to
return to Washington from my district in Texas
due to a family obligation on the morning of
December 20.

Had | been present, | would have voted
“yea” on rollcall No. 446 and “yea” on rollcall
No. 447.

———

THE JOURNAL

The SPEAKER pro tempore. The un-
finished business is the question on
agreeing to the Speaker’s approval of
the Journal, which the Chair will put
de novo.

The question is on the Speaker’s ap-
proval of the Journal.

Pursuant to clause 1, rule I, the Jour-
nal stands approved.

—————

COMMUNICATION FROM THE
CLERK OF THE HOUSE

The SPEAKER pro tempore laid be-
fore the House the following commu-
nication from the Clerk of the House of
Representatives:

OFFICE OF THE CLERK,
HOUSE OF REPRESENTATIVES,
Washington, DC, December 20, 2018.
Hon. PAUL D. RYAN,
The Speaker, House of Representatives,
Washington, DC.

DEAR MR. SPEAKER: Pursuant to the per-
mission granted in Clause 2(h) of Rule II of
the Rules of the U.S. House of Representa-
tives, the Clerk received the following mes-
sage from the Secretary of the Senate on De-
cember 20, 2018, at 10:03 a.m.:

That the Senate passed S. 3456.

That the Senate passed S. 3523.

That the Senate agrees to the House
amendment to the bill S. 943.

That the Senate agrees to the House
amendment to the bill S. 2248.

That the Senate passed without amend-
ment H.R. 1162.

That the Senate passed without amend-
ment H.R. 1850.

That the Senate passed without amend-
ment H.R. 3383.

That the Senate passed without amend-
ment H.R. 5205.

That the Senate passed without amend-
ment H.R. 5475.

That the Senate passed without amend-
ment H.R. 5923.

That the Senate passed without amend-
ment H.R. 6059.

That the Senate passed without amend-

ment H.R. 6167.
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That the Senate
ment H.R. 6335.
That the Senate
ment H.R. 6347.
That the Senate
ment H.R. 6348.
That the Senate
ment H.R. 6400.
That the Senate
ment H.R. 6893.
That the Senate
ment H.R. 6930.
That the Senate
ment H.R. 7230.
That the Senate
ment H.R. 7243.
Appointment: Public Safety Officer Medal
of Valor Review Board.
With best wishes, I am,
Sincerely,

passed without amend-

passed without amend-

passed without amend-

passed without amend-

passed without amend-

passed without amend-

passed without amend-

passed without amend-

KAREN L. HAAS.
——————

ANNOUNCEMENT BY THE SPEAKER
PRO TEMPORE

The SPEAKER pro tempore (Mr.
SIMPSON). Pursuant to clause 8 of rule
XX, the Chair will postpone further
proceedings today on motions to sus-
pend the rules on which a recorded vote
or the yeas and nays are ordered, or
votes objected to under clause 6 of rule
XX.

The House will resume proceedings
on postponed questions at a later time.
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SAVE OUR SEAS ACT OF 2018

Mr. GOODLATTE. Mr. Speaker, I
move to suspend the rules and concur
in the Senate amendment to the House
amendment to the bill (S. 756) to reau-
thorize and amend the Marine Debris
Act to promote international action to
reduce marine debris, and for other
purposes.

The Clerk read the title of the bill.

The text of the Senate amendment to
the House amendment is as follows:

Senate amendment to the House
amendment:

In lieu of the matter proposed to be in-
serted by the House amendment to the text
of the bill, insert the following:

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE—This Act may be cited as
the “First Step Act of 2018”".

(b) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows:

Sec. 1. Short title; table of contents.

TITLE —RECIDIVISM REDUCTION

101. Risk and needs assessment system.

102. Implementation of system and rec-
ommendations by Bureau of Pris-
ons.

GAO report.

Authorization of appropriations.

Rule of construction.

Sec. 106. Faith-based considerations.

Sec. 107. Independent Review Committee.
TITLE II—BUREAU OF PRISONS SECURE
FIREARMS STORAGE

Sec. 201. Short title.

Sec. 202. Secure firearms storage.

TITLE III—RESTRAINTS ON PREGNANT

PRISONERS PROHIBITED
Sec. 301. Use of restraints on prisoners during
the period of pregnancy and
postpartum recovery prohibited.

Sec.
Sec.

103.
104.
105.

Sec.
Sec.
Sec.
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TITLE IV—SENTENCING REFORM

401. Reduce and restrict enhanced sen-
tencing for prior drug felonies.

402. Broadening of existing safety valve.

403. Clarification of section 924(c) of title
18, United States Code.

Sec. 404. Application of Fair Sentencing Act.

TITLE V—SECOND CHANCE ACT OF 2007
REAUTHORIZATION

Short title.

Improvements to existing programs.

Audit and accountability of grantees.

Federal reentry improvements.

Federal interagency reentry coordina-
tion.

Conference expenditures.

Evaluation of the Second Chance Act
program.

Sec. 508. GAO review.

TITLE VI—MISCELLANEOUS CRIMINAL
JUSTICE

Placement of prisoners close to fami-
lies.

Home confinement for low-risk pris-
oners.

Federal prisoner reentry initiative re-
authorization, modification of im-
posed term of imprisonment.

Identification for returning citizens.

Expanding inmate employment
through Federal Prison Indus-
tries.

De-escalation training.

Evidence-Based treatment for opioid
and heroin abuse.

Pilot programs.

Ensuring supervision of released sexru-
ally dangerous persons.

Data collection.

Healthcare products.

Adult and juvenile collaboration pro-
grams.

613. Juvenile solitary confinement.

TITLE I—RECIDIVISM REDUCTION

SEC. 101. RISK AND NEEDS ASSESSMENT SYSTEM.

(a) IN GENERAL.—Chapter 229 of title 18,

United States Code, is amended by inserting

after subchapter C the following:
“SUBCHAPTER D—RISK AND NEEDS

ASSESSMENT SYSTEM

Sec.

Sec.
Sec.

Sec.
Sec.
Sec.
Sec.
Sec.

501.
502.
503.
504.
505.

506.
507.

Sec.
Sec.

Sec. 601.

Sec. 602.

Sec. 603.

Sec.
Sec.

604.
605.

606.
607.

Sec.
Sec.

608.
609.

Sec.
Sec.

610.
611.
612.

Sec.
Sec.
Sec.

Sec.

“Sec.

““3631. Duties of the Attorney General.

“‘3632. Development of risk and needs assessment
system.

““3633. Evidence-based recidivism reduction pro-
gram and recommendations.

““3634. Report.

“‘3635. Definitions.

“§ 3631. Duties of the Attorney General

‘““(a) IN GENERAL.—The Attorney General
shall carry out this subchapter in consultation
with—

‘(1) the Director of the Bureau of Prisons;

““(2) the Director of the Administrative Office
of the United States Courts;

‘““(3) the Director of the Office of Probation
and Pretrial Services;

‘“(4) the Director of the National Institute of
Justice;

‘“(5) the Director of the National Institute of
Corrections; and

‘““(6) the Independent Review Committee au-
thorized by the First Step Act of 2018

‘““(b) DUTIES.—The Attorney General shall—

‘(1) conduct a review of the existing prisoner
risk and needs assessment systems in operation
on the date of enactment of this subchapter;

“(2) develop recommendations regarding evi-
dence-based recidivism reduction programs and
productive activities in accordance with section
3633;

““(3) conduct ongoing research and data anal-
Ysis on—

‘““(A) evidence-based recidivism reduction pro-
grams relating to the use of prisoner risk and
needs assessment tools;
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‘“‘(B) the most effective and efficient uses of
such programs;

“(C) which evidence-based recidivism reduc-
tion programs are the most effective at reducing
recidivism, and the type, amount, and intensity
of programming that most effectively reduces the
risk of recidivism; and

‘““(D) products purchased by Federal agencies
that are manufactured overseas and could be
manufactured by prisoners participating in a
prison work program without reducing job op-
portunities for other workers in the United
States;

‘“(4) on an annual basis, review, validate, and
release publicly on the Department of Justice
website the risk and needs assessment system,
which review shall include—

‘“(A) any subsequent changes to the risk and
needs assessment system made after the date of
enactment of this subchapter;

‘““(B) the recommendations developed under
paragraph (2), using the research conducted
under paragraph (3);

“(C) an evaluation to ensure that the risk and
needs assessment system bases the assessment of
each prisoner’s risk of recidivism on indicators
of progress and of regression that are dynamic
and that can reasonably be expected to change
while in prison;

‘(D) statistical validation of any tools that
the risk and needs assessment system uses; and

‘“(E) an evaluation of the rates of recidivism
among similarly classified prisoners to identify
any unwarranted disparities, including dispari-
ties among similarly classified prisoners of dif-
ferent demographic groups, in such rates;

“(5) make any revisions or updates to the risk
and needs assessment system that the Attorney
General determines appropriate pursuant to the
review under paragraph (4), including updates
to ensure that any disparities identified in para-
graph (4)(E) are reduced to the greatest extent
possible; and

‘“(6) report to Congress in accordance with
section 3634.

“§3632. Development of risk and needs assess-
ment system

‘““(a) IN GENERAL.—Not later than 210 days
after the date of enactment of this subchapter,
the Attorney General, in consultation with the
Independent Review Committee authorized by
the First Step Act of 2018, shall develop and re-
lease publicly on the Department of Justice
website a risk and needs assessment system (re-
ferred to in this subchapter as the ‘System’),
which shall be used to—

‘(1) determine the recidivism risk of each pris-
oner as part of the intake process, and classify
each prisoner as having minimum, low, medium,
or high risk for recidivism;

“(2) assess and determine, to the extent prac-
ticable, the risk of violent or serious misconduct
of each prisoner;

‘“(3) determine the type and amount of evi-
dence-based recidivism reduction programming
that is appropriate for each prisoner and assign
each prisoner to such programming accordingly,
and based on the prisoner’s  specific
criminogenic needs, and in accordance with sub-
section (b);

““(4) reassess the recidivism risk of each pris-
oner periodically, based on factors including in-
dicators of progress, and of regression, that are
dynamic and that can reasonably be expected to
change while in prison;

“‘(5) reassign the prisoner to appropriate evi-
dence-based recidivism reduction programs or
productive activities based on the revised deter-
mination to ensure that—

“(A) all prisoners at each risk level have a
meaningful opportunity to reduce their classi-
fication during the period of incarceration;

‘“‘(B) to address the specific criminogenic
needs of the prisoner; and

“(C) all prisoners are able to successfully par-
ticipate in such programs;

“‘(6) determine when to provide incentives and
rewards for successful participation in evidence-
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based recidivism reduction programs or produc-
tive activities in accordance with subsection (e);

“(7) determine when a prisoner is ready to
transfer into prerelease custody or supervised
release in accordance with section 3624; and

“(8) determine the appropriate use of audio
technology for program course materials with an
understanding of dyslexia.

In carrying out this subsection, the Attorney
General may use existing risk and needs assess-
ment tools, as appropriate.

““(b) ASSIGNMENT OF EVIDENCE-BASED RECIDI-
VISM REDUCTION PROGRAMS.—The System shall
provide guidance on the type, amount, and in-
tensity of evidence-based recidivism reduction
programming and productive activities that
shall be assigned for each prisoner, including—

“(1) programs in which the Bureau of Prisons
shall assign the prisoner to participate, accord-
ing to the prisoner’s specific criminogenic needs;
and

“(2) information on the best ways that the
Bureau of Prisons can tailor the programs to the
specific criminogenic needs of each prisoner So
as to most effectively lower each prisoner’s risk
of recidivism.

“(c) HOUSING AND ASSIGNMENT DECISIONS.—
The System shall provide guidance on program
grouping and housing assignment determina-
tions and, after accounting for the safety of
each prisoner and other individuals at the pris-
on, provide that prisoners with a similar risk
level be grouped together in housing and assign-
ment decisions to the extent practicable.

““(d) EVIDENCE-BASED RECIDIVISM REDUCTION
PROGRAM INCENTIVES AND PRODUCTIVE ACTIVI-
TIES REWARDS.—The System shall provide incen-
tives and rewards for prisoners to participate in
and complete evidence-based recidivism reduc-
tion programs as follows:

‘(1) PHONE AND VISITATION PRIVILEGES.—A
prisoner who is successfully participating in an
evidence-based recidivism reduction program
shall receive—

“(A) phone privileges, or, if available, video
conferencing privileges, for up to 30 minutes per
day, and up to 510 minutes per month; and

“(B) additional time for visitation at the pris-
on, as determined by the warden of the prison.

““(2) TRANSFER TO INSTITUTION CLOSER TO RE-
LEASE RESIDENCE.—A prisoner who is success-
fully participating in an evidence-based recidi-
vism reduction program shall be considered by
the Bureau of Prisons for placement in a facility
closer to the prisoner’s release residence upon
request from the prisoner and subject to—

“(A) bed availability at the transfer facility;

““(B) the prisoner’s security designation; and

“(C) the recommendation from the warden of
the prison at which the prisoner is incarcerated
at the time of making the request.

““(3) ADDITIONAL POLICIES.—The Director of
the Bureau of Prisons shall develop additional
policies to provide appropriate incentives for
successful participation and completion of evi-
dence-based recidivism reduction programming.
The incentives shall include not less than 2 of
the following:

“(A) Increased commissary spending limits
and product offerings.

‘““(B) Extended opportunities to access the
email system.

“(C) Consideration of transfer to preferred
housing units (including transfer to different
prison facilities).

““(D) Other incentives solicited from prisoners
and determined appropriate by the Director.

‘“(4) TIME CREDITS.—

““(A) IN GENERAL.—A prisoner, except for an
ineligible prisoner under subparagraph (D), who
successfully completes evidence-based recidivism
reduction programming or productive activities,
shall earn time credits as follows:

“(i) A prisoner shall earn 10 days of time cred-
its for every 30 days of successful participation
in evidence-based recidivism reduction program-
ming or productive activities.
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““(ii) A prisoner determined by the Bureau of
Prisons to be at a minimum or low risk for
recidivating, who, over 2 consecutive assess-
ments, has not increased their risk of recidivism,
shall earn an additional 5 days of time credits
for every 30 days of successful participation in
evidence-based recidivism reduction program-
ming or productive activities.

‘““(B) AVAILABILITY.—A prisoner may not earn
time credits under this paragraph for an evi-
dence-based recidivism reduction program that
the prisoner successfully completed—

““(i) prior to the date of enactment of this sub-
chapter; or

“‘(ii) during official detention prior to the date
that the prisoner’s sentence commences under
section 3585(a).

“(C) APPLICATION OF TIME CREDITS TOWARD
PRERELEASE CUSTODY OR SUPERVISED RELEASE.—
Time credits earned under this paragraph by
prisoners who successfully participate in recidi-
vism reduction programs or productive activities
shall be applied toward time in prerelease cus-
tody or supervised release. The Director of the
Bureau of Prisons shall transfer eligible pris-
oners, as determined under section 3624(g), into
prerelease custody or supervised release.

‘(D) INELIGIBLE PRISONERS.—A prisoner is in-
eligible to receive time credits under this para-
graph if the prisoner is serving a sentence for a
conviction under any of the following provisions
of law:

““(i) Section 32, relating to destruction of air-
craft or aircraft facilities.

“(ii) Section 33, relating to destruction of
motor vehicles or motor vehicle facilities.

“‘(iii) Section 36, relating to drive-by shoot-
ings.

““(iv) Section 81, relating to arson within spe-
cial maritime and territorial jurisdiction.

““(v) Section 111(b), relating to assaulting, re-
sisting, or impeding certain officers or employees
using a deadly or dangerous weapon ovr inflict-
ing bodily injury.

“(vi) Paragraph (1), (7), or (8) of section
113(a), relating to assault with intent to commit
murder, assault resulting in substantial bodily
injury to a spouse or intimate partner, a dating
partner, or an individual who has not attained
the age of 16 years, or assault of a spouse, inti-
mate partner, or dating partner by strangling,
suffocating, or attempting to strangle or suf-
focate.

“‘(vii) Section 115, relating to influencing, im-
peding, or retaliating against a Federal official
by injuring a family member, except for a threat
made in violation of that section.

““(viii) Section 116, relating to female genital
mutilation.

“(ix) Section 117, relating to domestic assault
by a habitual offender.

‘“‘(x) Any section of chapter 10, relating to bio-
logical weapons.

‘“(xi) Any section of chapter 11B, relating to
chemical weapons.

““(xii) Section 351, relating to Congressional,
Cabinet, and Supreme Court assassination, kid-
napping, and assault.

““(xiii) Section 521, relating to criminal street
gangs.

“(xiv) Section 751, relating to prisoners in cus-
tody of an institution or officer.

“(xv) Section 793, relating to gathering, trans-
mitting, or losing defense information.

“(xvi) Section 794, relating to gathering or de-
livering defense information to aid a foreign
government.

“(xvii) Any section of chapter 39, relating to
explosives and other dangerous articles, except
for section 836 (relating to the transportation of
fireworks into a State prohibiting sale or use).

“‘(xviii) Section 842(p), relating to distribution
of information relating to explosives, destructive
devices, and weapons of mass destruction, but
only if the conviction involved a weapon of
mass destruction (as defined in section 2332a(c)).

“(xixz) Subsection (f)(3), (h), or (i) of section
844, relating to the use of fire or an explosive.
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“‘(xx) Section 871, relating to threats against
the President and successors to the Presidency.

“‘(xxi) Section 879, relating to threats against
former Presidents and certain other persons.

“(xxii) Section 924(c), relating to unlawful
possession or use of a firearm during and in re-
lation to any crime of violence or drug traf-
ficking crime.

“(xxiii) Section 1030(a)(1), relating to fraud
and related activity in connection with com-
puters.

“(xxiv) Section 1091, relating to genocide.

“(xxv) Any section of chapter 51, relating to
homicide, except for section 1112 (relating to
manslaughter), 1113 (relating to attempt to com-
mit murder or manslaughter, but only if the
conviction was for an attempt to commit man-
slaughter), 1115 (relating to misconduct or ne-
glect of ship officers), or 1122 (relating to protec-

tion against the human immunodeficiency
VIruUs).

“(xxvi) Any section of chapter 55, relating to
kidnapping.

“(xxvii) Any offense under chapter 77, relat-
ing to peonage, slavery, and trafficking in per-
sons, except for sections 1593 through 1596.

“(xxviii) Section 1751, relating to Presidential
and Presidential staff assassination, kidnap-
ping, and assault.

“(xxix) Section 1791, relating to providing or
possessing contraband in prison.

“(xxx) Section 1792, relating to mutiny and
riots.

“(xxxi) Section 1841(a)(2)(C), relating to in-
tentionally killing or attempting to kill an un-
born child.

“(xxxii) Section 1992, relating to terrorist at-
tacks and other violence against railroad car-
riers and against mass transportation systems
on land, on water, or through the air.

“(xxxiii) Section 2113(e), relating to bank rob-
bery resulting in death.

“(xxxiv) Section 2118(c), relating to robberies
and burglaries involving controlled substances
resulting in assault, putting in jeopardy the life
of any person by the use of a dangerous weapon
or device, or death.

“(xxxv) Section 2119, relating to taking a
motor vehicle (commonly referred to as
‘carjacking’).

“(xxxvi) Any section of chapter 105, relating
to sabotage, except for section 2152.

“(xxxvii) Any section of chapter 1094, relating
to sexual abuse.

“(xxxviii) Section 2250, relating to failure to
register as a sex offender.

“(xxxix) Section 2251, relating to the sexual
exploitation of children.

“(xl) Section 2251A, relating to the selling or
buying of children.

“(xli) Section 2252, relating to certain activi-
ties relating to material involving the sexual ex-
ploitation of minors.

“(xlit) Section 22524, relating to certain ac-
tivities involving material constituting or con-
taining child pornography.

““(xliii) Section 2260, relating to the production
of sexually explicit depictions of a minor for im-
portation into the United States.

“(xliv) Section 2283, relating to the transpor-
tation of explosive, biological, chemical, or ra-
dioactive or nuclear materials.

“(xlv) Section 2284, relating to the transpor-
tation of terrorists.

“(xlvi) Section 2291, relating to the destruc-
tion of a vessel or maritime facility, but only if
the conduct that led to the conviction involved
a substantial risk of death or serious bodily in-
Jury.

“(xlvii) Any section of chapter 113B, relating
to terrorism.

“(xlviii) Section 2340A, relating to torture.

“(xlixz) Section 2381, relating to treason.

““(1) Section 2442, relating to the recruitment
or use of child soldiers.

‘“(1i) An offense described in  section
3559(c)(2)(F), for which the offender was sen-
tenced to a term of imprisonment of more than
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1 year, if the offender has a previous conviction,
for which the offender served a term of impris-
onment of more than 1 year, for a Federal or
State offense, by whatever designation and
wherever committed, consisting of murder (as
described in section 1111), wvoluntary man-
slaughter (as described in section 1112), assault
with intent to commit murder (as described in
section 113(a)), aggravated sexual abuse and
sexual abuse (as described in sections 2241 and
2242), abusive sexual contact (as described in
sections 2244(a)(1) and (a)(2)), kidnapping (as
described in chapter 55), carjacking (as de-
scribed in section 2119), arson (as described in
section 844(f)(3), (h), or (i)), or terrorism (as de-
scribed in chapter 113B).

“(lii) Section 57(b) of the Atomic Emnergy Act
of 1954 (42 U.S.C. 2077(b)), relating to the en-
gagement or participation in the development or
production of special nuclear material.

““(liii) Section 92 of the Atomic Energy Act of
1954 (42 U.S.C. 2122), relating to prohibitions
governing atomic weapons.

“(liv) Section 101 of the Atomic Energy Act of
1954 (42 U.S.C. 2131), relating to the atomic en-
ergy license requirement.

“(lv) Section 224 or 225 of the Atomic Energy
Act of 1954 (42 U.S.C. 2274, 2275), relating to the
communication or receipt of restricted data.

“(lvi) Section 236 of the Atomic Energy Act of
1954 (42 U.S.C. 2284), relating to the sabotage of
nuclear facilities or fuel.

“(lvii) Section 60123(b) of title 49, relating to
damaging or destroying a pipeline facility, but
only if the conduct which led to the conviction
involved a substantial risk of death or serious
bodily injury.

“(lviii) Section 401(a) of the Controlled Sub-
stances Act (21 U.S.C. 841), relating to manufac-
turing or distributing a controlled substance in
the case of a conviction for an offense described
in subparagraph (A), (B), or (C) of subsection
(b)(1) of that section for which death or serious
bodily injury resulted from the use of such sub-
stance.

“(lix) Section 276(a) of the Immigration and
Nationality Act (8 U.S.C. 1326), relating to the
reentry of a removed alien, but only if the alien
is described in paragraph (1) or (2) of subsection
(b) of that section.

“(lx) Section 277 of the Immigration and Na-
tionality Act (8 U.S.C. 1327), relating to aiding
or assisting certain aliens to enter the United
States.

“(lxi) Section 278 of the Immigration and Na-
tionality Act (8 U.S.C. 1328), relating to the im-
portation of an alien into the United States for
an immoral purpose.

“(lzii) Any section of the Export Administra-
tion Act of 1979 (50 U.S.C. 4611 et seq.)

“(lziit) Section 206 of the International Emer-
gency Economic Powers Act (50 U.S.C. 1705).

“(lxiv) Section 601 of the National Security
Act of 1947 (50 U.S.C. 3121), relating to the pro-
tection of identities of certain United States un-
dercover intelligence officers, agents, inform-
ants, and sources.

“(lxv) Subparagraph (A)(i) or (B)(i) of section
401(b)(1) of the Controlled Substances Act (21
U.S.C. 841(b)(1)) or paragraph (1)(4) or (2)(A) of
section 1010(b) of the Controlled Substances Im-
port and Export Act (21 U.S.C. 960(b)), relating
to manufacturing, distributing, dispensing, or
possessing with intent to manufacture, dis-
tribute, dispense, or knowingly importing or ex-
porting, a mixture or substance containing a de-
tectable amount of heroin if the sentencing
court finds that the offender was an organizer,
leader, manager, or supervisor of others in the
offense, as determined under the guidelines pro-
mulgated by the United States Sentencing Com-
mission.

“(lxvi) Subparagraph (A)(vi) or (B)(vi) of sec-
tion 401(b)(1) of the Controlled Substances Act
(21 U.S.C. 841(b)(1)) or paragraph (I)(F) or
(2)(F) of section 1010(b) of the Controlled Sub-
stances Import and Export Act (21 U.S.C.
960(b)), relating to manufacturing, distributing,
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dispensing, or possessing with intent to manu-
facture, distribute, or dispense, a mixture or
substance containing a detectable amount of N-
phenyl-N-[1-(2-phenylethyl)-4-piperidinyl]
propanamide, or any analogue thereof.

“(lxvii) Subparagraph (A)(iii) or (B)(viii) of
section 401(b)(1) of the Controlled Substances
Act (21 U.S.C. 841(b)(1)) or paragraph (1)(H) or
(2)(H) of section 1010(b) the Controlled Sub-
stances Import and Export Act (21 U.S.C.
960(b)), relating to manufacturing, distributing,
dispensing, or possessing with intent to manu-
facture, distribute, or dispense, or knowingly
importing or exporting, a mirture of substance
containing a detectable amount of methamphet-
amine, its salts, isomers, or salts of its isomers,
if the sentencing court finds that the offender
was an organizer, leader, manager, oY super-
visor of others in the offense, as determined
under the guidelines promulgated by the United
States Sentencing Commission.

“(lxviii) Subparagraph (A) or (B) of section
401(b)(1) of the Controlled Substances Act (21
U.S.C. 841(b)(1)) or paragraph (1) or (2) of sec-
tion 1010(b) of the Controlled Substances Import
and Export Act (21 U.S.C. 960(b)), relating to
manufacturing, distributing, dispensing, or pos-
sessing with intent to manufacture, distribute,
or dispense, a controlled substance, or know-
ingly importing or exporting a controlled sub-
stance, if the sentencing court finds that—

“(I) the offense involved a mizrture or sub-
stance containing a detectable amount of N-
phenyl-N-[1-(2-phenylethyl)-4-piperidinyl]
propanamide, or any analogue thereof;, and

‘“(1I) the offender was an organizer, leader,
manager, or supervisor of others in the offense,
as determined under the guidelines promulgated
by the United States Sentencing Commission.

‘““(E) DEPORTABLE PRISONERS INELIGIBLE TO
APPLY TIME CREDITS.—

‘““(i) IN GENERAL.—A prisoner is ineligible to
apply time credits under subparagraph (C) if the
prisoner is the subject of a final order of re-
moval under any provision of the immigration
laws (as such term is defined in section
101(a)(17) of the Immigration and Nationality
Act (8 U.S.C. 1101(a)(17))).

‘“(ii)) PROCEEDINGS.—The Attorney General, in
consultation with the Secretary of Homeland Se-
curity, shall ensure that any alien described in
section 212 or 237 of the Immigration and Na-
tionality Act (8 U.S.C. 1182, 1227) who seeks to
earn time credits are subject to proceedings de-
scribed in section 238(a) of that Act (8 U.S.C.
1228(a)) at a date as early as practicable during
the prisoner’s incarceration.

““(5) RISK REASSESSMENTS AND LEVEL ADJUST-
MENT.—A prisoner who successfully participates
in evidence-based recidivism reduction program-
ming or productive activities shall receive peri-
odic risk reassessments not less often than an-
nually, and a prisoner determined to be at a me-
dium or high risk of recidivating and who has
less than 5 years until his or her projected re-
lease date shall receive more frequent risk reas-
sessments. If the reassessment shows that the
prisoner’s risk of recidivating or specific needs
have changed, the Bureau of Prisons shall up-
date the determination of the prisoner’s risk of
recidivating or information regarding the pris-
oner’s specific needs and reassign the prisoner
to appropriate evidence-based recidivism reduc-
tion programming or productive activities based
on such changes.

“(6) RELATION TO OTHER INCENTIVE PRO-
GRAMS.—The incentives described in this sub-
section shall be in addition to any other rewards
or incentives for which a prisoner may be eligi-
ble.

‘““(e) PENALTIES.—The Director of the Bureau
of Prisons shall develop guidelines for the re-
duction of rewards and incentives earned under
subsection (d) for prisoners who violate prison
rules or evidence-based recidivism reduction pro-
gram or productive activity rules, which shall
provide—

‘(1) general levels of violations and resulting
reductions;
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“(2) that any reduction that includes the loss
of time credits shall require written notice to the
prisoner, shall be limited to time credits that a
prisoner earned as of the date of the prisoner’s
rule violation, and shall not include any future
time credits that the prisoner may earn; and

“(3) for a procedure to restore time credits
that a prisoner lost as a result of a rule viola-
tion, based on the prisoner’s individual progress
after the date of the rule violation.

“(f) BUREAU OF PRISONS TRAINING.—The At-
torney General shall develop and implement
training programs for Bureau of Prisons officers
and employees responsible for administering the
System, which shall include—

“(1) initial training to educate officers and
employees on how to use the System in an ap-
propriate and consistent manner, as well as the
reasons for using the System;

“(2) continuing education;

““(3) periodic training updates; and

‘““(4) a requirement that such officers and em-
ployees demonstrate competence in admin-
istering the System, including interrater reli-
ability, on a biannual basis.

‘““(g) QUALITY ASSURANCE.—In order to ensure
that the Bureau of Prisons is using the System
in an appropriate and consistent manner, the
Attorney General shall monitor and assess the
use of the System, which shall include con-
ducting annual audits of the Bureau of Prisons
regarding the use of the System.

“(h) DYSLEXIA SCREENING.—

““(1) SCREENING.—The Attorney General shall
incorporate a dysleria screening program into
the System, including by screening for dyslexia
during—

““(A) the intake process; and

‘““(B) each periodic risk reassessment of a pris-
oner.

““(2) TREATMENT.—The Attorney General shall
incorporate programs designed to treat dyslexia
into the evidence-based recidivism reduction
programs or productive activities required to be
implemented under this section. The Attorney
General may also incorporate programs designed
to treat other learning disabilities.

“§3633. Evidence-based recidivism reduction
program and recommendations

‘““(a) IN GENERAL.—Prior to releasing the Sys-
tem, in consultation with the Independent Re-
view Committee authorized by the First Step Act
of 2018, the Attorney General shall—

‘(1) review the effectiveness of evidence-based
recidivism reduction programs that exist as of
the date of enactment of this subchapter in pris-
ons operated by the Bureau of Prisons;

“(2) review available information regarding
the effectiveness of evidence-based recidivism re-
duction programs and productive activities that
erist in State-operated prisons throughout the
United States;

““(3) identify the most effective evidence-based
recidivism reduction programs;

‘“(4) review the policies for entering into evi-
dence-based recidivism reduction partnerships
described in section 3621(h)(5); and

‘“(5) direct the Bureau of Prisons regarding—

‘““(A) evidence-based recidivism reduction pro-
grams;

‘““(B) the ability for faith-based organizations
to function as a provider of educational evi-
dence-based programs outside of the religious
classes and services provided through the Chap-
laincy; and

‘“(C) the addition of any mnew effective evi-
dence-based recidivism reduction programs that
the Attorney General finds.

“(b) REVIEW AND RECOMMENDATIONS REGARD-
ING DYSLEXIA MITIGATION.—In carrying out
subsection (a), the Attorney General shall con-
sider the prevalence and mitigation of dyslexia
in prisons, including by—

‘(1) reviewing statistics on the prevalence of
dyslexia, and the effectiveness of any programs
implemented to mitigate the effects of dyslexia,
in prisons operated by the Bureau of Prisons
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and State-operated prisons throughout the
United States; and

“(2) incorporating the findings of the Attor-
ney General under paragraph (1) of this sub-
section into any directives given to the Bureau
of Prisons under paragraph (5) of subsection
(a).
“§3634. Report

“Beginning on the date that is 2 years after
the date of enactment of this subchapter, and
annually thereafter for a period of 5 years, the
Attorney General shall submit a report to the
Committees on the Judiciary of the Senate and
the House of Representatives and the Sub-
committees on Commerce, Justice, Science, and
Related Agencies of the Committees on Appro-
priations of the Senate and the House of Rep-
resentatives that contains the following:

“(1) A summary of the activities and accom-
plishments of the Attorney General in carrying
out this Act.

“(2) A summary and assessment of the types
and effectiveness of the evidence-based recidi-
vism reduction programs and productive activi-
ties in prisons operated by the Bureau of Pris-
ons, including—

“(A) evidence about which programs have
been shown to reduce recidivism;

“(B) the capacity of each program and activ-
ity at each prison, including the number of pris-
oners along with the recidivism risk of each
prisoner enrolled in each program; and

“(C) identification of any gaps or shortages in
capacity of such programs and activities.

“(3) Rates of recidivism among individuals
who have been released from Federal prison,
based on the following criteria:

“(A) The primary offense of conviction.

““(B) The length of the sentence imposed and
served.

“(C) The Bureau of Prisons facility or facili-
ties in which the prisoner’s sentence was served.

““(D) The evidence-based recidivism reduction
programming that the prisoner successfully com-
pleted, if any.

“(E) The prisoner’s assessed and reassessed
risk of recidivism.

“(F) The productive activities that the pris-
oner successfully completed, if any.

““(4) The status of prison work programs at fa-
cilities operated by the Bureau of Prisons, in-
cluding—

“(4) a strategy to expand the availability of
such programs without reducing job opportuni-
ties for workers in the United States who are
not in the custody of the Bureau of Prisons, in-
cluding the feasibility of prisoners manufac-
turing products purchased by Federal agencies
that are manufactured overseas;

“(B) an assessment of the feasibility of ex-
panding such programs, consistent with the
strategy required under subparagraph (4), with
the goal that 5 years after the date of enactment
of this subchapter, not less than 75 percent of
eligible minimum- and low-risk offenders have
the opportunity to participate in a prison work
program for not less than 20 hours per week;
and

“(C) a detailed discussion of legal authorities
that would be useful or necessary to achieve the
goals described in subparagraphs (A) and (B).

“(5) An assessment of the Bureau of Prisons’
compliance with section 3621(h).

“(6) An assessment of progress made toward
carrying out the purposes of this subchapter, in-
cluding any savings associated with—

“(A) the transfer of prisoners into prerelease
custody or supervised release under section
3624(g), including savings resulting from the
avoidance or deferral of future construction, ac-
quisition, and operations costs; and

‘“(B) any decrease in recidivism that may be
attributed to the System or the increase in evi-
dence-based recidivism reduction programs re-
quired under this subchapter.

“(7) An assessment of budgetary savings re-
sulting from this subchapter, including—
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‘“(A) a summary of the amount of savings re-
sulting from the transfer of prisoners into
prerelease custody under this chapter, including
savings resulting from the avoidance or deferral
of future construction, acquisition, or oper-
ations costs;

‘“(B) a summary of the amount of savings re-
sulting from any decrease in recidivism that
may be attributed to the implementation of the
risk and needs assessment system or the increase
in recidivism reduction programs and productive
activities required by this subchapter;

‘“(C) a strategy to reinvest the savings de-
scribed in subparagraphs (4) and (B) in other—

‘(i) Federal, State, and local law enforcement
activities; and

“‘(ii) expansions of recidivism reduction pro-
grams and productive activities in the Bureau of
Prisons; and

‘““(D) a description of how the reduced expend-
itures on Federal corrections and the budgetary
savings resulting from this subchapter are cur-
rently being used and will be used to—

““(i) increase investment in law enforcement
and crime prevention to combat gangs of na-
tional significance and high-level drug traf-
fickers through the High Intensity Drug Traf-
ficking Areas Program and other task forces;

‘““(ii) hire, train, and equip law enforcement
officers and prosecutors; and

“‘(iii) promote crime reduction programs using
evidence-based practices and strategic planning
to help reduce crime and criminal recidivism.

““(8) Statistics on—

‘““(A) the prevalence of dyslexia among pris-
oners in prisons operated by the Bureau of Pris-
ons; and

‘“‘(B) any change in the effectiveness of dys-
lexia mitigation programs among such prisoners
that may be attributed to the incorporation of
dyslexia screening into the System and of dys-
lexia treatment into the evidence-based recidi-
vism reduction programs, as required under this
chapter.

“§ 3635. Definitions

“In this subchapter the following definitions
apply:

‘““(1) DYSLEXIA.—The term ‘dyslexia’ means an
unexpected difficulty in reading for an indi-
vidual who has the intelligence to be a much
better reader, most commonly caused by a dif-
ficulty in the phonological processing (the ap-
preciation of the individual sounds of spoken
language), which affects the ability of an indi-
vidual to speak, read, and spell.

“(2) DYSLEXIA SCREENING PROGRAM.—The
term ‘dysleria screening program’ means a
screening program for dyslexia that is—

‘““(A) evidence-based (as defined in section
8101(21) of the Elementary and Secondary Edu-
cation Act of 1965 (20 U.S.C. 7801(21))) with
proven psychometrics for validity;

‘““(B) efficient and low-cost; and

“(C) readily available.

““(3) EVIDENCE-BASED RECIDIVISM REDUCTION
PROGRAM.—The term ‘evidence-based recidivism
reduction program’ means either a group or in-
dividual activity that—

““(A) has been shown by empirical evidence to
reduce recidivism or is based on research indi-
cating that it is likely to be effective in reducing
recidivism;

‘““(B) is designed to help prisoners succeed in
their communities upon release from prison; and

“(C) may include—

““(i) social learning and communication, inter-
personal, anti-bullying, rejection response, and
other life skills;

““(ii) family relationship building, structured
parent-child interaction, and parenting skills;

““(iii) classes on morals or ethics;

““(iv) academic classes;

“‘(v) cognitive behavioral treatment;

“(vi) mentoring;

““(vii) substance abuse treatment;

““(viii) vocational training;

“(ix) faith-based classes or services;
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‘“(x) civic engagement and reintegrative com-
munity services;

““(xi) a prison job, including through a prison
work program;

““(xii) victim impact classes or other restorative
justice programs; and

“(xiii) trauma counseling and trauma-in-
formed support programs.

‘“(4) PRISONER.—The term ‘prisoner’ means a
person who has been sentenced to a term of im-
prisonment pursuant to a conviction for a Fed-
eral criminal offense, or a person in the custody
of the Bureau of Prisons.

‘““(5) PRODUCTIVE ACTIVITY.—The term ‘pro-
ductive activity’ means either a group or indi-
vidual activity that is designed to allow pris-
oners determined as having a minimum or low
risk of recidivating to remain productive and
thereby maintain a minimum or low risk of
recidivating, and may include the delivery of
the programs described in paragraph (1) to other
prisoners.

“(6) RISK AND NEEDS ASSESSMENT TOOL.—The
term ‘risk and needs assessment tool’ means an
objective and statistically wvalidated method
through which information is collected and
evaluated to determine—

‘““(A) as part of the intake process, the risk
that a prisoner will recidivate upon release from
prison;

‘“‘(B) the recidivism reduction programs that
will best minimize the risk that the prisoner will
recidivate upon release from prison; and

“(C) the periodic reassessment of risk that a
prisoner will recidivate upon release from pris-
on, based on factors including indicators of
progress and of regression, that are dynamic
and that can reasonably be expected to change
while in prison.”’.

(b) CLERICAL AMENDMENT.—The table of sub-
chapters for chapter 229 of title 18, United
States Code, is amended by adding at the end
the following:

“D. Risk and Needs Assessment ......... 3631”.

SEC. 102. IMPLEMENTATION OF SYSTEM AND REC-
OMMENDATIONS BY BUREAU OF
PRISONS.

(a) IMPLEMENTATION OF SYSTEM GEN-
ERALLY.—Section 3621 of title 18, United States
Code, is amended by adding at the end the fol-
lowing:

“(h) IMPLEMENTATION OF RISK AND NEEDS AS-
SESSMENT SYSTEM.—

‘““(1) IN GENERAL.—Not later than 180 days
after the Attorney General completes and re-
leases the risk and needs assessment system (re-
ferred to in this subsection as the ‘System’) de-
veloped under subchapter D, the Director of the
Bureau of Prisons shall, in accordance with
that subchapter—

‘“(A) implement and complete the initial in-
take risk and needs assessment for each prisoner
(including for each prisoner who was a prisoner
prior to the effective date of this subsection), re-
gardless of the prisoner’s length of imposed term
of imprisonment, and begin to assign prisoners
to appropriate evidence-based recidivism reduc-
tion programs based on that determination;

‘““(B) begin to expand the effective evidence-
based recidivism reduction programs and pro-
ductive activities it offers and add any new evi-
dence-based recidivism reduction programs and
productive activities necessary to effectively im-
plement the System; and

‘“(C) begin to implement the other risk and
needs assessment tools mecessary to effectively
implement the System over time, while prisoners
are participating in and completing the effective
evidence-based recidivism reduction programs
and productive activities.

““(2) PHASE-IN.—In order to carry out para-
graph (1), so that every prisoner has the oppor-
tunity to participate in and complete the type
and amount of evidence-based recidivism reduc-
tion programs or productive activities they need,
and be reassessed for recidivism rvisk as mnec-
essary to effectively implement the System, the
Bureau of Prisons shall—
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“(A) provide such evidence-based recidivism
reduction programs and productive activities for
all prisoners before the date that is 2 years after
the date on which the Bureau of Prisons com-
pletes a risk and needs assessment for each pris-
oner under paragraph (1)(A); and

“(B) develop and validate the risk and needs
assessment tool to be used in the reassessments
of risk of recidivism, while prisoners are partici-
pating in and completing evidence-based recidi-
vism reduction programs and productive activi-
ties.

““(3) PRIORITY DURING PHASE-IN.—During the
2-year period described in paragraph (2)(A), the
priority for such programs and activities shall
be accorded based on a prisoner’s proximity to
release date.

““(4) PRELIMINARY EXPANSION OF EVIDENCE-
BASED RECIDIVISM REDUCTION PROGRAMS AND
AUTHORITY TO USE INCENTIVES.—Beginning on
the date of enactment of this subsection, the Bu-
reau of Prisons may begin to erxpand any evi-
dence-based recidivism reduction programs and
productive activities that exist at a prison as of
such date, and may offer to prisoners who suc-
cessfully participate in such programs and ac-
tivities the incentives and rewards described in
subchapter D.

““(5) RECIDIVISM REDUCTION PARTNERSHIPS.—
In order to expand evidence-based recidivism re-
duction programs and productive activities, the
Attorney General shall develop policies for the
warden of each prison of the Bureau of Prisons
to enter into partnerships, subject to the avail-
ability of appropriations, with any of the fol-
lowing:

“(A) Nonprofit and other private organiza-
tions, including faith-based, art, and commu-
nity-based organizations that will deliver recidi-
vism reduction programming on a paid or volun-
teer basis.

“(B) Institutions of higher education (as de-
fined in section 101 of the Higher Education Act
of 1965 (20 U.S.C. 1001)) that will deliver instruc-
tion on a paid or volunteer basis.

“(C) Private entities that will—

“(i) deliver vocational training and certifi-
cations;

“‘(ii) provide equipment to facilitate vocational
training or employment opportunities for pris-
oners;

““(iii) employ prisoners; or

“(iv) assist prisoners in prerelease custody or
supervised release in finding employment.

““(D) Industry-sponsored organizations that
will deliver workforce development and training,
on a paid or volunteer basis.

““(6) REQUIREMENT TO PROVIDE PROGRAMS TO
ALL PRISONERS; PRIORITY.—The Director of the
Bureau of Prisons shall provide all prisoners
with the opportunity to actively participate in
evidence-based recidivism reduction programs or
productive activities, according to their specific
criminogenic needs, throughout their entire term
of incarceration. Priority for participation in re-
cidivism reduction programs shall be given to
medium-risk and high-risk prisoners, with ac-
cess to productive activities given to minimum-
risk and low-risk prisoners.

““(7) DEFINITIONS.—The terms in this sub-
section have the meaning given those terms in
section 3635.”.

(b) PRERELEASE CUSTODY.—

(1) IN GENERAL.—Section 3624 of title 18,
United States Code, is amended—

(A) in subsection (b)(1)—

(i) by striking ‘‘, beyond the time served, of up
to 54 days at the end of each year of the pris-
oner’s term of imprisonment, beginning at the
end of the first year of the term,”” and inserting
“of up to 54 days for each year of the prisoner’s
sentence imposed by the court,”’; and

(ii) by striking ‘‘credit for the last year or por-
tion of a year of the term of imprisonment shall
be prorated and credited within the last six
weeks of the sentence’ and inserting ‘‘credit for
the last year of a term of imprisonment shall be
credited on the first day of the last year of the
term of imprisonment’’; and
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(B) by adding at the end the following:

““(9) PRERELEASE CUSTODY OR SUPERVISED RE-
LEASE FOR RISK AND NEEDS ASSESSMENT SYSTEM
PARTICIPANTS.—

‘“(1) ELIGIBLE PRISONERS.—This subsection ap-
plies in the case of a prisoner (as such term is
defined in section 3635) who—

‘“(A) has earned time credits under the risk
and needs assessment system developed under
subchapter D (referred to in this subsection as
the ‘System’) in an amount that is equal to the
remainder of the prisoner’s imposed term of im-
prisonment;

‘““(B) has shown through the periodic risk re-
assessments a demonstrated recidivism risk re-
duction or has maintained a minimum or low re-
cidivism risk, during the prisoner’s term of im-
prisonment;

‘“(C) has had the remainder of the prisoner’s
imposed term of imprisonment computed under
applicable law; and

‘““(D)(i) in the case of a prisoner being placed
in prerelease custody, the prisoner—

“(I) has been determined under the System to
be a minimum or low risk to recidivate pursuant
to the last 2 reassessments of the prisoner; or

‘“(1I) has had a petition to be transferred to
prerelease custody or supervised release ap-
proved by the warden of the prison, after the
warden’s determination that—

“(aa) the prisoner would not be a danger to
society if transferred to prerelease custody or
supervised release;

‘““(bb) the prisoner has made a good faith ef-
fort to lower their recidivism risk through par-
ticipation in recidivism reduction programs or
productive activities; and

“‘(cc) the prisoner is unlikely to recidivate; or

““(ii) in the case of a prisoner being placed in
supervised release, the prisoner has been deter-
mined under the System to be a minimum or low
risk to recidivate pursuant to the last reassess-
ment of the prisoner.

““(2) TYPES OF PRERELEASE CUSTODY.—A pris-
oner shall be placed in prerelease custody as fol-
lows:

““(A) HOME CONFINEMENT.—

‘(i) IN GENERAL.—A prisoner placed in
prerelease custody pursuant to this subsection
who is placed in home confinement shall—

‘(1) be subject to 24-hour electronic moni-
toring that enables the prompt identification of
the prisoner, location, and time, in the case of
any violation of subclause (II);

“(11) remain in the prisoner’s residence, except
that the prisoner may leave the prisoner’s home
in order to, subject to the approval of the Direc-
tor of the Bureau of Prisons—

‘“(aa) perform a job or job-related activities,
including an apprenticeship, or participate in
job-seeking activities;

““(bb) participate in evidence-based recidivism
reduction programming or productive activities
assigned by the System, or similar activities;

““(cc) perform community service;

‘“‘(dd) participate in crime victim restoration
activities;

““(ee) receive medical treatment;

“(ff) attend religious activities; or

‘““(gg) participate in other family-related ac-
tivities that facilitate the prisoner’s successful
reentry such as a family funeral, a family wed-
ding, or to wvisit a family member who is seri-
ously ill; and

‘“(1I11) comply with such other conditions as
the Director determines appropriate.

““(ii) ALTERNATE MEANS OF MONITORING.—If
the electronic monitoring of a prisoner described
in clause (i)(1) is infeasible for technical or reli-
gious reasons, the Director of the Bureau of
Prisons may use alternative means of moni-
toring a prisoner placed in home confinement
that the Director determines are as effective or
more effective than the electronic monitoring de-
scribed in clause (i)(I).

““(iii) MODIFICATIONS.—The Director of the
Bureau of Prisons may modify the conditions
described in clause (i) if the Director determines
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that a compelling reason exists to do so, and
that the prisoner has demonstrated exemplary
compliance with such conditions.

‘“‘(iv) DURATION.—Ezxcept as provided in para-
graph (4), a prisoner who is placed in home con-
finement shall remain in home confinement
until the prisoner has served not less than 85
percent of the prisoner’s imposed term of impris-
onment.

‘“(B) RESIDENTIAL REENTRY CENTER.—A pris-
oner placed in prerelease custody pursuant to
this subsection who is placed at a residential re-
entry center shall be subject to such conditions
as the Director of the Bureau of Prisons deter-
mines appropriate.

““(3) SUPERVISED RELEASE.—If the sentencing
court included as a part of the prisoner’s sen-
tence a requirement that the prisoner be placed
on a term of supervised release after imprison-
ment pursuant to section 3583, the Director of
the Bureau of Prisons may transfer the prisoner
to begin any such term of supervised release at
an earlier date, not to exceed 12 months, based
on the application of time credits under section
3632.

‘““(4) DETERMINATION OF CONDITIONS.—In de-
termining appropriate conditions for prisoners
placed in prerelease custody pursuant to this
subsection, the Director of the Bureau of Pris-
ons shall, to the extent practicable, provide that
increasingly less restrictive conditions shall be
imposed on prisoners who demonstrate contin-
ued compliance with the conditions of such
prerelease custody, so as to most effectively pre-
pare such prisoners for reentry.

“(5) VIOLATIONS OF CONDITIONS.—If a pris-
oner violates a condition of the prisoner’s
prerelease custody, the Director of the Bureau
of Prisons may impose such additional condi-
tions on the prisoner’s prerelease custody as the
Director of the Bureau of Prisons determines ap-
propriate, or revoke the prisoner’s prerelease
custody and require the prisoner to serve the re-
mainder of the term of imprisonment to which
the prisoner was sentenced, or any portion
thereof, in prison. If the violation is nontech-
nical in nature, the Director of the Bureau of
Prisons shall revoke the prisoner’s prerelease
custody.

““(6) ISSUANCE OF GUIDELINES.—The Attorney
General, in consultation with the Assistant Di-
rector for the Office of Probation and Pretrial
Services, shall issue guidelines for use by the
Bureau of Prisons in determining—

‘““(A) the appropriate type of prerelease cus-
tody or supervised release and level of super-
vision for a prisoner placed on prerelease cus-
tody pursuant to this subsection; and

““(B) consequences for a violation of a condi-
tion of such prerelease custody by such a pris-
oner, including a return to prison and a reas-
sessment of evidence-based recidivism risk level
under the System.

“(7) AGREEMENTS WITH UNITED STATES PROBA-
TION AND PRETRIAL SERVICES.—The Director of
the Bureau of Prisons shall, to the greatest ex-
tent practicable, enter into agreements with
United States Probation and Pretrial Services to
supervise prisoners placed in home confinement
under this subsection. Such agreements shall—

‘“(A) authorice United States Probation and
Pretrial Services to exercise the authority grant-
ed to the Director pursuant to paragraphs (3)
and (4); and

‘“‘(B) take into account the resource require-
ments of United States Probation and Pretrial
Services as a result of the transfer of Bureau of
Prisons prisoners to prerelease custody or super-
vised release.

““(8) ASSISTANCE.—United States Probation
and Pretrial Services shall, to the greatest ex-
tent practicable, offer assistance to any prisoner
not under its supervision during prerelease cus-
tody under this subsection.

““(9) MENTORING, REENTRY, AND SPIRITUAL
SERVICES.—Any prerelease custody into which a
prisoner is placed under this subsection may not
include a condition prohibiting the prisoner
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from receiving mentoring, reentry, or spiritual
services from a person who provided such serv-
ices to the prisoner while the prisoner was in-
carcerated, except that the warden of the facil-
ity at which the prisoner was incarcerated may
waive the requirement under this paragraph if
the warden finds that the provision of such
services would pose a significant security risk to
the prisoner, persons who provide such services,
or any other person. The warden shall provide
written notice of any such waiver to the person
providing such services and to the prisoner.

““(10) TIME LIMITS INAPPLICABLE.—The time
limits under subsections (b) and (c) shall not
apply to prerelease custody under this sub-
section.

‘“(11) PRERELEASE CUSTODY CAPACITY.—The
Director of the Bureau of Prisons shall ensure
there is sufficient prerelease custody capacity to
accommodate all eligible prisoners.””.

(2) EFFECTIVE DATE.—The amendments made
by this subsection shall take effect beginning on
the date that the Attorney General completes
and releases the risk and needs assessment sys-
tem under subchapter D of chapter 229 of title
18, United States Code, as added by section
101(a) of this Act.

(3) APPLICABILITY.—The amendments made by
this subsection shall apply with respect to of-
fenses committed before, on, or after the date of
enactment of this Act, except that such amend-
ments shall not apply with respect to offenses
committed before November 1, 1987.

SEC. 103. GAO REPORT.

Not later than 2 years after the Director of the
Bureau of Prisons implements the risk and
needs assessment system under section 3621 of
title 18, United States Code, and every 2 years
thereafter, the Comptroller General of the
United States shall conduct an audit of the use
of the risk and needs assessment system at Bu-
reau of Prisons facilities. The audit shall in-
clude analysis of the following:

(1) Whether inmates are being assessed under
the risk and needs assessment system with the
frequency required under such section 3621 of
title 18, United States Code.

(2) Whether the Bureau of Prisons is able to
offer recidivism reduction programs and produc-
tive activities (as such terms are defined in sec-
tion 3635 of title 18, United States Code, as
added by section 101(a) of this Act).

(3) Whether the Bureau of Prisons is offering
the type, amount, and intensity of recidivism re-
duction programs and productive activities for
prisoners to earn the maximum amount of time
credits for which they are eligible.

(4) Whether the Attorney General is carrying
out the duties under section 3631(b) of title 18,
United States Code, as added by section 101(a)
of this Act.

(5) Whether officers and employees of the Bu-
reau of Prisons are receiving the training de-
scribed in section 3632(f) of title 18, United
States Code, as added by section 10I(a) of this
Act.

(6) Whether the Bureau of Prisons offers work
assignments to all prisoners who might benefit
from such an assignment.

(7) Whether the Bureau of Prisons transfers
prisoners to prerelease custody or supervised re-
lease as soon as they are eligible for such a
transfer under section 3624(g) of title 18, United
States Code, as added by section 102(b) of this
Act.

(8) The rates of recidivism among similarly
classified prisoners to identify any unwarranted
disparities, including disparities among Simi-
larly classified prisoners of different demo-
graphic groups, in such rates.

SEC. 104. AUTHORIZATION OF APPROPRIATIONS.

(a) IN GENERAL.—There is authorized to be
appropriated to carry out this title $75,000,000
for each of fiscal years 2019 through 2023. Of the
amount appropriated under this subsection, 80
percent shall be reserved for use by the Director
of the Bureau of Prisons to implement the sys-
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tem under section 3621(h) of title 18, United
States Code, as added by section 102(a) of this
Act.

(b) SAVINGS.—It is the sense of Congress that
any savings associated with reductions in re-
cidivism that result from this title should be re-
invested—

(1) to supplement funding for programs that
increase public safety by providing resources to
State and local law enforcement officials, in-
cluding for the adoption of innovative tech-
nologies and information sharing capabilities;

(2) into evidence-based recidivism reduction
programs offered by the Bureau of Prisons; and

(3) into ensuring eligible prisoners have access
to such programs and productive activities of-
fered by the Bureau of Prisons.

SEC. 105. RULE OF CONSTRUCTION.

Nothing in this Act, or the amendments made
by this Act, may be construed to provide author-
ity to place a prisoner in prerelease custody or
supervised release who is serving a term of im-
prisonment pursuant to a conviction for an of-
fense under the laws of one of the 50 States, or
of a territory or possession of the United States
or to amend or affect the enforcement of the im-
migration laws, as defined in section 101 of the
Immigration and Nationality Act (8 U.S.C.
1101).

SEC. 106. FAITH-BASED CONSIDERATIONS.

(a) IN GENERAL.—In considering any program,
treatment, regimen, group, company, charity,
person, or entity of any kind under any provi-
sion of this Act, or the amendments made by this
Act, the fact that it may be or is faith-based
may mnot be a basis for any discrimination
against it in any manner or for any purpose.

(b) ELIGIBILITY FOR EARNED TIME CREDIT.—
Participation in a faith-based program, treat-
ment, or regimen may qualify a prisoner for
earned time credit under subchapter D of chap-
ter 229 of title 18, United States Code, as added
by section 101(a) of this Act, however, the Direc-
tor of the Bureau of Prisons shall ensure that
non-faith-based programs that qualify for
earned time credit are offered at each Bureau of
Prisons facility in addition to any such faith-
based programs.

(¢) LIMITATION ON ACTIVITIES.—A group, com-
pany, charity, person, or entity may not engage
in explicitly religious activities using direct fi-
nancial assistance made available under this
title or the amendments made by this title.

(d) RULE OF CONSTRUCTION.—Nothing in this
Act, or the amendments made by this Act, may
be construed to amend any requirement under
Federal law or the Constitution of the United
States regarding funding for faith-based pro-
grams or activities.

SEC. 107. INDEPENDENT REVIEW COMMITTEE.

(a) IN GENERAL.—The Attorney General shall
consult with an Independent Review Committee
in carrying out the Attorney General’s duties
under sections 3631(b), 3632 and 3633 of title 18,
United States Code, as added by section 101(a)
of this Act.

(b) FORMATION OF INDEPENDENT REVIEW COM-
MITTEE.—The National Institute of Justice shall
select a nonpartisan and nonprofit organization
with expertise in the study and development of
risk and needs assessment tools to host the Inde-
pendent Review Committee. The Independent
Review Committee shall be established not later
than 30 days after the date of enactment of this
Act.

(c) APPOINTMENT OF INDEPENDENT REVIEW
COMMITTEE.—The organization selected by the
National Institute of Justice shall appoint not
fewer than 6 members to the Independent Re-
view Committee.

(d) COMPOSITION OF THE INDEPENDENT REVIEW
COMMITTEE.—The members of the Independent
Review Committee shall all have expertise in
risk and needs assessment systems and shall in-
clude—

(1) 2 individuals who have published peer-re-
viewed scholarship about risk and needs assess-
ments in both corrections and community set-
tings;
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(2) 2 corrections practitioners who have devel-
oped and implemented a risk assessment tool in
a corrections system or in a community super-
vision setting, including 1 with prior experience
working within the Bureau of Prisons; and

(3) 1 individual with expertise in assessing
risk assessment implementation.

(e) DUTIES OF THE INDEPENDENT REVIEW COM-
MITTEE.—The Independent Review Committee
shall assist the Attorney General in carrying out
the Attorney General’s duties under sections
3631(b), 3632 and 3633 of title 18, United States
Code, as added by section 101(a) of this Act, in-
cluding by assisting in—

(1) conducting a review of the existing pris-
oner risk and needs assessment systems in oper-
ation on the date of enactment of this Act;

(2) developing recommendations regarding evi-
dence-based recidivism reduction programs and
productive activities;

(3) conducting research and data analysis
on—

(A) evidence-based recidivism reduction pro-
grams relating to the use of prisoner risk and
needs assessment tools;

(B) the most effective and efficient uses of
such programs; and

(C) which evidence-based recidivism reduction
programs are the most effective at reducing re-
cidivism, and the type, amount, and intensity of
programming that most effectively reduces the
risk of recidivism; and

(4) reviewing and wvalidating the risk and
needs assessment system.

(f) BUREAU OF PRISONS COOPERATION.—The
Director of the Bureau of Prisons shall assist
the Independent Review Commitltee in per-
forming the Committee’s duties and promptly re-
spond to requests from the Committee for access
to Bureau of Prisons facilities, personnel, and
information.

(9) REPORT.—Not later than 2 years after the
date of enactment of this Act, the Independent
Review Committee shall submit to the Committee
on the Judiciary and the Subcommittee on Com-
merce, Justice, Science, and Related Agencies of
the Committee on Appropriations of the Senate
and the Committee on the Judiciary and the
Subcommittee on Commerce, Justice, Science,
and Related Agencies of the Committee on Ap-
propriations of the House of Representatives a
report that includes—

(1) a list of all offenses of conviction for which
prisoners were ineligible to receive time credits
under section 3632(d)(4)(D) of title 18, United
States Code, as added by section 101(a) of this
Act, and for each offense the number of pris-
oners excluded, including demographic percent-
ages by age, race, and sex;

(2) the criminal history categories of prisoners
ineligible to receive time credits under section
3632(d)(4)(D) of title 18, United States Code, as
added by section 101(a) of this Act, and for each
category the mumber of prisoners excluded, in-
cluding demographic percentages by age, race,
and sex;

(3) the number of prisoners ineligible to apply
time credits under section 3632(d)(4)(D) of title
18, United States Code, as added by section
101(a) of this Act, who do not participate in re-
cidivism reduction programming or productive
activities, including the demographic percent-
ages by age, race, and sex;

(4) any recommendations for modifications to
section 3632(d)(4)(D) of title 18, United States
Code, as added by section 101(a) of this Act, and
any other recommendations regarding recidivism
reduction.

(h) TERMINATION.—The Independent Review
Committee shall terminate on the date that is 2
years after the date on which the risk and needs
assessment system authorized by sections 3632
and 3633 of title 18, United States Code, as
added by section 101(a) of this Act, is released.
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TITLE II—BUREAU OF PRISONS SECURE
FIREARMS STORAGE
SEC. 201. SHORT TITLE.

This title may be cited as the ‘‘Lieutenant
Osvaldo Albarati Correctional Officer Self-Pro-
tection Act of 2018°.

SEC. 202. SECURE FIREARMS STORAGE.

(a) IN GENERAL.—Chapter 303 of title 18,
United States Code, is amended by adding at the
end the following:

“§4050. Secure firearms storage

““(a) DEFINITIONS.—In this section—

“(1) the term ‘employee’ means a qualified law
enforcement officer employed by the Bureau of
Prisons; and

“(2) the terms ‘firearm’ and ‘qualified law en-
forcement officer’ have the meanings given those
terms under section 926 B.

“(b) SECURE FIREARMS STORAGE.—The Direc-
tor of the Bureau of Prisons shall ensure that
each chief executive officer of a Federal penal
or correctional institution—

“(1)(A) provides a secure storage area located
outside of the secure perimeter of the institution
for employees to store firearms; or

“(B) allows employees to store firearms in a
vehicle lockbox approved by the Director of the
Bureau of Prisons; and

“(2) notwithstanding any other provision of
law, allows employees to carry concealed fire-
arms on the premises outside of the secure pe-
rimeter of the institution.”.

(b) TECHNICAL AND CONFORMING AMEND-
MENT.—The table of sections for chapter 303 of
title 18, United States Code, is amended by add-
ing at the end the following:

““4050. Secure firearms storage.”’.

TITLE IITI—RESTRAINTS ON PREGNANT
PRISONERS PROHIBITED
SEC. 301. USE OF RESTRAINTS ON PRISONERS
DURING THE PERIOD OF PREG-
NANCY AND POSTPARTUM RECOV-
ERY PROHIBITED.
(a) IN GENERAL.—Chapter 317 of title 18,
United States Code, is amended by inserting
after section 4321 the following:

“§4322. Use of restraints on prisoners during
the period of pregnancy, labor, and
postpartum recovery prohibited

““(a) PROHIBITION.—Except as provided in sub-
section (b), beginning on the date on which
pregnancy is confirmed by a healthcare profes-
sional, and ending at the conclusion of
postpartum recovery, a prisoner in the custody
of the Bureau of Prisons, or in the custody of
the United States Marshals Service pursuant to
section 4086, shall not be placed in restraints.

“(b) EXCEPTIONS.—

‘(1) IN GENERAL.—The prohibition under sub-
section (a) shall not apply if—

“(A) an appropriate corrections official, or a
United States marshal, as applicable, makes a
determination that the prisoner—

‘(i) is an immediate and credible flight risk
that cannot reasonably be prevented by other
means; or

““(ii) poses an immediate and serious threat of
harm to herself or others that cannot reasonably
be prevented by other means; or

“(B) a healthcare professional responsible for
the health and safety of the prisoner determines
that the use of restraints is appropriate for the
medical safety of the prisoner.

““(2) LEAST RESTRICTIVE RESTRAINTS.—In the
case that restraints are used pursuant to an ex-
ception under paragraph (1), only the least re-
strictive restraints mnecessary to prevent the
harm or risk of escape described in paragraph
(1) may be used.

“(3) APPLICATION.—

‘““(A) IN GENERAL.—The exceptions under
paragraph (1) may not be applied—

“(i) to place restraints around the ankles,
legs, or waist of a prisoner;

““(ii) to restrain a prisoner’s hands behind her
back;
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“‘(iii) to restrain a prisoner using 4-point re-
straints; or

““(iv) to attach a prisoner to another prisoner.

‘“(B) MEDICAL REQUEST.—Notwithstanding
paragraph (1), upon the request of a healthcare
professional who is responsible for the health
and safety of a prisoner, a corrections official or
United States marshal, as applicable, shall re-
frain from using restraints on the prisoner or
shall remove restraints used on the prisoner.

““(c) REPORTS.—

‘(1) REPORT TO THE DIRECTOR  AND
HEALTHCARE PROFESSIONAL.—If a corrections of-
ficial or United States marshal uses restraints
on a prisoner under subsection (b)(1), that offi-
cial or marshal shall submit, not later than 30
days after placing the prisoner in restraints, to
the Director of the Bureau of Prisons or the Di-
rector of the United States Marshals Service, as
applicable, and to the healthcare professional
responsible for the health and safety of the pris-
oner, a written report that describes the facts
and circumstances surrounding the use of re-
straints, and includes—

‘““(A) the reasoning upon which the determina-
tion to use restraints was made;

‘““(B) the details of the use of restraints, in-
cluding the type of restraints used and length of
time during which restraints were used; and

‘“(C) any resulting physical effects on the
prisoner observed by or known to the corrections
official or United States marshal, as applicable.

“(2) SUPPLEMENTAL REPORT TO THE DIREC-
TOR.—Upon receipt of a report under paragraph
(1), the healthcare professional responsible for
the health and safety of the prisoner may sub-
mit to the Director such information as the
healthcare professional determines is relevant to
the use of restraints on the prisoner.

““(3) REPORT TO JUDICIARY COMMITTEES.—

““(A) IN GENERAL.—Not later than 1 year after
the date of enactment of this section, and annu-
ally thereafter, the Director of the Bureau of
Prisons and the Director of the United States
Marshals Service shall each submit to the Judi-
ciary Committee of the Senate and of the House
of Representatives a report that certifies compli-
ance with this section and includes the informa-
tion required to be reported under paragraph
(1).

‘“(B) PERSONALLY IDENTIFIABLE INFORMA-
TION.—The report under this paragraph shall
not contain any personally identifiable informa-
tion of any prisoner.

‘““(d) NOTICE.—Not later than 48 hours after
the confirmation of a prisoner’s pregnancy by a
healthcare professional, that prisoner shall be
notified by an appropriate healthcare profes-
sional, corrections official, or United States
marshal, as applicable, of the restrictions on the
use of restraints under this section.

““(e) VIOLATION REPORTING PROCESS.—The Di-
rector of the Bureau of Prisons, in consultation
with the Director of the United States Marshals
Service, shall establish a process through which
a prisoner may report a violation of this section.

“(f) TRAINING.—

““(1) IN GENERAL.—The Director of the Bureau
of Prisons and the Director of the United States
Marshals Service shall each develop training
guidelines regarding the use of restraints on fe-
male prisoners during the period of pregnancy,
labor, and postpartum recovery, and shall incor-
porate such guidelines into appropriate training
programs. Such training guidelines shall in-
clude—

‘“(A) how to identify certain symptoms of
pregnancy that require immediate referral to a
healthcare professional;

‘““(B) circumstances under which the excep-
tions under subsection (b) would apply;

“(C) in the case that an exception under sub-
section (b) applies, how to apply restraints in a
way that does not harm the prisoner, the fetus,
or the neonate;

‘(D) the information required to be reported
under subsection (c); and
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‘“(E) the right of a healthcare professional to
request that restraints not be used, and the re-
quirement under subsection (b)(3)(B) to comply
with such a request.

‘“(2) DEVELOPMENT OF GUIDELINES.—In devel-
oping the guidelines required by paragraph (1),
the Directors shall each consult with healthcare
professionals with expertise in caring for women
during the period of pregnancy and postpartum
recovery.

‘““(g) DEFINITIONS.—For purposes of this sec-
tion:

‘(1) POSTPARTUM  RECOVERY.—The term
‘postpartum recovery’ means the 12-week period,
or longer as determined by the healthcare pro-
fessional responsible for the health and safety of
the prisoner, following delivery, and shall in-
clude the entire period that the prisoner is in
the hospital or infirmary.

‘“(2) PRISONER.—The term ‘prisoner’ means a
person who has been sentenced to a term of im-
prisonment pursuant to a conviction for a Fed-
eral criminal offense, or a person in the custody
of the Bureau of Prisons, including a person in
a Bureau of Prisons contracted facility.

““(3) RESTRAINTS.—The term ‘restraints’ means
any physical or mechanical device used to con-
trol the movement of a prisoner’s body, limbs, or
both.”.

(b) CLERICAL AMENDMENT.—The table of sec-
tions for chapter 317 of title 18, United States
Code, is amended by adding after the item relat-
ing to section 4321 the following:

‘4322, Use of restraints on prisoners during the
period of pregnancy, labor, and
postpartum recovery prohibited.”’.

TITLE IV—SENTENCING REFORM
SEC. 401. REDUCE AND RESTRICT ENHANCED
SENTENCING FOR PRIOR DRUG
FELONIES.

(a) CONTROLLED SUBSTANCES ACT AMEND-
MENTS.—The Controlled Substances Act (21
U.S.C. 801 et seq.) is amended—

(1) in section 102 (21 U.S.C. 802), by adding at
the end the following:

“(57) The term ‘serious drug felony’ means an
offense described in section 924(e)(2) of title 18,
United States Code, for which—

‘““(A) the offender served a term of imprison-
ment of more than 12 months; and

‘““(B) the offender’s release from any term of
imprisonment was within 15 years of the com-
mencement of the instant offense.

‘“(568) The term ‘serious wviolent
means—

“(A) an offense described in section 3559(c)(2)
of title 18, United States Code, for which the of-
fender served a term of imprisonment of more
than 12 months; and

‘““(B) any offense that would be a felony viola-
tion of section 113 of title 18, United States
Code, if the offense were committed in the spe-
cial maritime and territorial jurisdiction of the
United States, for which the offender served a
term of imprisonment of more than 12 months.”’;
and

(2) in section 401(b)(1) (21 U.S.C. 841(b)(1))—

(4) in subparagraph (A), in the matter fol-
lowing clause (viii)—

(i) by striking “If any person commits such a
violation after a prior conviction for a felony
drug offense has become final, such person shall
be sentenced to a term of imprisonment which
may not be less than 20 years’ and inserting the
following: “If any person commits such a viola-
tion after a prior conviction for a serious drug
felony or serious wviolent felony has become
final, such person shall be sentenced to a term
of imprisonment of not less than 15 years’’; and

(ii) by striking ‘‘after two or more prior con-
victions for a felony drug offense have become
final, such person shall be sentenced to a man-
datory term of life imprisonment without re-
lease’”’ and inserting the following: ‘‘after 2 or
more prior convictions for a serious drug felony
or serious violent felony have become final, such
person shall be sentenced to a term of imprison-
ment of not less than 25 years’’; and
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(B) in subparagraph (B), in the matter fol-
lowing clause (viii), by striking “‘If any person
commits such a violation after a prior conviction
for a felony drug offense has become final’’ and
inserting the following: “‘If any person commits
such a violation after a prior conviction for a
serious drug felony or serious violent felony has
become final’.

(b) CONTROLLED SUBSTANCES IMPORT AND EX-
PORT ACT AMENDMENTS.—Section 1010(b) of the
Controlled Substances Import and Export Act
(21 U.S.C. 960(b)) is amended—

(1) in paragraph (1), in the matter following
subparagraph (H), by striking “If any person
commits such a violation after a prior conviction
for a felony drug offense has become final, such
person shall be sentenced to a term of imprison-
ment of not less than 20 years” and inserting
“If any person commits such a violation after a
prior conviction for a serious drug felony or se-
rious violent felony has become final, such per-
son shall be sentenced to a term of imprisonment
of not less than 15 years’’; and

(2) in paragraph (2), in the matter following
subparagraph (H), by striking ‘‘felony drug of-
fense’’ and inserting ‘‘serious drug felony or se-
rious violent felony’’.

(c) APPLICABILITY TO PENDING CASES.—This
section, and the amendments made by this sec-
tion, shall apply to any offense that was com-
mitted before the date of enactment of this Act,
if a sentence for the offense has not been im-
posed as of such date of enactment.

SEC. 402. BROADENING OF EXISTING SAFETY
VALVE.

(a) AMENDMENTS.—Section 3553 of title 18,
United States Code, is amended—

(1) in subsection (f)—

(A) in the matter preceding paragraph (1)—

(i) by striking ‘‘or section 1010”° and inserting
““, section 1010°’; and

(ii) by inserting ‘‘, or section 70503 or 70506 of
title 46 after ““963)"’;

(B) by striking paragraph (1) and inserting
the following:

““(1) the defendant does not have—

“(A) more than 4 criminal history points, ex-
cluding any criminal history points resulting
from a 1-point offense, as determined under the
sentencing guidelines;

“(B) a prior 3-point offense, as determined
under the sentencing guidelines; and

“(C) a prior 2-point violent offense, as deter-
mined under the sentencing guidelines;”’; and

(C) by adding at the end the following:

“Information disclosed by a defendant under
this subsection may not be used to enhance the
sentence of the defendant unless the informa-
tion relates to a violent offense.”’; and

(2) by adding at the end the following:

“(9) DEFINITION OF VIOLENT OFFENSE.—AS
used in this section, the term ‘violent offense’
means a crime of violence, as defined in section
16, that is punishable by imprisonment.”’.

(b) APPLICABILITY.—The amendments made by
this section shall apply only to a conviction en-
tered on or after the date of enactment of this
Act.

SEC. 403. CLARIFICATION OF SECTION 924(c) OF
TITLE 18, UNITED STATES CODE.

(a) IN GENERAL.—Section 924(c)(1)(C) of title
18, United States Code, is amended, in the mat-
ter preceding clause (i), by striking ‘‘second or
subsequent conviction under this subsection’
and inserting ‘‘violation of this subsection that
occurs after a prior conviction under this sub-
section has become final’’.

(b) APPLICABILITY TO PENDING CASES.—This
section, and the amendments made by this sec-
tion, shall apply to any offense that was com-
mitted before the date of enactment of this Act,
if a sentence for the offense has not been im-
posed as of such date of enactment.

SEC. 404. APPLICATION OF FAIR SENTENCING
ACT.

(a) DEFINITION OF COVERED OFFENSE.—In this

section, the term ‘‘covered offense’” means a vio-
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lation of a Federal criminal statute, the statu-
tory penalties for which were modified by sec-
tion 2 or 3 of the Fair Sentencing Act of 2010
(Public Law 111-220; 124 Stat. 2372), that was
committed before August 3, 2010.

(b) DEFENDANTS PREVIOUSLY SENTENCED.—A
court that imposed a sentence for a covered of-
fense may, on motion of the defendant, the Di-
rector of the Bureau of Prisons, the attorney for
the Government, or the court, impose a reduced
sentence as if sections 2 and 3 of the Fair Sen-
tencing Act of 2010 (Public Law 111-220; 124
Stat. 2372) were in effect at the time the covered
offense was committed.

(c) LIMITATIONS.—No court shall entertain a
motion made under this section to reduce a sen-
tence if the sentence was previously imposed or
previously reduced in accordance with the
amendments made by sections 2 and 3 of the
Fair Sentencing Act of 2010 (Public Law 111-220;
124 Stat. 2372) or if a previous motion made
under this section to reduce the sentence was,
after the date of enactment of this Act, denied
after a complete review of the motion on the
merits. Nothing in this section shall be con-
strued to require a court to reduce any sentence
pursuant to this section.

TITLE V—SECOND CHANCE ACT OF 2007

REAUTHORIZATION
SEC. 501. SHORT TITLE.

This title may be cited as the ‘‘Second Chance
Reauthorization Act of 2018”°.

SEC. 502. IMPROVEMENTS TO EXISTING PRO-
GRAMS.

(a) REAUTHORIZATION OF ADULT AND JUVE-
NILE OFFENDER STATE AND LOCAL DEMONSTRA-
TION PROJECTS.—Section 2976 of title I of the
Omnibus Crime Control and Safe Streets Act of
1968 (34 U.S.C. 10631) is amended—

(1) by striking subsection (a) and inserting the
following:

‘““(a) GRANT AUTHORIZATION.—The Attorney
General shall make grants to States, local gov-
ernments, territories, or Indian tribes, or any
combination thereof (in this section referred to
as an ‘eligible entity’), in partnership with in-
terested persons (including Federal corrections
and supervision agencies), service providers,
and nonprofit organizations for the purpose of
strategic planning and implementation of adult
and juvenile offender reentry projects.’’;

(2) in subsection (b)—

(A) in paragraph (3), by inserting ‘“‘or reentry
courts,” after ‘“‘community,’’;

(B) in paragraph (6), by striking “and’ at the
end;

(C) in paragraph (7), by striking the period at
the end and inserting ‘‘; and’’; and

(D) by adding at the end the following:

““(8) promoting employment opportunities con-
sistent with the Transitional Jobs strategy (as
defined in section 4 of the Second Chance Act of
2007 (34 U.S.C. 60502)).”’; and

(3) by striking subsections (d), (e), and (f) and
inserting the following:

““(d) COMBINED GRANT APPLICATION; PRIORITY
CONSIDERATION.—

““(1) IN GENERAL.—The Attorney General shall
develop a procedure to allow applicants to sub-
mit a single application for a planning grant
under subsection (e) and an implementation
grant under subsection (f).

““(2) PRIORITY CONSIDERATION.—The Attorney
General shall give priority consideration to
grant applications under subsections (e) and (f)
that include a commitment by the applicant to
partner with a local evaluator to identify and
analyze data that will—

‘““(A) enable the grantee to target the intended
offender population; and

‘““(B) serve as a baseline for purposes of the
evaluation.

‘“(e) PLANNING GRANTS.—

‘(1) IN GENERAL.—Except as provided in para-
graph (3), the Attorney General may make a
grant to an eligible entity of not more than
$75,000 to develop a strategic, collaborative plan
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for an adult or juvenile offender reentry dem-
onstration project as described in subsection (h)
that includes—

““(A) a budget and a budget justification;

‘““(B) a description of the outcome measures
that will be used to measure the effectiveness of
the program in promoting public safety and
public health;

““(C) the activities proposed;

‘““(D) a schedule for completion of the activi-
ties described in subparagraph (C); and

“(E) a description of the personnel necessary
to complete the activities described in subpara-
graph (C).

“(2) MAXIMUM TOTAL GRANTS AND GEO-
GRAPHIC DIVERSITY.—

“(A) MAXIMUM AMOUNT.—The Attorney Gen-
eral may not make initial planning grants and
implementation grants to 1 eligible entity in a
total amount that is more than a $1,000,000.

‘““(B) GEOGRAPHIC DIVERSITY.—The Attorney
General shall make every effort to ensure equi-
table geographic distribution of grants under
this section and take into consideration the
needs of underserved populations, including
rural and tribal communities.

‘““(3) PERIOD OF GRANT.—A planning grant
made under this subsection shall be for a period
of not longer than 1 year, beginning on the first
day of the month in which the planning grant
is made.

“(f) IMPLEMENTATION GRANTS.—

‘““(1) APPLICATIONS.—An eligible entity desir-
ing an implementation grant under this sub-
section shall submit to the Attorney General an
application that—

““(A) contains a reentry strategic plan as de-
scribed in subsection (h), which describes the
long-term strategy and incorporates a detailed
implementation schedule, including the plans of
the applicant to fund the program after Federal
funding is discontinued;

‘“‘(B) identifies the local government role and
the role of governmental agencies and nonprofit
organizations that will be coordinated by, and
that will collaborate on, the offender reentry
strategy of the applicant, and certifies the in-
volvement of such agencies and organizations;

““(C) describes the evidence-based methodology
and outcome measures that will be wused to
evaluate the program funded with a grant
under this subsection, and specifically explains
how such measurements will provide valid meas-
ures of the impact of that program; and

‘(D) describes how the project could be broad-
ly replicated if demonstrated to be effective.

““(2) REQUIREMENTS.—The Attorney General
may make a grant to an applicant under this
subsection only if the application—

““(A) reflects explicit support of the chief exec-
utive officer, or their designee, of the State, unit
of local govermment, territory, or Indian tribe
applying for a grant under this subsection;

““(B) provides discussion of the role of Federal
corrections, State corrections departments, com-
munity corrections agencies, juvenile justice sys-
tems, and tribal or local jail systems in ensuring
successful reentry of offenders into their com-
munities;

“(C) provides evidence of collaboration with
State, local, or tribal government agencies over-
seeing health, housing, child welfare, education,
substance abuse, victims services, and employ-
ment services, and with local law enforcement
agencies;

‘““(D) provides a plan for analysis of the statu-
tory, regulatory, rules-based, and practice-based
hurdles to reintegration of offenders into the
community;

‘“(E) includes the use of a State, local, terri-
torial, or tribal task force, described in sub-
section (i), to carry out the activities funded
under the grant;

‘““(F) provides a plan for continued collabora-
tion with a local evaluator as necessary to meet-
ing the requirements under subsection (h); and

‘““(G) demonstrates that the applicant partici-
pated in the planning grant process or engaged
in comparable planning for the reentry project.
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““(3) PRIORITY CONSIDERATIONS.—The Attor-
ney General shall give priority to grant applica-
tions under this subsection that best—

““(A) focus initiative on geographic areas with
a disproportionate population of offenders re-
leased from prisons, jails, and juvenile facilities;

“(B) include—

“(i) input from mnonprofit organizations, in
any case where relevant input is available and
appropriate to the grant application;

““(ii) comsultation with crime victims and of-
fenders who are released from prisons, jails, and
Jjuvenile facilities;

““(iii) coordination with families of offenders;

“(iv) input, where appropriate, from the juve-
nile justice coordinating council of the region;

“(v) input, where appropriate, from the re-
entry coordinating council of the region; or

“(vi) input, where appropriate, from other in-
terested persons;

“(C) demonstrate effective case assessment
and management abilities in order to provide
comprehensive and continuous reentry, includ-
ing—

‘(i) planning for prerelease transitional hous-
ing and community release that begins upon ad-
mission for juveniles and jail inmates, and, as
appropriate, for prison inmates, depending on
the length of the sentence;

““(ii) establishing prerelease planning proce-
dures to ensure that the eligibility of an of-
fender for Federal, tribal, or State benefits upon
release is established prior to release, subject to
any limitations in law, and to ensure that of-
fenders obtain all necessary referrals for reentry
services, including assistance identifying and
securing suitable housing; or

“‘(iii) delivery of continuous and appropriate
mental health services, drug treatment, medical
care, job training and placement, educational
services, vocational services, and any other serv-
ice or support needed for reentry;

“(D) review the process by which the appli-
cant adjudicates violations of parole, probation,
or supervision following release from prison,
jail, or a juvenile facility, taking into account
public safety and the use of graduated, commu-
nity-based sanctions for minor and technical
violations of parole, probation, or supervision
(specifically those violations that are not other-
wise, and independently, a violation of law);

‘“(E) provide for an independent evaluation of
reentry programs that include, to the maximum
extent possible, random assignment and con-
trolled studies to determine the effectiveness of
such programs;

““(F) target moderate and high-risk offenders
for reentry programs through validated assess-
ment tools; or

‘“(G) target offenders with histories of home-
lessness, substance abuse, or mental illness, in-
cluding a prerelease assessment of the housing
status of the offender and behavioral health
needs of the offender with clear coordination
with mental health, substance abuse, and home-
lessness services systems to achieve stable and
permanent housing outcomes with appropriate
support service.

‘“(4) PERIOD OF GRANT.—A grant made under
this subsection shall be effective for a 2-year pe-
riod—

“(A) beginning on the date on which the
planning grant awarded under subsection (e)
concludes; or

“(B) in the case of an implementation grant
awarded to an eligible entity that did not re-
ceive a planning grant, beginning on the date
on which the implementation grant is award-
ed.”’;

(4) in subsection (h)—

(A) by redesignating paragraphs (2) and (3) as
paragraphs (3) and (4), respectively; and

(B) by striking paragraph (1) and inserting
the following:

““(1) IN GENERAL.—As a condition of receiving
financial assistance under subsection (f), each
application shall develop a comprehensive re-
entry strategic plan that—
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““(A) contains a plan to assess inmate reentry
needs and measurable annual and 3-year per-
formance outcomes;

‘“‘(B) uses, to the maximum extent possible,
randomly assigned and controlled studies, or
rigorous quasi-experimental studies with
matched comparison groups, to determine the ef-
fectiveness of the program funded with a grant
under subsection (f); and

“(C) includes as a goal of the plan to reduce
the rate of recidivism for offenders released from
prison, jail or a juvenile facility with funds
made available under subsection (f).

““(2) LOCAL EVALUATOR.—A partnership with
a local evaluator described in subsection (d)(2)
shall require the local evaluator to use the base-
line data and target population characteristics
developed under a subsection (e) planning grant
to derive a target goal for recidivism reduction
during the 3-year period beginning on the date
of implementation of the program.’’;

(5) in subsection (i)(1)—

(4) in the matter preceding subparagraph (4),
by striking ‘‘under this section’ and inserting
“under subsection (f)”’; and

(B) in subparagraph (B), by striking ‘‘sub-
section (e)(4)”’ and inserting ‘‘subsection
NEC)D)”;

(6) in subsection (j)—

(4) in paragraph (1), by inserting ‘‘for an im-
plementation grant under subsection (f)’’ after
“applicant’’;

(B) in paragraph (2)—

(i) in subparagraph (E), by inserting *‘, where
appropriate’’ after ‘‘support’’; and

(i) by striking subparagraphs (F), (G), and
(H), and inserting the following:

‘“(F) increased number of staff trained to ad-
minister reentry services;

‘“(G) increased proportion of individuals
served by the program among those eligible to
receive services;

‘““(H) increased number of individuals receiv-
ing risk screening meeds assessment, and case
planning services;

“(I) increased enrollment in, and completion
of treatment services, including substance abuse
and mental health services among those assessed
as needing such services;

“(J) increased enrollment in and degrees
earned from educational programs, including
high school, GED, vocational training, and col-
lege education;

‘“(K) increased number of individuals obtain-
ing and retaining employment;

‘(L) increased number of individuals obtain-
ing and maintaining housing;

‘“(M) increased self-reports of successful com-
munity living, including stability of living situa-
tion and positive family relationships;

““(N) reduction in drug and alcohol use; and

““(0) reduction in recidivism rates for individ-
uals receiving reentry services after release, as
compared to either baseline recidivism rates in
the jurisdiction of the grantee or recidivism
rates of the control or comparison group.’’;

(C) in paragraph (3), by striking ‘‘facilities.’’
and inserting ‘‘facilities, including a cost-ben-
efit analysis to determine the cost effectiveness
of the reentry program.’’;

(D) in paragraph (4), by striking ‘‘this sec-
tion’’ and inserting ‘‘subsection (f)’’; and

(E) in paragraph (5), by striking ‘‘this sec-
tion’’ and inserting ‘‘subsection (f)’’;

(7) in subsection (k)(1), by striking ‘‘this sec-
tion’’ each place the term appears and inserting
“‘subsection (f)’;

(8) in subsection (1)—

(4) in paragraph (2), by inserting ‘‘beginning
on the date on which the most recent implemen-
tation grant is made to the grantee under sub-
section (f)”” after “2-year period’’; and

(B) in paragraph (4), by striking ‘“‘over a 2-
year period’’ and inserting ‘‘during the 2-year
period described in paragraph (2)’;

(9) in subsection (0)(1), by striking ‘‘appro-
priated’’ and all that follows and inserting the
following: “‘appropriated $35,000,000 for each of
fiscal years 2019 through 2023.”’; and
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(10) by adding at the end the following:

‘“(p) DEFINITION.—In this section, the term
‘reentry court’ means a program that—

‘(1) monitors juvenile and adult eligible of-
fenders reentering the community;

““(2) provides continual judicial supervision;

“(3) provides juvenile and adult eligible of-
fenders reentering the community with coordi-
nated and comprehensive reentry services and
programs, such as—

‘“(A) drug and alcohol testing and assessment
for treatment;

‘““(B) assessment for substance abuse from a
substance abuse professional who is approved
by the State or Indian tribe and licensed by the
appropriate entity to provide alcohol and drug
addiction treatment, as appropriate;

‘“(C) substance abuse treatment, including
medication-assisted treatment, from a provider
that is approved by the State or Indian tribe,
and licensed, if necessary, to provide medical
and other health services;

‘““(D) health (including mental health) services
and assessment;

‘““(E) aftercare and case management services
that—

‘(i) facilitate access to clinical care and re-
lated health services; and

““(ii) coordinate with such clinical care and
related health services; and

‘““(F) any other services needed for reentry;

‘““(4) convenes community impact panels, vic-
tim impact panels, or victim impact educational
classes;

““(5) provides and coordinates the delivery of
community services to juvenile and adult eligible
offenders, including—

““(A) housing assistance;

“(B) education;

“(C) job training;

““(D) conflict resolution skills training;

‘““(E) batterer intervention programs; and

““(F) other appropriate social services; and

‘““(6) establishes and implements graduated
sanctions and incentives.” .

(b) GRANTS FOR FAMILY-BASED SUBSTANCE
ABUSE TREATMENT.—Part DD of title I of the
Omnibus Crime Control and Safe Streets Act of
1968 (34 U.S.C. 10591 et seq.) is amended—

(1) in section 2921 (34 U.S.C. 10591), in the
matter preceding paragraph (1), by inserting
“nonprofit organizations,”” before ‘“‘and In-
dian’’;

(2) in section 2923 (34 U.S.C. 10593), by adding
at the end the following:

“(c) PRIORITY CONSIDERATIONS.—The Attor-
ney General shall give priority consideration to
grant applications for grants under section 2921
that are submitted by a monprofit organization
that demonstrates a relationship with State and
local criminal justice agencies, including—

‘(1) within the judiciary and prosecutorial
agencies; or

““(2) with the local corrections agencies, which
shall be documented by a written agreement
that details the terms of access to facilities and
participants and provides information on the
history of the organization of working with cor-
rectional populations.’’; and

(3) by striking section 2926(a) and inserting
the following:

‘““(a) IN GENERAL.—There are authorized to be
appropriated to carry out this part $10,000,000
for each of fiscal years 2019 through 2023.’.

(¢c) GRANT PROGRAM TO EVALUATE AND IM-
PROVE EDUCATIONAL METHODS AT PRISONS,
JAILS, AND JUVENILE FACILITIES.—Title I of the
Omnibus Crime Control and Safe Streets Act of
1968 (42 U.S.C. 3711 et seq.) is amended—

(1) by striking the second part designated as
part JJ, as added by the Second Chance Act of
2007 (Public Law 110-199; 122 Stat. 677), relating
to grants to evaluate and improve educational
methods at prisons, jails, and juvenile facilities;

(2) by adding at the end the following:
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“PART NN—GRANT PROGRAM TO EVALU-
ATE AND IMPROVE EDUCATIONAL METH-
ODS AT PRISONS, JAILS, AND JUVENILE
FACILITIES

“SEC. 3041. GRANT PROGRAM TO EVALUATE AND

IMPROVE EDUCATIONAL METHODS
AT PRISONS, JAILS, AND JUVENILE
FACILITIES.

““(a) GRANT PROGRAM AUTHORIZED.—The At-
torney General may carry out a grant program
under which the Attorney General may make
grants to States, units of local government, ter-
ritories, Indian Tribes, and other public and pri-
vate entities to—

“(1) evaluate methods to improve academic
and vocational education for offenders in pris-
ons, jails, and juvenile facilities;

“(2) identify, and make recommendations to
the Attorney General regarding, best practices
relating to academic and vocational education
for offenders in prisons, jails, and juvenile fa-
cilities, based on the evaluation under para-
graph (1);

“(3) improve the academic and vocational
education programs (including technology ca-
reer training) available to offenders in prisons,
jails, and juvenile facilities; and

““(4) implement methods to improve academic
and vocational education for offenders in pris-
ons, jails, and juvenile facilities consistent with
the best practices identified in subsection (c).

““(b) APPLICATION.—To be eligible for a grant
under this part, a State or other entity described
in subsection (a) shall submit to the Attorney
General an application in such form and man-
ner, at such time, and accompanied by such in-
formation as the Attorney General specifies.

‘““(c) BEST PRACTICES.—Not later than 180
days after the date of enactment of the Second
Chance Reauthorization Act of 2018, the Attor-
ney General shall identify and publish best
practices relating to academic and vocational
education for offenders in prisons, jails, and ju-
venile facilities. The best practices shall con-
sider the evaluations performed and rec-
ommendations made under grants made under
subsection (a) before the date of enactment of
the Second Chance Reauthorization Act of 2018.

‘“(d) REPORT.—Not later than 90 days after
the last day of the final fiscal year of a grant
under this part, each entity described in sub-
section (a) receiving such a grant shall submit
to the Attorney General a detailed report of the
progress made by the entity using such grant, to
permit the Attorney General to evaluate and im-
prove academic and vocational education meth-
ods carried out with grants under this part.”’;
and

(3) in section 1001(a) of part J of title I of the
Omnibus Crime Control and Safe Streets Act of
1968 (34 U.S.C. 10261(a)), by adding at the end
the following:

““(28) There are authorized to be appropriated
to carry out section 3031(a)(4) of part NN
35,000,000 for each of fiscal years 2019, 2020,
2021, 2022, and 2023.”".

(d) CAREERS TRAINING DEMONSTRATION
GRANTS.—Section 115 of the Second Chance Act
of 2007 (34 U.S.C. 60511) is amended—

(1) in the heading, by striking ‘‘TECHNOLOGY
CAREERS’’ and inserting ‘‘CAREERS’’;

(2) in subsection (a)—

(A) by striking ‘“‘and Indian’ and inserting
“nonprofit organizations, and Indian’’; and

(B) by striking ‘‘technology career training to
prisoners” and inserting ‘‘career training, in-
cluding subsidized employment, when part of a
training program, to prisoners and reentering
youth and adults’’;

(3) in subsection (b)—

(4) by striking ‘‘technology careers training’’;

(B) by striking ‘‘technology-based’’; and

(C) by inserting “‘, as well as upon transition
and reentry into the community’ after ‘‘facil-
ity’’;

(4) by striking subsection (e);

(5) by redesignating subsections (c¢) and (d) as
subsections (d) and (e), respectively;
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(6) by inserting after subsection (b) the fol-
lowing:

““(c) PRIORITY CONSIDERATION.—Priority con-
sideration shall be given to any application
under this section that—

‘(1) provides assessment of local demand for
employees in the geographic areas to which of-
fenders are likely to return;

“(2) conducts individualized reentry career
planning upon the start of incarceration or
post-release employment planning for each of-
fender served under the grant;

““(3) demonstrates connections to employers
within the local community; or

“(4) tracks and monitors employment out-
comes.”’; and

(7) by adding at the end the following:

“(f) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated to carry
out this section $10,000,000 for each of fiscal
years 2019, 2020, 2021, 2022, and 2023.”".

(e) OFFENDER REENTRY SUBSTANCE ABUSE AND
CRIMINAL JUSTICE COLLABORATION PROGRAM.—
Section 201(f)(1) of the Second Chance Act of
2007 (34 U.S.C. 60521(f)(1)) is amended to read as
follows:

‘(1) IN GENERAL.—There are authorized to be
appropriated to carry out this section $15,000,000
for each of fiscal years 2019 through 2023.”".

(f) COMMUNITY-BASED MENTORING AND TRAN-
SITIONAL SERVICE GRANTS TO NONPROFIT ORGA-
NIZATIONS.—

(1) IN GENERAL.—Section 211 of the Second
Chance Act of 2007 (34 U.S.C. 60531) is amend-
ed—

(A) in the header, by striking ‘ ‘MENTORING
GRANTS TO NONPROFIT ORGANIZATIONS’ and in-
serting ‘‘COMMUNITY-BASED MENTORING AND
TRANSITIONAL SERVICE GRANTS TO NONPROFIT
ORGANIZATIONS’;

(B) in subsection (a), by striking ‘‘mentoring
and other’’;

(C) in subsection (b), by striking paragraph
(2) and inserting the following:

““(2) transitional services to assist in the re-
integration of offenders into the community, in-
cluding—

‘“(A4) educational, literacy, and wvocational,
services and the Transitional Jobs strategy;

‘“(B) substance abuse treatment and services;

“(C) coordinated supervision and services for
offenders, including physical health care and
comprehensive housing and mental health care;

‘““(D) family services; and

‘““(E) validated assessment tools to assess the
risk factors of returning inmates; and’’; and

(D) in subsection (f), by striking ‘‘this sec-
tion”” and all that follows and inserting the fol-
lowing: ‘‘this section $15,000,000 for each of fis-
cal years 2019 through 2023.”".

(2) TABLE OF CONTENTS AMENDMENT.—The
table of contents in section 2 of the Second
Chance Act of 2007 (Public Law 110-199; 122
Stat. 657) is amended by striking the item relat-
ing to section 211 and inserting the following:
“Sec. 211. Community-based mentoring and

transitional service grants.”’.

(9) DEFINITIONS.—

(1) IN GENERAL.—Section 4 of the Second
Chance Act of 2007 (34 U.S.C. 60502) is amended
to read as follows:

“SEC. 4. DEFINITIONS.

“In this Act—

‘““(1) the term ‘exoneree’ means an individual
who—

“(A) has been convicted of a Federal, tribal,
or State offense that is punishable by a term of
imprisonment of more than 1 year;

‘““(B) has served a term of imprisonment for
not less than 6 months in a Federal, tribal, or
State prison or correctional facility as a result
of the conviction described in subparagraph (A);
and

“(C) has been determined to be factually inno-
cent of the offense described in subparagraph
(A);
“(2) the term ‘Indian tribe’ has the meaning
given in section 901 of title I of the Omnibus
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Crime Control and Safe Streets Act of 1968 (34
U.S.C. 10251);

“(3) the term ‘offender’ includes an exoneree;
and

‘“(4) the term ‘Transitional Jobs strategy’
means an employment strategy for youth and
adults who are chronically unemployed or those
that have barriers to employment that—

‘““(A) is conducted by State, tribal, and local
governments, State, tribal, and local workforce
boards, and nonprofit organizations;

‘““(B) provides time-limited employment using
individual placements, team placements, and so-
cial enterprise placements, without displacing
existing employees;

“(C) pays wages in accordance with applica-
ble law, but in no event less than the higher of
the rate specified in section 6(a)(1) of the Fair
Labor Standards Act of 1938 (29 U.S.C.
206(a)(1)) or the applicable State or local min-
imum wage law, which are subsidized, in whole
or in part, by public funds;

‘(D) combines time-limited employment with
activities that promote skill development, remove
barriers to employment, and lead to unsub-
sidized employment such as a thorough orienta-
tion and individual assessment, job readiness
and life skills training, case management and
supportive services, adult education and train-
ing, child support-related services, job retention
support and incentives, and other similar activi-
ties;

‘““(E) places participants into unsubsidized em-
ployment; and

‘““(F) provides job retention, re-employment
services, and continuing and vocational edu-
cation to ensure continuing participation in un-
subsidized employment and identification of op-
portunities for advancement.’’.

(2) TABLE OF CONTENTS AMENDMENT.—The
table of contents in section 2 of the Second
Chance Act of 2007 (Public Law 110-199; 122
Stat. 657) is amended by striking the item relat-
ing to section 4 and inserting the following:
““Sec. 4. Definitions.”’.

(h) EXTENSION OF THE LENGTH OF SECTION
2976 GRANTS.—Section 6(1) of the Second
Chance Act of 2007 (34 U.S.C. 60504(1)) is
amended by inserting ‘‘or under section 2976 of
the Omnibus Crime Control and Safe Streets Act
0f 1968 (34 U.S.C. 10631)"’ after “‘and 212.

SEC. 503. AUDIT AND ACCOUNTABILITY OF
GRANTEES.

(a) DEFINITIONS.—In this section—

(1) the term ‘‘covered grant program’ means
grants awarded under section 115, 201, or 211 of
the Second Chance Act of 2007 (34 U.S.C. 60511,
60521, and 60531), as amended by this title;

(2) the term ‘‘covered grantee’ means a recipi-
ent of a grant from a covered grant program;

(3) the term “‘nonprofit”’, when used with re-
spect to an organization, means an organization
that is described in section 501(c)(3) of the Inter-
nal Revenue Code of 1986, and is exempt from
taxation under section 501(a) of such Code; and

(4) the term “unresolved audit finding’’ means
an audit report finding in a final audit report of
the Inspector General of the Department of Jus-
tice that a covered grantee has used grant funds
awarded to that grantee under a covered grant
program for an unauthorized expenditure or
otherwise unallowable cost that is not closed or
resolved during a 12-month period prior to the
date on which the final audit report is issued.

(b) AUDIT REQUIREMENT.—Beginning in fiscal
year 2019, and annually thereafter, the Inspec-
tor General of the Department of Justice shall
conduct audits of covered grantees to prevent
waste, fraud, and abuse of funds awarded
under covered grant programs. The Inspector
General shall determine the appropriate number
of covered grantees to be audited each year.

(c) MANDATORY EXCLUSION.—A grantee that
is found to have an unresolved audit finding
under an audit conducted under subsection (b)
may not receive grant funds under a covered
grant program in the fiscal year following the
fiscal year to which the finding relates.
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(d) REIMBURSEMENT.—If a covered grantee is
awarded funds under the covered grant program
from which it received a grant award during the
1-fiscal-year period during which the covered
grantee is ineligible for an allocation of grant
funds under subsection (c), the Attorney Gen-
eral shall—

(1) deposit into the General Fund of the
Treasury an amount that is equal to the amount
of the grant funds that were improperly award-
ed to the covered grantee; and

(2) seek to recoup the costs of the repayment
to the Fund from the covered grantee that was
improperly awarded the grant funds.

(e) PRIORITY OF GRANT AWARDS.—The Attor-
ney General, in awarding grants under a cov-
ered grant program shall give priority to eligible
entities that during the 2-year period preceding
the application for a grant have not been found
to have an unresolved audit finding.

(f) NONPROFIT REQUIREMENTS.—

(1) PROHIBITION.—A mnonprofit organization
that holds money in offshore accounts for the
purpose of avoiding the tax described in section
511(a) of the Internal Revenue Code of 1986,
shall not be eligible to receive, directly or indi-
rectly, any funds from a covered grant program.

(2) DISCLOSURE.—Each nonprofit organization
that is a covered grantee shall disclose in its ap-
plication for such a grant, as a condition of re-
ceipt of such a grant, the compensation of its of-
ficers, directors, and trustees. Such disclosure
shall include a description of the criteria relied
on to determine such compensation.

(9) PROHIBITION ON LOBBYING ACTIVITY.—

(1) IN GENERAL.—Amounts made available
under a covered grant program may not be used
by any covered grantee to—

(A) lobby any representative of the Depart-
ment of Justice regarding the award of grant
funding; or

(B) lobby any representative of the Federal
Government or a State, local, or tribal govern-
ment regarding the award of grant funding.

(2) PENALTY.—If the Attorney General deter-
mines that a covered grantee has violated para-
graph (1), the Attorney General shall—

(A) require the covered grantee to repay the
grant in full;, and

(B) prohibit the covered grantee from receiv-
ing a grant under the covered grant program
from which it received a grant award during at
least the 5-year period beginning on the date of
such violation.

SEC. 504. FEDERAL REENTRY IMPROVEMENTS.

(a) RESPONSIBLE REINTEGRATION OF OFFEND-
ERS.—Section 212 of the Second Chance Act of
2007 (34 U.S.C. 60532) is repealed.

(b) FEDERAL PRISONER REENTRY INITIATIVE.—
Section 231 of the Second Chance Act of 2007
(434 U.S.C. 60541) is amended—

(1) in subsection (g)—

(4) in paragraph (3), by striking ‘‘carried out
during fiscal years 2009 and 2010’ and inserting
“‘carried out during fiscal years 2019 through
2023”’; and

(B) in paragraph (5)(A)(ii), by striking ‘‘the
greater of 10 years or’’;

(2) by striking subsection (h);

(3) by redesignating subsection (i) as sub-
section (h); and

(4) in subsection (h), as so redesignated, by
striking ‘2009 and 2010 and inserting ‘2019
through 2023’.

(c) ENHANCING REPORTING REQUIREMENTS
PERTAINING TO COMMUNITY CORRECTIONS.—Sec-
tion 3624(c) of title 18, United States Code, is
amended—

(1) in paragraph (5), in the second sentence,
by inserting ‘‘, and number of prisoners not
being placed in community corrections facilities
for each reason set forth’ before *‘, and any
other information’’; and

(2) in paragraph (6), by striking ‘‘the Second
Chance Act of 2007 and inserting ‘‘the Second
Chance Reauthorization Act of 2018°.

(d) TERMINATION OF STUDY ON EFFECTIVENESS
OF DEPOT NALTREXONE FOR HEROIN ADDIC-
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TION.—Section 244 of the Second Chance Act of
2007 (34 U.S.C. 60554) is repealed.

(e) AUTHORIZATION OF APPROPRIATIONS FOR
RESEARCH.—Section 245 of the Second Chance
Act of 2007 (34 U.S.C. 60555) is amended—

(1) by striking 243, and 244"’ and inserting
“and 243”’; and

(2) by striking ‘310,000,000 for each of the fis-
cal years 2009 and 2010 and inserting
““$5,000,000 for each of the fiscal years 2019,
2020, 2021, 2022, and 2023°.

(f) FEDERAL PRISONER RECIDIVISM REDUCTION
PROGRAMMING ENHANCEMENT.—

(1) IN GENERAL.—Section 3621 of title 18,
United States Code, as amended by section
102(a) of this Act, is amended—

(A) by redesignating subsection (g) as sub-
section (i); and

(B) by inserting after subsection (f) the fol-
lowing:

““(9) PARTNERSHIPS TO EXPAND ACCESS TO RE-
ENTRY PROGRAMS PROVEN TO REDUCE RECIDI-
VISM.—

‘““(1) DEFINITION.—The term ‘demonstrated to
reduce recidivism’ means that the Director of
Bureau of Prisons has determined that appro-
priate research has been conducted and has
validated the effectiveness of the type of pro-
gram on recidivism.

““(2) ELIGIBILITY FOR RECIDIVISM REDUCTION
PARTNERSHIP.—A faith-based or community-
based nonprofit organization that provides men-
toring or other programs that have been dem-
onstrated to reduce recidivism is eligible to enter
into a recidivism reduction partnership with a
prison or community-based facility operated by
the Bureau of Prisons.

““(3) RECIDIVISM REDUCTION PARTNERSHIPS.—
The Director of the Bureau of Prisons shall de-
velop policies to require wardens of prisons and
community-based facilities to enter into recidi-
vism reduction partnerships with faith-based
and community-based mnonmprofit organizations
that are willing to provide, on a volunteer basis,
programs described in paragraph (2).

‘““(4) REPORTING REQUIREMENT.—The Director
of the Bureau of Prisons shall submit to Con-
gress an annual report on the last day of each
fiscal year that—

‘““(A) details, for each prison and community-
based facility for the fiscal year just ended—

‘(i) the number of recidivism reduction part-
nerships under this section that were in effect;

““(ii) the number of volunteers that provided
recidivism reduction programming,; and

““(iii) the number of recidivism reduction pro-
gramming hours provided, and

‘““(B) explains any disparities between facili-
ties in the numbers reported under subpara-
graph (A).”.

(2) EFFECTIVE DATE.—The amendments made
by paragraph (1) shall take effect 180 days after
the date of enactment of this Act.

(9) REPEALS.—

(1) Section 2978 of title I of the Omnibus Crime
Control and Safe Streets Act of 1968 (34 U.S.C.
10633) is repealed.

(2) Part CC of title I of the Omnibus Crime
Control and Safe Streets Act of 1968 (34 U.S.C.
10581 et seq.) is repealed.

SEC. 505. FEDERAL INTERAGENCY REENTRY CO-
ORDINATION.

(a) REENTRY COORDINATION.—The Attorney
General, in consultation with the Secretary of
Housing and Urban Development, the Secretary
of Labor, the Secretary of Education, the Sec-
retary of Health and Human Services, the Sec-
retary of Veterans Affairs, the Secretary of Ag-
riculture, and the heads of such other agencies
of the Federal Government as the Attorney Gen-
eral considers appropriate, and in collaboration
with interested persons, service providers, non-
profit organizations, and State, tribal, and local
governments, shall coordinate on Federal pro-
grams, policies, and activities relating to the re-
entry of individuals returning from incarcer-
ation to the community, with an emphasis on
evidence-based practices and protection against
duplication of services.
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(b) REPORT.—Not later than 2 years after the
date of the enactment of this Act, the Attorney
General, in consultation with the Secretaries
listed in subsection (a), shall submit to Congress
a report summarizing the achievements under
subsection (a), and including recommendations
for Congress that would further reduce barriers
to successful reentry.

SEC. 506. CONFERENCE EXPENDITURES.

(a) LIMITATION.—No amounts authorized to be
appropriated to the Department of Justice under
this title, or any amendments made by this title,
may be used by the Attorney General, or by any
individual or organization awarded discre-
tionary funds under this title, or any amend-
ments made by this title, to host or support any
expenditure for conferences that uses more than
$20,000 in Department funds, unless the Deputy
Attorney General or such Assistant Attorney
Generals, Directors, or principal deputies as the
Deputy Attorney General may designate, pro-
vides prior written authorization that the funds
may be expended to host a conference. A con-
ference that uses movre than $20,000 in such
funds, but less than an average of 3500 in such
funds for each attendee of the conference, shall
not be subject to the limitations of this section.

(b) WRITTEN APPROVAL.—Written approval
under subsection (a) shall include a written esti-
mate of all costs associated with the conference,
including the cost of all food and beverages,
audiovisual equipment, honoraria for speakers,
and any entertainment.

(¢c) REPORT.—The Deputly Attorney General
shall submit an annual report to the Committee
on the Judiciary of the Senate and the Com-
mittee on the Judiciary of the House of Rep-
resentatives on all approved conference expendi-
tures referenced in this section.

SEC. 507. EVALUATION OF THE SECOND CHANCE
ACT PROGRAM.

(a) EVALUATION OF THE SECOND CHANCE ACT
GRANT PROGRAM.—Not later than 5 years after
the date of enactment of this Act, the National
Institute of Justice shall evaluate the effective-
ness of grants used by the Department of Justice
to support offender reentry and recidivism re-
duction programs at the State, local, Tribal, and
Federal levels. The National Institute of Justice
shall evaluate the following:

(1) The effectiveness of such programs in rela-
tion to their cost, including the extent to which
the programs improve reentry outcomes, includ-
ing employment, education, housing, reductions
in recidivism, of participants in comparison to
comparably situated individuals who did not
participate in such programs and activities.

(2) The effectiveness of program structures
and mechanisms for delivery of services.

(3) The impact of such programs on the com-
munities and participants involved.

(4) The impact of such programs on related
programs and activities.

(5) The extent to which such programs meet
the needs of various demographic groups.

(6) The quality and effectiveness of technical
assistance provided by the Department of Jus-
tice to grantees for implementing such programs.

(7) Such other factors as may be appropriate.

(b) AUTHORIZATION OF FUNDS FOR EVALUA-
TION.—Not more than 1 percent of any amounts
authoriced to be appropriated to carry out the
Second Chance Act grant program shall be made
available to the National Institute of Justice
each year to evaluate the processes, implementa-
tion, outcomes, costs, and effectiveness of the
Second Chance Act grant program in improving
reentry and reducing recidivism. Such funding
may be used to provide support to grantees for
supplemental data collection, analysis, and co-
ordination associated with evaluation activities.

(c) TECHNIQUES.—Evaluations conducted
under this section shall use appropriate method-
ology and research designs. Impact evaluations
conducted under this section shall include the
use of intervention and control groups chosen
by random assignment methods, to the extent
possible.
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(d) METRICS AND OUTCOMES FOR EVALUA-
TION.—

(1) IN GENERAL.—Not later than 180 days after
the date of enactment of this Act, the National
Institute of Justice shall consult with relevant
stakeholders and identify outcome measures, in-
cluding employment, housing, education, and
public safety, that are to be achieved by pro-
grams authorized under the Second Chance Act
grant program and the metrics by which the
achievement of such outcomes shall be deter-
mined.

(2) PUBLICATION.—Not later than 30 days
after the date on which the National Institute of
Justice identifies metrics and outcomes under
paragraph (1), the Attorney General shall pub-
lish such metrics and outcomes identified.

(e) DATA COLLECTION.—As a condition of
award under the Second Chance Act grant pro-
gram (including a subaward wunder section
3021(b) of title I of the Omnibus Crime Control
and Safe Streets Act of 1968 (34 U.S.C.
10701(b))), grantees shall be required to collect
and report to the Department of Justice data
based upon the metrics identified under sub-
section (d). In accordance with applicable law,
collection of individual-level data wunder a
pledge of confidentiality shall be protected by
the National Institute of Justice in accordance
with such pledge.

(f) DATA ACCESSIBILITY.—Not later than &
years after the date of enactment of this Act,
the National Institute of Justice shall—

(1) make data collected during the course of
evaluation under this section available in de-
identified form in such a manner that reason-
ably protects a pledge of confidentiality to par-
ticipants under subsection (e); and

(2) make identifiable data collected during the
course of evaluation under this section available
to qualified researchers for future research and
evaluation, in accordance with applicable law.

(9) PUBLICATION AND REPORTING OF EVALUA-
TION FINDINGS.—The National Institute of Jus-
tice shall—

(1) not later than 365 days after the date on
which the enrollment of participants in an im-
pact evaluation is completed, publish an interim
report on such evaluation;

(2) not later than 90 days after the date on
which any evaluation is completed, publish and
make publicly available such evaluation; and

(3) not later than 60 days after the completion
date described in paragraph (2), submit a report
to the Committee on the Judiciary of the House
of Representatives and the Committee on the Ju-
diciary of the Senate on such evaluation.

(h) SECOND CHANCE ACT GRANT PROGRAM DE-
FINED.—In this section, the term ‘‘Second
Chance Act grant program’ means any grant
program reauthorized under this title and the
amendments made by this title.

SEC. 508. GAO REVIEW.

Not later than 3 years after the date of enact-
ment of the First Step Act of 2018 the Comp-
troller General of the United States shall con-
duct a review of all of the grant awards made
under this title and amendments made by this
title that includes—

(1) an evaluation of the effectiveness of the re-
entry programs funded by grant awards under
this title and amendments made by this title at
reducing recidivism, including a determination
of which reentry programs were most effective;

(2) recommendations on how to improve the
effectiveness of reentry programs, including
those for which prisoners may earn time credits
under the First Step Act of 2018; and

(3) an evaluation of the effectiveness of men-
tal health services, drug treatment, medical
care, job training and placement, educational
services, and vocational services programs fund-
ed under this title and amendments made by this
title.
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TITLE VI—-MISCELLANEOUS CRIMINAL
JUSTICE
SEC. 601. PLACEMENT OF PRISONERS CLOSE TO
FAMILIES.

Section 3621(b) of title 18, United States Code,
is amended—

(1) by striking ‘‘shall designate the place of
the prisoner’s imprisonment.”” and inserting
‘“‘shall designate the place of the prisoner’s im-
prisonment, and shall, subject to bed avail-
ability, the prisoner’s security designation, the
prisoner’s programmatic meeds, the prisoner’s
mental and medical health needs, any request
made by the prisoner related to faith-based
needs, recommendations of the sentencing court,
and other security concerns of the Bureau of
Prisons, place the prisoner in a facility as close
as practicable to the prisoner’s primary resi-
dence, and to the extent practicable, in a facil-
ity within 500 driving miles of that residence.
The Bureau shall, subject to consideration of
the factors described in the preceding sentence
and the prisoner’s preference for staying at his
or her current facility or being transferred,
transfer prisoners to facilities that are closer to
the prisoner’s primary residence even if the pris-
oner is already in a facility within 500 driving
miles of that residence.”’; and

(2) by adding at the end the following: ‘‘Not-
withstanding any other provision of law, a des-
ignation of a place of imprisonment under this
subsection is not reviewable by any court.”’.
SEC. 602. HOME CONFINEMENT FOR LOW-RISK

PRISONERS.

Section 3624(c)(2) of title 18, United States
Code, is amended by adding at the end the fol-
lowing: ‘““The Bureau of Prisons shall, to the ex-
tent practicable, place prisoners with lower risk
levels and lower needs on home confinement for
the maximum amount of time permitted under
this paragraph.’’.

SEC. 603. FEDERAL PRISONER REENTRY INITIA-
TIVE REAUTHORIZATION; MODIFICA-
TION OF IMPOSED TERM OF IMPRIS-
ONMENT.

(a) FEDERAL PRISONER REENTRY INITIATIVE
REAUTHORIZATION.—Section 231(g) of the Sec-
ond Chance Act of 2007 (34 U.S.C. 60541(g)) is
amended—

(1) in paragraph (1)—

(4) by inserting “‘and eligible terminally ill of-
fenders” after ‘‘elderly offenders’ each place
the term appears;

(B) in subparagraph (4), by striking ‘“‘a Bu-
reau of Prisons facility’ and inserting ‘‘Bureau
of Prisons facilities’’;

(C) in subparagraph (B)—

(i) by striking ‘‘the Bureau of Prisons facil-
ity” and inserting ‘‘Bureau of Prisons facili-
ties”’; and

(ii) by inserting ‘‘, upon written request from
either the Bureau of Prisons or an eligible elder-
ly offender or eligible terminally ill offender”
after ‘‘to home detention’’; and

(D) in subparagraph (C), by striking ‘‘the Bu-
reau of Prisons facility’’ and inserting ‘“‘Bureau
of Prisons facilities’’;

(2) in paragraph (2), by inserting ‘‘or eligible
terminally ill offender’ after “‘elderly offender’’;

(3) in paragraph (3), as amended by section
504(b)(1)(A) of this Act, by striking ‘“‘at least one
Bureau of Prisons facility’”’ and inserting ‘‘Bu-
reau of Prisons facilities’’; and

(4) in paragraph (4)—

(4) by inserting ‘“‘or eligible terminally ill of-
fender”’ after ‘‘each eligible elderly offender’’;
and

(B) by inserting “‘and eligible terminally ill of-
fenders’ after ‘‘eligible elderly offenders’’; and

(5) in paragraph (5)—

(4) in subparagraph (A)—

(i) in clause (i), striking ‘65 years of age’ and
inserting ‘60 years of age’’; and

(i) in clause (ii), as amended by section
504(b)(1)(B) of this Act, by striking ‘75 percent’
and inserting “‘%3”’; and

(B) by adding at the end the following:

n
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‘(D) ELIGIBLE TERMINALLY ILL OFFENDER.—
The term ‘eligible terminally ill offender’ means
an offender in the custody of the Bureau of
Prisons who—

““(i) is serving a term of imprisonment based
on conviction for an offense or offenses that do
not include any crime of violence (as defined in
section 16(a) of title 18, United States Code), sex
offense (as defined in section 111(5) of the Sex
Offender Registration and Notification Act (34
U.S.C. 20911(5))), offense described in section
2332b(9)(5)(B) of title 18, United States Code, or
offense under chapter 37 of title 18, United
States Code;

‘‘(ii) satisfies the criteria specified in clauses
(iii) through (vii) of subparagraph (A); and

““(iii) has been determined by a medical doctor
approved by the Bureau of Prisons to be—

“(I) in need of care at a nursing home, inter-
mediate care facility, or assisted living facility,
as those terms are defined in section 232 of the
National Housing Act (12 U.S.C. 1715w); or

“(11) diagnosed with a terminal illness.”.

(b) INCREASING THE USE AND TRANSPARENCY
OF COMPASSIONATE RELEASE.—Section 3582 of
title 18, United States Code, is amended—

(1) in subsection (c)(1)(4), in the matter pre-
ceding clause (i), by inserting after ‘“‘Bureau of
Prisons,”’ the following: ‘‘or upon motion of the
defendant after the defendant has fully ex-
hausted all administrative rights to appeal a
failure of the Bureau of Prisons to bring a mo-
tion on the defendant’s behalf or the lapse of 30
days from the receipt of such a request by the
warden of the defendant’s facility, whichever is
earlier,’’;

(2) by redesignating subsection (d) as sub-
section (e); and

(3) by inserting after subsection (c) the fol-
lowing:

““(d) NOTIFICATION REQUIREMENTS.—

‘(1) TERMINAL ILLNESS DEFINED.—In this sub-
section, the term ‘terminal illness’ means a dis-
ease or condition with an end-of-life trajectory.

‘““(2) NOTIFICATION.—The Bureau of Prisons
shall, subject to any applicable confidentiality
requirements—

“(A) in the case of a defendant diagnosed
with a terminal illness—

““(i) not later than 72 hours after the diagnosis
notify the defendant’s attorney, partner, and
family members of the defendant’s condition
and inform the defendant’s attorney, partner,
and family members that they may prepare and
submit on the defendant’s behalf a request for a
sentence reduction pursuant to subsection
(e)(1)(A);

‘“(ii) mot later than 7 days after the date of
the diagnosis, provide the defendant’s partner
and family members (including extended family)
with an opportunity to visit the defendant in
person;

““(iii) upon request from the defendant or his
attorney, partner, or a family member, ensure
that Bureau of Prisons employees assist the de-
fendant in the preparation, drafting, and sub-
mission of a request for a sentence reduction
pursuant to subsection (c)(1)(4); and

““(iv) not later than 14 days of receipt of a re-
quest for a sentence reduction submitted on the
defendant’s behalf by the defendant or the de-
fendant’s attorney, partner, or family member,
process the request;

‘““(B) in the case of a defendant who is phys-
ically or mentally unable to submit a request for
a sentence reduction pursuant to subsection
(©)(1)(A)—

““(i) inform the defendant’s attorney, partner,
and family members that they may prepare and
submit on the defendant’s behalf a request for a
sentence reduction pursuant to subsection
(e)(1)(A);

““(ii) accept and process a request for sentence
reduction that has been prepared and submitted
on the defendant’s behalf by the defendant’s at-
torney, partner, or family member under clause
(i); and

“‘(iii) upon request from the defendant or his
attorney, partner, or family member, ensure that
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Bureau of Prisons employees assist the defend-
ant in the preparation, drafting, and submission
of a request for a sentence reduction pursuant
to subsection (c)(1)(A); and

“(C) ensure that all Bureau of Prisons facili-
ties regularly and visibly post, including in pris-
oner handbooks, staff training materials, and
facility law libraries and medical and hospice
facilities, and make available to prisoners upon
demand, notice of—

‘(i) a defendant’s ability to request a sentence
reduction pursuant to subsection (c)(1)(A);

““(ii) the procedures and timelines for initi-
ating and resolving requests described in clause
(i); and

“‘(iii) the right to appeal a denial of a request
described in clause (i) after all administrative
rights to appeal within the Bureau of Prisons
have been exhausted.

““(3) ANNUAL REPORT.—Not later than 1 year
after the date of enactment of this subsection,
and once every year thereafter, the Director of
the Bureau of Prisons shall submit to the Com-
mittee on the Judiciary of the Senate and the
Committee on the Judiciary of the House of Rep-
resentatives a report on requests for sentence re-
ductions pursuant to subsection (c)(1)(A), which
shall include a description of, for the previous
year—

““(A) the number of prisoners granted and de-
nied sentence reductions, categorized by the cri-
teria relied on as the grounds for a reduction in
sentence;

“(B) the number of requests initiated by or on
behalf of prisoners, categorized by the criteria
relied on as the grounds for a reduction in sen-
tence;

“(C) the number of requests that Bureau of
Prisons employees assisted prisoners in drafting,
preparing, or submitting, categorized by the cri-
teria relied on as the grounds for a reduction in
sentence, and the final decision made in each
request;

‘(D) the number of requests that attorneys,
partners, or family members submitted on a de-
fendant’s behalf, categorized by the criteria re-
lied on as the grounds for a reduction in sen-
tence, and the final decision made in each re-
quest;

“(E) the number of requests approved by the
Director of the Bureau of Prisons, categorized
by the criteria relied on as the grounds for a re-
duction in sentence;

“(F) the number of requests denied by the Di-
rector of the Bureau of Prisons and the reasons
given for each denial, categorized by the criteria
relied on as the grounds for a reduction in sen-
tence;

“(G) for each request, the time elapsed be-
tween the date the request was received by the
warden and the final decision, categorized by
the criteria relied on as the grounds for a reduc-
tion in sentence;

‘“(H) for each request, the number of prisoners
who died while their request was pending and,
for each, the amount of time that had elapsed
between the date the request was received by the
Bureau of Prisons, categorized by the criteria
relied on as the grounds for a reduction in sen-
tence;

“(I) the number of Bureau of Prisons notifica-
tions to attorneys, partners, and family members
of their right to visit a terminally ill defendant
as required under paragraph (2)(A4)(ii) and, for
each, whether a visit occurred and how much
time elapsed between the notification and the
Visit;

“(J) the number of visits to terminally ill pris-
oners that were denied by the Bureau of Prisons
due to security or other concerns, and the rea-
sons given for each denial; and

“(K) the number of motions filed by defend-
ants with the court after all administrative
rights to appeal a denial of a sentence reduction
had been exhausted, the outcome of each mo-
tion, and the time that had elapsed between the
date the request was first received by the Bu-
reau of Prisons and the date the defendant filed
the motion with the court.”.
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SEC. 604. IDENTIFICATION FOR RETURNING CITI-
ZENS.

(a) IDENTIFICATION AND RELEASE ASSISTANCE
FOR FEDERAL PRISONERS.—Section 231(b) of the
Second Chance Act of 2007 (34 U.S.C. 60541(b))
is amended—

(1) in paragraph (1)—

(A) by striking ‘“‘(including’”’ and inserting
“prior to release from a term of imprisonment in
a Federal prison or if the individual was not
sentenced to a term of imprisonment in a Fed-
eral prison, prior to release from a sentence to a
term in community confinement, including’’;
and

(B) by striking ‘‘or birth certificate) prior to
release’’ and inserting ‘“‘and a birth certificate’’;
and

(2) by adding at the end the following:

‘“(4) DEFINITION.—In this subsection, the term
‘community confinement’ means residence in a
community treatment center, halfway house,
restitution center, mental health facility, alco-
hol or drug rehabilitation center, or other com-
munity facility.”’.

(b) DUTIES OF THE BUREAU OF PRISONS.—Sec-
tion 4042(a) of title 18, United States Code, is
amended—

(1) by redesignating paragraphs (D) and (E)
as paragraphs (6) and (7), respectively;

(2) in paragraph (6) (as so redesignated)—

(4) in clause (i)—

(i) by striking ‘‘Social Security Cards,”’; and

(ii) by striking “‘and’’ at the end;

(B) by redesignating clause (ii) as clause (iii);

(C) by inserting after clause (i) the following:

““(it) obtain identification, including a social
security card, driver’s license or other official
photo identification, and a birth certificate;
and’’;

(D) in clause (iii) (as so redesignated), by in-
serting after ‘‘prior to release’ the following:
“from a sentence to a term of imprisonment in a
Federal prison or if the individual was not sen-
tenced to a term of imprisonment in a Federal
prison, prior to release from a sentence to a term
of community confinement’’; and

(E) by redesignating clauses (i), (ii), and (iii)
(as so amended) as subparagraphs (4), (B), and
(C), respectively, and adjusting the margins ac-
cordingly; and

(3) in paragraph (7) (as so redesignated), by
redesignating clauses (i) through (vii) as sub-
paragraphs (A) through (G), respectively, and
adjusting the margins accordingly.

SEC. 605. EXPANDING INMATE EMPLOYMENT
THROUGH FEDERAL PRISON INDUS-
TRIES.

(a) NEW MARKET AUTHORIZATIONS.—Chapter
307 of title 18, United States Code, is amended
by inserting after section 4129 the following:
“§4130. Additional markets

‘““(a) IN GENERAL.—Except as provided in sub-
section (b), notwithstanding any other provision
of law, Federal Prison Industries may sell prod-
ucts to—

‘(1) public entities for use in penal or correc-
tional institutions;

““(2) public entities for use in disaster relief or
emergency response;

“(3) the government of the District of Colum-
bia; and

‘““(4) any organization described in subsection
(c)(3), (c)(4), or (d) of section 501 of the Internal
Revenue Code of 1986 that is exempt from tax-
ation under section 501(a) of such Code.

‘““(b) OFFICE FURNITURE.—Federal Prison In-
dustries may not sell office furniture to the or-
ganizations described in subsection (a)(4).

‘‘(c) DEFINITIONS.—In this section:

‘“(1) The term ‘office furniture’ means any
product or service offering intended to meet the
furnishing needs of the workplace, including of-
fice, healthcare, educational, and hospitality
environments.

““(2) The term ‘public entity’ means a State, a
subdivision of a State, an Indian tribe, and an
agency or governmental corporation or business
of any of the foregoing.
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‘“(3) The term ‘State’ means a State, the Dis-
trict of Columbia, the Commonwealth of Puerto
Rico, Guam, American Samoa, the Northern
Mariana Islands, and the United States Virgin
Islands.”.

(b) TECHNICAL AMENDMENT.—The table of sec-
tions for chapter 307 of title 18, United States
Code, is amended by inserting after the item re-
lating to section 4129 the following:

“4130. Additional markets.”.

(c) DEFERRED COMPENSATION.—Section
4126(c)(4) of title 18, United States Code, is
amended by inserting after ‘‘operations,” the
following: ‘“‘not less than 15 percent of such
compensation for any inmate shall be reserved
in the fund or a separate account and made
available to assist the inmate with costs associ-
ated with release from prison,”’.

(d) GAO REPORT.—Beginning not later than
90 days after the date of enactment of this Act,
the Comptroller General of the United States
shall conduct an audit of Federal Prison Indus-
tries that includes the following:

(1) An evaluation of Federal Prison
Industries’s effectiveness in reducing recidivism
compared to other rehabilitative programs in the
prison system.

(2) An evaluation of the scope and size of the
additional markets made available to Federal
Prison Industries under this section and the
total market value that would be opened up to
Federal Prison Industries for competition with
private sector providers of products and services.

(3) An evaluation of whether the following
factors create an unfair competitive environ-
ment between Federal Prison Industries and pri-
vate sector providers of products and services
which would be exacerbated by further expan-
sion:

(A) Federal Prison Industries’s status as a
mandatory source of supply for Federal agencies
and the requirement that the buying agency
must obtain a waiver in order to make a com-
petitive purchase from the private sector if the
item to be acquired is listed on the schedule of
products and services published by Federal Pris-
on Industries.

(B) Federal Prison Industries’s ability to de-
termine that the price to be paid by Federal
Agencies is fair and reasonable, rather than
such a determination being made by the buying
agency.

(C) An examination of the extent to which
Federal Prison Industries is bound by the re-
quirements of the generally applicable Federal
Acquisition Regulation pertaining to the con-
formity of the delivered product with the speci-
fied design and performance specifications and
adherence to the delivery schedule required by
the Federal agency, based on the transactions
being categorized as interagency transfers.

(D) An examination of the extent to which
Federal Prison Industries avoids transactions
that are little more than pass through trans-
actions where the work provided by inmates
does not create meaningful value or meaningful
work opportunities for inmates.

(E) The extent to which Federal Prison Indus-
tries must comply with the same worker protec-
tion, workplace safety and similar regulations
applicable to, and enforceable against, Federal
contractors.

(F) The wages Federal Prison Industries pays
to inmates, taking into account inmate produc-
tivity and other factors such as security con-
cerns associated with having a facility in a pris-
on.
(G) The effect of any additional cost advan-
tages Federal Prison Industries has over private
sector providers of goods and services, includ-
ing—

(i) the costs absorbed by the Bureau of Prisons
such as inmate medical care and infrastructure
expenses including real estate and utilities; and

(ii) its exemption from Federal and State in-
come taxes and property taxes.

(4) An evaluation of the extent to which the
customers of Federal Prison Industries are satis-
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fied with quality, price, and timely delivery of
the products and services provided it provides,
including summaries of other independent as-
sessments such as reports of agency inspectors
general, if applicable.

SEC. 606. DE-ESCALATION TRAINING.

Beginning not later than 1 year after the date
of enactment of this Act, the Director of the Bu-
reau of Prisons shall incorporate into training
programs provided to officers and employees of
the Bureau of Prisons (including officers and
employees of an organization with which the
Bureau of Prisons has a contract to provide
services relating to imprisonment) specialized
and comprehensive training in procedures to—

(1) de-escalate encounters between a law en-
forcement officer or an officer or employee of the
Bureau of Prisons, and a civilian or a prisoner
(as such term is defined in section 3635 of title
18, United States Code, as added by section
101(a) of this Act); and

(2) identify and appropriately respond to inci-
dents that involve the unique needs of individ-
uals who have a mental illness or cognitive def-
icit.

SEC. 607. EVIDENCE-BASED TREATMENT FOR
OPIOID AND HEROIN ABUSE.

(a) REPORT ON EVIDENCE-BASED TREATMENT
FOR OPIOID AND HEROIN ABUSE.—Not later than
90 days after the date of enactment of this Act,
the Director of the Bureau of Prisons shall sub-
mit to the Committees on the Judiciary and the
Committees on Appropriations of the Senate and
of the House of Representatives a report assess-
ing the availability of and the capacity of the
Bureau of Prisons to treat heroin and opioid
abuse through evidence-based programs, includ-
ing medication-assisted treatment where appro-
priate. In preparing the report, the Director
shall consider medication-assisted treatment as
a strategy to assist in treatment where appro-
priate and not as a replacement for holistic and
other drug-free approaches. The report shall in-
clude a description of plans to expand access to
evidence-based treatment for heroin and opioid
abuse for prisoners, including access to medica-
tion-assisted treatment in appropriate cases.
Following submission, the Director shall take
steps to implement these plans.

(b) REPORT ON THE AVAILABILITY OF MEDICA-
TION-ASSISTED TREATMENT FOR OPIOID AND
HEROIN ABUSE, AND IMPLEMENTATION THERE-
OF.—Not later than 120 days after the date of
enactment of this Act, the Director of the Ad-
ministrative Office of the United States Courts
shall submit to the Committees on the Judiciary
and the Committees on Appropriations of the
Senate and of the House of Representatives a re-
port assessing the availability of and capacity
for the provision of medication-assisted treat-
ment for opioid and heroin abuse by treatment
service providers serving prisoners who are serv-
ing a term of supervised release, and including
a description of plans to expand access to medi-
cation-assisted treatment for heroin and opioid
abuse whenever appropriate among prisoners
under supervised release. Following submission,
the Director will take steps to implement these
plans.

SEC. 608. PILOT PROGRAMS.

(a) IN GENERAL.—The Bureau of Prisons shall
establish each of the following pilot programs
for 5 years, in at least 20 facilities:

(1) MENTORSHIP FOR YOUTH.—A program to
pair youth with volunteers from faith-based or
community organizations, which may include
formerly incarcerated offenders, that have rel-
evant experience or expertise in mentoring, and
a willingness to serve as a mentor in such a ca-
pacity.

(2) SERVICE TO ABANDONED, RESCUED, OR OTH-
ERWISE VULNERABLE ANIMALS.—A program to
equip prisoners with the skills to provide train-
ing and therapy to animals seiced by Federal
law enforcement under asset forfeiture author-
ity and to organizations that provide shelter
and similar services to abandoned, rescued, or
otherwise vulnerable animals.
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(b) REPORTING REQUIREMENT.—Not later than
1 year after the conclusion of the pilot pro-
grams, the Attorney General shall report to Con-
gress on the results of the pilot programs under
this section. Such report shall include cost sav-
ings, numbers of participants, and information
about recidivism rates among participants.

(c) DEFINITION.—In this title, the term
‘“youth’ means a prisoner (as such term is de-
fined in section 3635 of title 18, United States
Code, as added by section 101(a) of this Act)
who was 21 years of age or younger at the time
of the commission or alleged commission of the
criminal offense for which the individual is
being prosecuted or serving a term of imprison-
ment, as the case may be.

SEC. 609. ENSURING SUPERVISION OF RELEASED
SEXUALLY DANGEROUS PERSONS.

(a) PROBATION OFFICERS.—Section 3603 of
title 18, United States Code, is amended in para-
graph (8)(A) by striking ‘“‘or 4246’ and inserting
4246, or 4248°.

(b) PRETRIAL SERVICES OFFICERS.—Section
3154 of title 18, United States Code, is amended
in paragraph (12)(A) by striking “‘or 4246’ and
inserting *‘, 4246, or 4248°°.

SEC. 610. DATA COLLECTION.

(a) NATIONAL PRISONER STATISTICS PRO-
GRAM.—Beginning not later than 1 year after
the date of enactment of this Act, and annually
thereafter, pursuant to the authority under sec-
tion 302 of the Omnibus Crime Control and Safe
Streets Act of 1968 (42 U.S.C. 3732), the Director
of the Bureau of Justice Statistics, with infor-
mation that shall be provided by the Director of
the Bureau of Prisons, shall include in the Na-
tional Prisoner Statistics Program the following:

(1) The number of prisoners (as such term is
defined in section 3635 of title 18, United States
Code, as added by section 101(a) of this Act)
who are veterans of the Armed Forces of the
United States.

(2) The number of prisoners who have been
placed in solitary confinement at any time dur-
ing the previous year.

(3) The number of female prisoners known by
the Bureau of Prisons to be pregnant, as well as
the outcomes of such pregnancies, including in-
formation on pregnancies that result in live
birth, stillbirth, miscarriage, abortion, ectopic
pregnancy, maternal death, mneonatal death,
and preterm birth.

(4) The number of prisoners who volunteered
to participate in a substance abuse treatment
program, and the number of prisoners who have
participated in such a program.

(5) The number of prisoners provided medica-
tion-assisted treatment with medication ap-
proved by the Food and Drug Administration
while in custody in order to treat substance use
disorder.

(6) The number of prisoners who were receiv-
ing medication-assisted treatment with medica-
tion approved by the Food and Drug Adminis-
tration prior to the commencement of their term
of imprisonment.

(7) The number of prisoners who are the par-
ent or guardian of a minor child.

(8) The number of prisoners who are single,
married, or otherwise in a committed relation-
ship.

(9) The number of prisoners who have not
achieved a GED, high school diploma, or equiv-
alent prior to entering prison.

(10) The number of prisoners who, during the
previous year, received their GED or other
equivalent certificate while incarcerated.

(11) The numbers of prisoners for whom
English is a second language.

(12) The number of incidents, during the pre-
vious year, in which restraints were used on a
female prisoner during pregnancy, labor, or
postpartum recovery, as well as information re-
lating to the type of restraints used, and the cir-
cumstances under which each incident occurred.

(13) The wvacancy rate for medical and
healthcare staff positions, and average length of
such a vacancy.
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(14) The number of facilities that operated, at
any time during the previous year, without at
least 1 clinical nurse, certified paramedic, or li-
censed physician on site.

(15) The number of facilities that during the
previous year were accredited by the American
Correctional Association.

(16) The number and type of recidivism reduc-
tion partnerships described in section 3621(h)(5)
of title 18, United States Code, as added by sec-
tion 102(a) of this Act, entered into by each fa-
cility.

(17) The number of facilities with remote
learning capabilities.

(18) The number of facilities that offer pris-
oners video conferencing.

(19) Any changes in costs related to legal
phone calls and visits following implementation
of section 3632(d)(1) of title 18, United States
Code, as added by section 101(a) of this Act.

(20) The number of aliens in prison during the
previous year.

(21) For each Bureau of Prisons facility, the
total number of violations that resulted in re-
ductions in rewards, incentives, or time credits,
the number of such violations for each category
of violation, and the demographic breakdown of
the prisoners who have received such reduc-
tions.

(22) The number of assaults on Bureau of
Prisons staff by prisoners and the number of
criminal prosecutions of prisoners for assaulting
Bureau of Prisons staff.

(23) The capacity of each recidivism reduction
program and productive activity to accommo-
date eligible inmates at each Bureau of Prisons
facility.

(24) The number of volunteers who were cer-
tified to volunteer in a Bureau of Prisons facil-
ity, broken down by level (level I and level II),
and by each Bureau of Prisons facility.

(25) The number of prisoners enrolled in re-
cidivism reduction programs and productive ac-
tivities at each Bureau of Prisons facility, bro-
ken down by risk level and by program, and the
number of those enrolled prisoners who success-
fully completed each program.

(26) The breakdown of prisoners classified at
each risk level by demographic characteristics,
including age, sex, race, and the length of the
sentence imposed.

(b) REPORT TO JUDICIARY COMMITTEES.—Be-
ginning not later than 1 year after the date of
enactment of this Act, and annually thereafter
for a period of 7 years, the Director of the Bu-
reau of Justice Statistics shall submit a report
containing the information described in para-
graphs (1) through (26) of subsection (a) to the
Committee on the Judiciary of the Senate and
the Committee on the Judiciary of the House of
Representatives.

SEC. 611. HEALTHCARE PRODUCTS.

(a) AVAILABILITY.—The Director of the Bu-
reau of Prisons shall make the healthcare prod-
ucts described in subsection (c) available to pris-
oners for free, in a quantity that is appropriate
to the healthcare needs of each prisoner.

(b) QUALITY PRODUCTS.—The Director shall
ensure that the healthcare products provided
under this section conform with applicable in-
dustry standards.

(c) PRODUCTS.—The healthcare products de-
scribed in this subsection are tampons and sani-
tary napkins.

SEC. 612. ADULT AND JUVENILE COLLABORATION
PROGRAMS.

Section 2991 of title I of the Omnibus Crime
Control and Safe Streets Act of 1968 (34 U.S.C.
10651) is amended—

(1) in subsection (b)(4)—

(A4) by striking subparagraph (D); and

(B) by redesignating subparagraph (E) as sub-
paragraph (D);

(2) in subsection (e), by striking ‘“‘may use up
to 3 percent’” and inserting ‘‘shall use not less
than 6 percent’’; and

(3) by amending subsection (g) to read as fol-
lows:
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““(9) COLLABORATION SET-ASIDE.—The Attor-
ney General shall use not less than 8 percent of
funds appropriated to provide technical assist-
ance to State and local govermments receiving
grants under this part to foster collaboration be-
tween such governments in furtherance of the
purposes set forth in section 3 of the Mentally
111 Offender Treatment and Crime Reduction Act
of 2004 (34 U.S.C. 10651 note).”.

SEC. 613. JUVENILE SOLITARY CONFINEMENT.

(a) IN GENERAL.—Chapter 403 of title 18,
United States Code, is amended by adding at the
end the following:

“§5043. Juvenile solitary confinement

““(a) DEFINITIONS.—In this section—

‘(1) the term ‘covered juvenile’ means—

“(A) a juvenile who—

“(i) is being proceeded against under this
chapter for an alleged act of juvenile delin-
quency; or

“(ii) has been adjudicated delinquent under
this chapter; or

‘“‘B) a juvenile who is being proceeded
against as an adult in a district court of the
United States for an alleged criminal offense;

“(2) the term ‘juvenile facility’ means any fa-
cility where covered juveniles are—

“(A) committed pursuant to an adjudication
of delinquency under this chapter; or

“(B) detained prior to disposition or convic-
tion; and

“(3) the term ‘room confinement’ means the
involuntary placement of a covered juvenile
alone in a cell, room, or other area for any rea-
Son.

“(b) PROHIBITION ON ROOM CONFINEMENT IN
JUVENILE FACILITIES.—

““(1) IN GENERAL.—The use of room confine-
ment at a juvenile facility for discipline, punish-
ment, retaliation, or any reason other than as a
temporary response to a covered juvenile’s be-
havior that poses a serious and immediate risk
of physical harm to any individual, including
the covered juvenile, is prohibited.

““(2) JUVENILES POSING RISK OF HARM.—

“(A) REQUIREMENT TO USE LEAST RESTRICTIVE
TECHNIQUES.—

‘(i) IN GENERAL.—Before a staff member of a
juvenile facility places a covered juvenile in
room confinement, the staff member shall at-
tempt to use less restrictive techniques, includ-
ing—

“(1) talking with the covered juvenile in an
attempt to de-escalate the situation; and

“(II) permitting a qualified mental health pro-
fessional to talk to the covered juvenile.

““(ii) EXPLANATION.—If, after attempting to
use less restrictive techniques as required under
clause (i), a staff member of a juvenile facility
decides to place a covered juvenile in room con-
finement, the staff member shall first—

“(I) explain to the covered juvenile the rea-
sons for the room confinement; and

“(II) inform the covered juvenile that release
from room confinement will occur—

“(aa) immediately when the covered juvenile
regains self-control, as described in subpara-
graph (B)(i); or

“(bb) not later than after the expiration of the
time period described in subclause (I) or (II) of
subparagraph (B)(ii), as applicable.

“(B) MAXIMUM PERIOD OF CONFINEMENT.—If a
covered juvenile is placed in room confinement
because the covered juvenile poses a serious and
immediate risk of physical harm to himself or
herself, or to others, the covered juvenile shall
be released—

“(i) immediately when the covered juvenile
has sufficiently gained control so as to no
longer engage in behavior that threatens serious
and immediate risk of physical harm to himself
or herself, or to others; or

‘(i) if a covered juvenile does not sufficiently
gain control as described in clause (i), not later
than—

“(I) 3 hours after being placed in room con-
finement, in the case of a covered juvenile who
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poses a serious and immediate risk of physical
harm to others; or

“(11) 30 minutes after being placed in room
confinement, in the case of a covered juvenile
who poses a serious and immediate risk of phys-
ical harm only to himself or herself.

“(C) RISK OF HARM AFTER MAXIMUM PERIOD
OF CONFINEMENT.—If, after the applicable max-
imum period of confinement under subclause (I)
or (II) of subparagraph (B)(ii) has expired, a
covered juvenile continues to pose a serious and
immediate risk of physical harm described in
that subclause—

““(i) the covered juvenile shall be transferred
to another juvenile facility or internal location
where services can be provided to the covered
Jjuvenile without relying on room confinement,
or

“(ii) if a qualified mental health professional
believes the level of crisis service needed is not
currently available, a staff member of the juve-
nile facility shall initiate a referral to a location
that can meet the needs of the covered juvenile.

““(D) SPIRIT AND PURPOSE.—The use of con-
secutive periods of room confinement to evade
the spirit and purpose of this subsection shall be
prohibited.”’.

(b) TECHNICAL AND CONFORMING AMEND-
MENT.—The table of sections for chapter 403 of
title 18, United States Code, is amended by add-
ing at the end the following:

““5043. Juvenile solitary confinement.’’.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Virginia (Mr. GOODLATTE) and the gen-
tleman from New York (Mr. NADLER)
each will control 20 minutes.

The Chair recognizes the gentleman
from Virginia.

GENERAL LEAVE

Mr. GOODLATTE. Mr. Speaker, I ask
unanimous consent that all Members
may have 5 legislative days in which to
revise and extend their remarks and in-
clude extraneous material on S. 756,
currently under consideration.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Virginia?

There was no objection.

Mr. GOODLATTE. Mr. Speaker, I
yield myself such time as I may con-
sume.

Mr. Speaker, today, in what may
very well be my last floor statement as
a Member of this esteemed body, I rise
in strong support of the First Step Act.
The bipartisan and bicameral bill be-
fore us is a meaningful and historic
criminal justice reform measure. This
is also an issue that I have dedicated
much of my work to as chairman of the
Judiciary Committee.

Nearly 4 years ago, I and former
Ranking Member Conyers created the
Criminal Justice Reform Initiative at
the Judiciary Committee to address
the significant congressional interest
in criminal justice reform from Mem-
bers who do and do not serve on the Ju-
diciary Committee.

The purpose of the initiative was to
develop bipartisan legislation to ad-
dress several facets of the Federal
criminal justice system, including
overcriminalization, prison and reentry
reform, sentencing reform, protecting
citizens through improved criminal
procedures and policing strategies, and
civil asset forfeiture reform.

In addressing these issues, the com-
mittee relied on the work of the Over-
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Criminalization Task Force, which
held nine hearings on a variety of
criminal justice topics during the 113th
Congress, as well as the information
provided to the committee by inter-
ested Members during the committee’s
listening session in June of 2015.

The work of that initiative has al-
ready yielded tremendous results. For
instance, the Rapid DNA Act is helping
local police departments by allowing
them to submit DNA records that are
generated by Rapid DNA systems out-
side an accredited laboratory to be
uploaded to NDIS. This is important,
as it can confirm or exonerate a sus-
pect in a matter of hours instead of
days or even weeks. That bill was
signed into law by President Trump
last year.

The Comprehensive Justice and Men-
tal Health Act of 2015 promotes public
safety and community health by facili-
tating collaboration among the crimi-
nal justice, juvenile justice, mental
health treatment, and substance abuse
systems to ensure those with mental
illness receive the treatment and help
they need. That bill became law as part
of the 21st Century Cures Act.

While those two laws are incredible
steps forward, the measure we have be-
fore us today is the crown jewel of
criminal justice reform. The First Step
Act before us today couples front end
and back end reform to our criminal
justice system.

Seven months ago, this body over-
whelmingly passed the first iteration
of the First Step Act. While it only
contained back-end prison reforms, it
was a very real and very important
“first step.” During consideration of
that bill, many of my colleagues voted
against the measure because it did not
contain any front-end sentencing re-
forms.

At the time, I noted that I support
front-end reforms and, since then,
worked with our colleagues in the Sen-
ate to ensure that they are included in
the bill before us today.

On the front end, this bill makes rea-
sonable changes to Federal law to more
appropriately tailor sentences for drug
offenders. It does not eliminate manda-
tory minimums but reduces them for
certain offenders. It takes a scalpel,
not a sledge hammer, to the Federal
sentencing scheme.

Among other things, the bill reduces
some of the harsher sentences for Fed-
eral drug offenders. It reduces the pen-
alty for a third Federal drug offense
from life imprisonment to not less than
25 years. This is a sensible change. We
want to punish repeat offenders, but we
do not want our Federal prisons to be-
come nursing homes.

Importantly, this bipartisan legisla-
tion backstops these sentencing reduc-
tions by ensuring violent offenders are
eligible for sentencing enhancements
under the drug statutes. Congress en-
acted these minimum sentences 30
years ago to protect our communities
from violent offenders. The bill ensures
they carry out that mission.
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On the back end, the First Step Act
places a new focus on rehabilitation.
The bill establishes a risk and needs as-
sessment as the basis of an effective re-
cidivism reduction program and, more
importantly, an efficient and effective
Federal prison sentence.

The First Step Act will incentivize
prisoners to participate in evidence-
based recidivism reduction programs,
productive activities, and jobs that will
actually reduce the risk of recidivism.

Finally, this comprehensive package
contains the reauthorization of the
Second Chance Act, a provision spon-
sored by the gentleman from Wisconsin
(Mr. SENSENBRENNER). This measure
authorizes funding for both public and
private entities, including nonprofit or-
ganizations, to evaluate and improve
academic and vocational education for
offenders in prisons, jails, and juvenile
facilities.

Reentry is a vital component of
criminal justice reform. Nearly every
Federal prisoner will someday be re-
leased. We all have an interest in en-
suring ex-inmates become productive
members of society.

I would be remiss if I did not point
out the overwhelming bipartisan sup-
port from outside interest groups that
the First Step Act has received. Nu-
merous organizations on both the left
and the right have enthusiastically en-
dorsed this bill.

Finally, Mr. Speaker, I want to
thank the chief House champions of
the First Step Act, the gentleman from
Georgia (Mr. COLLINS), who, in Janu-
ary, will take the position of ranking
member of the House Judiciary Com-
mittee. He, along with the new chair-
man, Mr. NADLER, I hope, will continue
the request for more criminal justice
reform. I also want to acknowledge the
gentleman from New York (Mr.
JEFFRIES). They worked tirelessly to
advance this legislation, and both Mr.
COLLINS and Mr. JEFFRIES should be ap-
plauded for their bipartisan approach
to this issue.

Mr. Speaker, I urge my colleagues to
support this historic legislation, and I
reserve the balance of my time.

Mr. NADLER. Mr. Speaker, I yield
myself such time as I may consume.

Mr. Speaker, I rise today in support
of S. 756, or the amendments thereto,
the First Step Act, as passed by the
Senate.

This legislation has traveled a long
journey to get to this point. Along the
way, various aspects of the bill have
changed. Although I do not agree with
all of the changes, on balance, the
measure has greatly improved, thanks
to the hard work of many Members on
both sides of the aisle from the House
and the Senate.

Before 1 get to the substance of the
bill, I want to recognize some of the
people most responsible for getting us
here today. There are a number of
champions of criminal justice reform
in the Senate, but I particularly want
to recognize and thank Senators DICK
DURBIN and CHUCK GRASSLEY for their
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commitment to getting a bill that in-
cludes important sentencing reforms to
the President’s desk.

In the House, I want to thank my Ju-
diciary Committee colleagues, HAKEEM
JEFFRIES and Doua COLLINS, who
worked together and with us to achieve
a bipartisan compromise that is the
foundation of this bill.

I also thank the ranking member of
the Crime Subcommittee, Representa-
tive SHEILA JACKSON LEE, who has
helped hold this legislation to a high
standard, knowing that so many are
counting on us to address longstanding
injustices.

There are many others in the House
who have fought for substantial reform
for years, upon whose labors this bill
was built, who deserve our thanks.

Finally, let me recognize Judiciary
Committee Chairman BOB GOODLATTE,
who is retiring at the end of this term.
He and I have not always seen eye to
eye on a range of issues, including
some aspects of this bill, but I appre-
ciate his efforts as chairman over the
past 6 years to work with my Demo-
cratic colleagues on the committee.
Today, we join together in supporting
an important, bipartisan bill. I thank
him for his leadership in bringing us to
the final stage of its consideration and
for his service to Congress and to the
country.

As for the bill itself, S. 756 makes a
number of reforms to our Federal sen-
tencing laws. It also establishes a new
system to provide incentives to some
Federal prisoners to participate in pro-
grams that will reduce the risk that
they will commit crimes once they are
released.

The prison reform provisions in this
bill are similar to those in H.R. 5682,
the House-passed measure with the
same name as this new bill. The bill be-
fore us today includes provisions in-
tended to address concerns that I and
many others raised about the fairness
of the new recidivism reduction system
for Federal prisons.

For instance, this revised bill estab-
lishes an independent review com-
mittee of outside experts to assist the
Justice Department in the develop-
ment of the risk and needs assessment
system that would determine the pro-
gramming for inmates, their risk cat-
egories, and their eligibility for early
entry into prerelease custody. Also, the
bill expands the option for prerelease
custody to include supervised release.

Changes such as these, in addition to
authorizing more funding for the ex-
pansion of programming to reduce the
risk of recidivism by inmates, help
make this new system more fair.

In the other direction, however, I am
disappointed the bill excludes addi-
tional categories of offenders from
being able to earn early entry into
prerelease custody, reducing the risk
reduction incentives for those who per-
haps need it the most.
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The prison reform provisions of this
bill also include a number of very posi-
tive changes, such as banning shack-
ling of pregnant and postpartum in-
mates, fixing the calculation of time
off earned for good behavior, improving
application of compassionate release,
and providing other measures to im-
prove the welfare of Federal inmates.

In addition, the bill reauthorizes the
Second Chance Act, a historically bi-
partisan effort to help ex-offenders suc-
cessfully reenter their communities
after having served their time.

Critically, this bill would not only
implement these reforms to our prison
system, but it also takes a crucial first
step toward addressing grave concerns
about our sentencing laws, which have
for years fed a national crisis of mass
incarceration.

It was largely due to the absence of
provisions changing our sentencing
laws that some of us opposed the House
version of this bill, but that exclusion
has been remedied, and we now support
this bill wholeheartedly.

Among the sentencing reforms con-
tained in this bill are expanding the ex-
isting safety valve to allow judges
greater authority to sentence low-
level, nonviolent offenders below the
mandatory minimum, applying the
crack cocaine sentence reductions from
the Fair Sentencing Act of 2010 retro-
actively, reducing certain minimum
sentences for recidivist offenders, and
stopping the unfair ‘‘stacking” of man-
datory sentencing enhancements for
certain repeat firearms offenders.

Although we must do far more to ad-
dress the injustice of mandatory min-
imum sentences and other policies that
lead to mass incarceration, these
changes recognize the fundamental un-
fairness of a system that imposes
lengthy imprisonment that is not
based on the facts and circumstances of
each offender and each case.

This legislation is not the end of the
discussion. As the title of the bill sug-
gests, it is a first step. It will not solve
longstanding problems with our crimi-
nal justice system—issues and injus-
tices that will require more aggressive
and comprehensive reforms in the fu-
ture—but it does make substantial re-
forms, and it demonstrates that we can
work together to make the system
more fair in ways that will also reduce
crime and victimization.

Therefore, I support this bill, and I
ask my colleagues to do the same.

Mr. Speaker, I reserve the balance of
my time, and I ask unanimous consent
that the gentlewoman from Texas (Ms.
JACKSON LEE) be permitted to control
the balance of my time.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from New York?

There was no objection.

Mr. GOODLATTE. Mr. Speaker, I
yield the balance of my time to the
gentleman from Georgia (Mr. COLLINS),
and I ask unanimous consent that he
be permitted to control the time.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Virginia?
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There was no objection.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield myself such time as I may
consume.

Mr. Speaker, I would like to thank
my colleague, Chairman GOODLATTE, as
he is leaving now to continue his quest,
going out running to another hearing,
but I want to thank Chairman GOOD-
LATTE for all that he has done and ev-
erything that he has expressed not
only for our committee, but also for
this bill, and also for Mr. NADLER and
his support coming forward in this. We
appreciate the work they have done
and what we are seeing today.

Mr. Speaker, I rise today in support
of S. 756, the First Step Act. This is
historic legislation that will make our
communities safer, save taxpayer
money, and start addressing the re-
volving door of incarceration and
crime by helping formerly incarcerated
prisoners get a second chance at life.

I have said this so many times over
the last couple of years. This is simply
an M and M issue. This is about money
and morals. This is about doing good
with the taxpayer dollar and also giv-
ing people a chance, from a moral per-
spective, to have a second chance.
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The legislation we are considering
today is the culmination of extensive
work with our colleagues across the
aisle and in the Senate. I can proudly
say that this is a truly bipartisan, bi-
cameral bill.

I thank my friend and colleague
HAKEEM JEFFRIES, who has been instru-
mental in this effort. We wouldn’t be
here today without his commitment to
improving not only the justice system
but individual lives. He has been a
partner in many things, and this is the
culmination of a large step. I thank
him for that.

This bill is the result of compromise
reached through extensive negotiations
with the House, the Senate, and the
White House, all of which want to ad-
dress serious problems within our Fed-
eral criminal justice system.

The Federal prison population has in-
creased from less than 25,000 in 1980 to
over 183,000 today. Each year, tens of
thousands of Federal prisoners return
to their communities after completing
their sentences. In fact, Mr. Speaker, if
you take State, Federal, and local indi-
viduals incarcerated, 95 percent of
them, at some point, will come home.

That is a question for each of us.
That is a moral imperative on each of
us, on how we are punishing and also
how we are preparing them for reentry.
Unfortunately, almost half of these in-
dividuals reoffend after release.

This cycle of recidivism drains tax-
payer dollars, strains the limited re-
sources at the Department of Justice,
and undermines community safety.

First, this legislation will provide
low-risk inmates with the incentives
and the resources they need to develop
new skills and break their bad habits
so that they emerge from prison as
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Americans ready to be productive
members of society instead of repeat
offenders.

Secondly, the legislation includes
carefully tailored sentencing reforms
to address inherent disparities in our
sentencing laws while keeping violent
criminals from the incentives and ben-
efits of the bill. Amending our sen-
tencing laws requires care and balance,
and I believe the negotiations over this
bill have resulted in that balance.
After many years of seeing how this
has worked on the State level, through
many studies and many evidence-based
approaches, we are seeing this work.

Finally, the legislation includes the
Second Chance Reauthorization Act,
authored by my friend and colleague
Congressman SENSENBRENNER. This
legislation will reauthorize and reform
grant programs that have been crucial
to States working to improve re-
entrance services and to increase pub-
lic safety.

This is also sort of special from my
perspective as well, for in my home
State of Georgia, Governor Nathan
Deal, a former distinguished Member of
this body, went home and began spear-
heading criminal justice reform legis-
lation that has made Georgia safer
while saving taxpayer dollars.

States like Georgia, Texas, and
South Carolina have shown us that you
can reduce both crime rates and incar-
ceration rates through evidence-based
approaches and carefully tailored sen-
tencing laws.

The First Step Act, which is based on
these States’ successful reforms, uses
evidence-based approaches to drive
down the recidivism rate among Fed-
eral prisoners.

Also, Mr. Speaker, President Trump
recently said this is an issue that uni-
fies people, and it has unified a broad
range of my colleagues in the Congress.
Speaker RYAN has led on this issue for
a long time, and today’s bill would not
be possible without his work and the
work of Chairman GOODLATTE, Con-
gressman JEFFRIES, SHEILA JACKSON
LEE, our majority leader, and so many
others.

As we continued on, it also tran-
scended the House and went into the
Senate, where Chairman GRASSLEY and
Senators CORNYN, PERDUE, LEE, DUR-
BIN, and WHITEHOUSE have negotiated
tirelessly, and many legislators have
worked to reach this compromise.

Yes, it is a compromise. It is some-
thing that we have worked on and stud-
ied and worked to find something that
works for the American people.

I would also like to thank Jared
Kushner and the Office of American In-
novation for all their work and support
in this legislation. When he came to
the table, he came to the table with a
full-on passion to find results and to
get solutions. For that, Jared has been
invaluable in this process.

Mr. Speaker, when I came to Wash-
ington, I came to legislate. I came to
be a part of representing my district
and my State and this country. I am
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proud that my colleagues and I were
able to do so here with the First Step
Act, a bill that gives prisoners a second
chance and makes communities safer.

Finally, there is a group out there
that is pretty amazing, a group from
both sides of the political spectrum:
hundreds upon thousands of advocates
across the country, adding their voices
to the reform effort. Their commit-
ment, focus, and drive helped us get to
this point, and today, we have a chance
to move forward with historic, mean-
ingful legislation to improve lives,
make communities safer, save tax-
payer money, and make the judiciary
system fairer.

Mr. Speaker, as Members well know,
none of us stand here without help
from others. I am blessed in my office
to have people who are dedicated to not
only finding solutions but sticking
with it.

Jon Ferro in my office, who is my
counsel, has worked on this tirelessly.
In fact, Mr. Speaker, I am probably
going to have to have some days built
in for him to take off because he has
not slept much in the last month. But
he has tirelessly fought for this and
worked with both the Senate and the
White House to make sure this is an
approach that will work and do what is
intended.

And Erica Barker in my office, who,
even with the trials of going through
her own law school experience, has
been invaluable, along with the rest of
my office and the rest of the folks that
we named already.

This is the time to pass something
that makes sense, that has been stud-
ied, that is backed up by evidence. It is
a thing that the Founders, I believe,
had envisioned. We fight where we need
to, but when we can find agreement, we
find agreement for the American peo-
ple.

Again, Mr. Speaker, it is about ‘“M
and M’s.” It is about monies and mor-
als, being smart on money and giving
the people the chance that they need.

Mr. Speaker, I reserve the balance of
my time.

Ms. JACKSON LEE. Mr. Speaker, let
me indicate to the American people
happy holidays and thank the gen-
tleman from Georgia for his bipartisan
reach to help us understand the impact
of this bill.

Mr. Speaker, I yield 4 minutes to the
gentleman from New York (Mr.
JEFFRIES), the incoming chair of the
Democratic Caucus and the original co-
sponsor of this legislation. I thank him
for his embrace of all of us as we
worked our way through this legisla-
tion.

Mr. JEFFRIES. Mr. Speaker, I thank
the distinguished gentlewoman from
Texas, SHEILA JACKSON LEE, for yield-
ing and for her tremendous leadership
on the criminal justice reform effort
over the years.

I also want to thank all of the mem-
bers of the House Judiciary Com-
mittee, in particular, Chairman GOOD-
LATTE, as well as JERRY NADLER and, of
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course, CEDRIC RICHMOND and KAREN
BAss, who were phenomenal assets to
this effort.

Let me thank my good friend DouG
CoLLINS, who has been a tremendous
force of nature as it relates to making
sure that this Congress did something
about overcriminalization in America.
From beginning, middle, and end, it
has been an honor to work with Mr.
COLLINS on a wide variety of things in
this great body, in particular, on this
effort to break the back of the prison
industrial complex. I thank DoUG COL-
LINS for his tremendous leadership.

In 1971, President Nixon declared
drug abuse public enemy number one.
It was the beginning of the failed war
on drugs.

At that point in time, there were less
than 350,000 people incarcerated in
America. Today, there are 2.2 million.
We incarcerate more people in the
United States of America than any
other country in the world. We have 5
percent of the world’s population and
25 percent of the world’s incarcerated
individuals.

It is a scandal. It is a stain on our
democratic society. It is not a Demo-
cratic problem or a Republican prob-
lem; it is an American problem.

Today, the House of Representatives
comes together as Americans to begin
to solve it—Democrats and Repub-
licans, the left and the right, progres-
sives and conservatives, the National
Urban League and the Koch brothers,
the House and the Senate, as well as
the Trump administration—proving
that good things can happen under the
Capitol dome when we set aside par-
tisan bickering to solve problems on
behalf of the American people.

And what a problem that we are en-
deavoring to solve with the First Step
Act, making sure that currently incar-
cerated individuals, the victims of
mass incarceration in this country, can
successfully reenter society, transform
themselves, become productive citi-
zens; dramatically reduce recidivism;
and save taxpayer dollars. That is what
the First Step Act is all about.

It will also strike a blow against the
unfair sentencing laws that were put
into place as a result of the failed war
on drugs and provide some retroactive
relief to those individuals sentenced
unjustly as a result of the disparity be-
tween crack cocaine and powder co-
caine.

The First Step Act is a product of
work that this body has decided to do
out of recognition that we cannot
allow overcriminalization to continue
to persist in this country.

Now, the mass incarceration epi-
demic has been with us for over 40
years. It will not take simply the wav-
ing of a singular legislative magic
wand to eradicate, but it will require
sustained effort, sustained commit-
ment, sustained intensity, and a mean-
ingful first step.

That is what we are doing today. I
urge all of my colleagues to support
this effort to reform our criminal jus-
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tice system in a manner consistent
with the notion of liberty and justice
for all.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield 2 minutes to the gentleman
from Texas (Mr. GOHMERT).

Mr. GOHMERT. Mr. Speaker, I thank
the gentleman for yielding.

One of the highlights of my being in
Congress was getting a call from Ed
Meese, asking if I would work with him
on criminal justice reform. I was glad
to do that.

It was amazing, having the ACLU and
Heritage working together and groups
working together, but more of our
focus was on requiring intent to be
proven before you could lock up people,
take away their freedom, things like
the 5,000 or so Federal crimes that
allow violations of regulations that no
elected official has ever participated in
to be the basis for somebody losing
their freedom. Those were important.

But that is not what this criminal
justice reform bill is about. That is
why some call it a jailbreak bill.

Under the bill, there are some good
things, improvements on rehabilita-
tion. I am glad that TED CRUZ’ amend-
ment passed in the Senate, so that vio-
lent carjackers are not going to be al-
lowed to have a chance to have their
time cut.

But there are 1,466 offenders relating
to coercion, enticement of children
into sex crimes, who will be eligible.
There are 5,934 offenders relating to
bank robbery involving violence or risk
of death, and they will be eligible.
There are others involving violence on
officers, law enforcement officers.

Look, on behalf of the sheriffs, the
prosecutors, people like me—I was a
State felony judge—we worked very
hard to come together on a proper sen-
tence. Plea agreements were made for
a lesser sentence.

The National Sheriffs’ Association
says it ‘‘stands firmly opposed to this
very dangerous bill.”

Crime rates will go up within 2 years,
if this bill passes, which apparently it
will, but somebody needed to state
what is coming when we do this.

Ms. JACKSON LEE. Mr. Speaker, 1
yield myself such time as I may con-
sume.

Mr. Speaker, let me take the tone of
Mr. GOODLATTE, Mr. COLLINS, and Mr.
JEFFRIES in saying that this is a mo-
mentous occasion. What I am grateful
for, Mr. Speaker, is the faith commu-
nity; the advocates who have been
working with families for decades;
mothers who welcome home sons and
daughters; prisoners or ex-prisoners
like those I met just a week ago at the
Houston Reentry Program who indi-
cated that they could not find a job;
members of the Congressional Black
Caucus; our present chair, Mr. RICH-
MOND; and our chair-elect, Ms. BASS.

People from all walks of life have
recognized that this is not going to in-
crease crime, but quite the opposite.
Through our faith, we understand that
humanity and the recognition of some-
one’s dignity helps them to be a con-
tributing member of society.
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So I rise to support this bill that in-
cludes the First Step and the sen-
tencing reform reduction act. I rise be-
cause so0 many people have worked over
the years to ensure that this bill will
work.

It is important to note what we are
overcoming. The ACLU said: ‘“‘Over the
past 4 to 5 decades, U.S. criminal jus-
tice policies have driven an increase in
incarceration rates that is unprece-
dented in this country and unmatched
elsewhere in the world. Our country
has over 20 percent of the world’s in-
carcerated individuals, despite having
less than 5 percent of the world’s popu-
lation.”

In 2015, it was estimated that 6.7 mil-
lion persons were involved in the adult
correctional systems, and almost 2.2
million were in prisons or jail, 180,000
in the Federal system, all costing us
money and the value of those human
beings that can serve their country.

So I am grateful for the work that we
came together on, that we overcame
some of the challenges. I want to men-
tion Mr. JOHN LEWIS, who is the con-
science of this Congress, who worked
with us to ensure that sentencing re-
form would be part of the ultimate bill.
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We acknowledge other members of
the other body, Senator DURBIN, Sen-
ator GRASSLEY, Senator HARRIS, and, of
course, Senator BOOKER, among others.
I thank Mr. GOODLATTE in his last bill
for his commitment to moving crimi-
nal justice reform, even in the last
Congress, and the new ranking member
and soon to be chair, Mr. NADLER, who
put all of his energies in ensuring that
we could effectively move this bill.

We worked with Senator DURBIN, and
we worked with Senator GRASSLEY,
who wanted to make sure that this was
a wonderful partnership, the same kind
of partnership that my good friend, Mr.
JEFFRIES, spoke of, conservative view-
points, religious viewpoints, and those
advocacy groups who had fought for
years against mandatory minimums.
We have come a long way.

Justice has to be equal, and it has to
be fair. It has to be righteous and rea-
sonable, and, in that, it has to have
any number of those participating.
Eric Holder, who worked on this issue,
recognized that we had to have a part-
nership between these two fine ele-
ments: reduction, and, as well, the
First Step Act, sentencing reduction. I
know that this bill—and hope it will be
signed, because the President indicated
he wants the finest prison reform bill
that we can have anywhere.

Let me proclaim on the floor that we
have made that giant step, but we have
added the opportunity for almost 5,000
people to see their families, under su-
pervision, by sentencing reduction—
over 50,000 over a 10-year period—not
individuals who haven’t had the oppor-
tunity for training, for job training, for
counseling, for opioid treatment, all
matched together with the sentencing
and prison reform bill.
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So we have elements like the safety
valve and retroactive application of
fair sentencing. To all of my friends in
the advocacy community, you have
been victorious, and I thank you. Re-
forms enhance mandatory minimum
sentences for prior drug offenses, rec-
ognizing that the crack cocaine dis-
parity was destructive in the work that
we have tried to do—stacking.

Let me also say that there was con-
cern that there be no oversight over
this bill. I am glad that they took my
amendment before an Independent Re-
view Committee so that the discretion
of wardens and the DOJ are not ran-
dom, but they, in fact, will have an
independent outside committee to look
at this matter.

I am grateful that my friend, Mr.
DANNY DAVIS, who has worked so hard,
got his Second Chance Reauthorization
in the bill, which is extremely impor-
tant. I am so grateful, and you will
hear from Congresswoman BASS for her
ongoing passionate concern about the
treatment of pregnant women, and I
look forward to working with her in
the future.

We have groups like the ACLU, The
Brennan Group, the NAACP, and others
who have worked hard on this type of
legislation, and we are grateful for
their continued insight and keeping us
honest as we move forward.

I want to acknowledge, if I could, the
idea, again, that there will be those
who will be preying upon us. In this
season of caring and giving, I hope the
Nation will be praying, praying for a
better Nation, praying for the oppor-
tunity for people who went astray, and
to recognize that what we have put in
this bill are limits to ensure that these
persons released will have the right
kind of training and counseling, be-
cause we have increased the funding,
we have worked with the groups that
need to be worked with, and we have
protected pregnant prisoners.

And, finally, Mr. Speaker, something
that I hope will grow in our compas-
sion, that we have reformed an aspect
of the criminal justice system as re-
lates to juveniles, and, that is, that
there is no more solitary confinement.
I appreciate the sponsors accepting
that from both myself and Senator
BOOKER. It is a bill of compassion. It is
not a bill of crime. It is a bill that
America can be proud of.

Mr. Speaker, I reserve the balance of
my time.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield 3 minutes to the gentleman
from Wisconsin (Mr. SENSENBRENNER),
who has provided such leadership on
this issue and many others for this
Congress.

Mr. SENSENBRENNER. Mr. Speak-
er, I thank the gentleman for yielding.

Mr. Speaker, Congress has spent
years talking about reducing crime, en-
acting fair sentencing laws, and restor-
ing lives. Today, we are putting our
words into action, and this is historic.

I am proud to have been a leader in
this effort for over a decade: First, in-

December 20, 2018

troducing the original Second Chance
Act with the gentleman from Illinois
(Mr. DANNY K. DAVIS), then serving as
chairman of the Over Criminalization
Task Force in 2013, and introducing a
comprehensive criminal justice reform
bill with the gentleman from Virginia
(Mr. ScoTT). This Congress, I sponsored
the Second Chance Reauthorization
Act, which helps prisoners rejoin their
families and reenter society. I am
happy to note that the First Step Act
includes this reauthorization.

The Second Chance Act was origi-
nally passed with bipartisan support
and signed into law in 2008. This first-
of-its-kind legislation authorized Fed-
eral grants for vital programs aimed at
improving the reentry process and re-
ducing recidivism. Grants have been
used for a wide range of improved su-
pervision practices and reentry pro-
grams, including employment assist-
ance and job skills training, treatment
for mental and substance abuse dis-
orders, education, housing assistance,
family services, and mentoring.

Reauthorizing the Second Chance
Act is an essential step to reducing our
prison population and improving the
overall criminal justice system. By
providing the resources needed to co-
ordinate reentry services and policies
at the State and local levels, this legis-
lation will ensure that the tax dollars
spent on corrections do not simply fuel
a revolving door in and out of prison. I
urge my colleagues to support the
First Step Act.

Ms. JACKSON LEE. Mr. Speaker, 1
yield 2 minutes to the gentlewoman
from California (Ms. BASS), the incom-
ing chair of the Congressional Black
Caucus and a member of the House Ju-
diciary Committee.

Ms. BASS. Mr. Speaker, I rise in sup-

port of the First Step Act. For 40 years,
our failure to adequately reform our
criminal justice system has resulted in
punitive mandatory minimum sen-
tences and mass incarceration. African
Americans, Latinos, and Native Ameri-
cans have borne the brunt of this leg-
acy.
Between 1980 and 2014, there was a 700
percent increase in the number of
women in custody. This was nearly
twice the rate of male imprisonment.
Women are often held for nonviolent,
low level drug offenses. Unfortunately,
these women are entering a male-cen-
tered penal system that is not designed
to meet their physical or mental
health needs. What is needed is crimi-
nal justice reform that understands
that women in the system have unique
needs.

This is the first step toward address-
ing the needs of women. Improving the
health outcomes of pregnant women
who are in custody is in the First Step
Act. My language would restrict the
use of restraints on pregnant women,
which increases the risk of complica-
tions during childbirth. Some of the
stories shared by women who were re-
strained during pregnancy are horrific.

One woman was shackled in labor
and dislocated her hip. She experienced
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stomach muscle tears and an umbilical
hernia. She was left with permanent
deformities and pain. Another woman
tripped over her shackles, fell to the
ground, and miscarried at 20 weeks.
The idea that a woman needs to be
shackled at the end of her pregnancy or
in labor and delivery as though she is
going to escape while delivering a child
is ridiculous, brutal, and, in my opin-
ion, a human rights abuse.

One mother recounted being shackled
after having an emergency caesarean
section. She stated: “With the weight
[from the shackles] on my stomach, it
felt like they were ripping open my C-
section.”

Mr. Speaker, do we have no shame?
This egregious abuse of human rights
in Federal prisons must end. I hope
Congress continues to address this
issue. In the 116th Congress, we will
continue to move the needle forward by
developing comprehensive criminal jus-
tice reform that specifically looks at
the needs of women in the system.

I thank the Members who supported
this legislation, and I thank Represent-
ative JEFFRIES, Representative SHEILA
JACKSON LEE, Representative COLLINS,
and Representative NADLER for intro-
ducing and passing the First Step Act.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield 2 minutes to the gentleman
from Louisiana (Mr. RICHMOND), a gen-
tleman who has become a friend on this
issue, one that I remember sitting in
Houston talking about this, and also to
say, now it has become a reality.

Mr. RICHMOND. Mr. Speaker, I com-
mend Representative COLLINS for suc-
cess on this very important issue. Of-
tentimes people ask what is required of
us, and it is to do justice and love
mercy, and that is exactly what the
First Step Act does.

Is it a perfect bill? No, it is not. Is it
a first step? Yes, and it is a good first
step. For too long, we have been pass-
ing the law of diminishing returns on
our criminal justice system. Every dol-
lar that we spend on incarceration ac-
tually makes our neighborhoods and
our communities less safe.

So does this bill address the strained
relationships between police and the
communities that they serve? Yes.
Does it address the criminalization of
poverty? No, and it leaves many unjust
sentences in place.

However, there is no doubt in my
mind that this bill is a positive step in
the right direction. It expands safety
valve provisions that allow judges to
block unfair sentences. It rolls back
stacking rules that allow defendants to
be charged with multiple crimes for a
single incident. It prohibits the shack-
ling of pregnant prisoners.

It would also provide $756 million per
year for programming to help prisoners
prepare for life after incarceration, and
it will also allow early release to some
prisoners who participate. More than
4,000 prisoners will be eligible for re-
lease under this program.

This bill also includes an amendment
I introduced in the Judiciary Com-
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mittee that will ensure that the prison
reform provisions of the bill would
apply retroactively to all prisoners
sentenced after 1987. But what it does
is it restores many of our family units
and corrects the overcorrection we
made during the crack epidemic in the
early nineties.

And, also, what it does is send a mes-
sage to the country that we realized
our mistake in how we handled crack
cocaine and substance abuse. And now
we see the opioid epidemic, and we are
adjusting our approach to that: more
loving, more substance abuse, more of
a mental health crisis when we talk
about it, and we are going to go back
and do the same for the cocaine and
crack addiction.

So with that, let me thank all of the
parties involved: Congressmen
JEFFRIES, COLLINS, GOODLATTE, Rank-
ing Member NADLER, SHEILA JACKSON
LEE, and other committee members for
bringing this legislation to the floor.

Mr. COLLINS of Georgia. Mr. Speak-
er, I inform the gentlewoman that we
are ready to close at this time, and I
reserve the balance of my time.

Ms. JACKSON LEE. Mr. Speaker, I
yield myself the balance of my time.

Mr. Speaker, let me quickly move to
my closing by really reemphasizing
happy holidays to the American people
and to thank our colleagues for recog-
nizing the humanity of all individuals.

Just in closing, imagine you are a
mother, child, or loved one of an incar-
cerated person that was robbed by a
system that played Russian roulette
with his or her life, because that sys-
tem decided they were criminals rather
than victims of a public health crisis or
of a bad start in life or a lack of re-
sources as a child. This bill recognizes
that people start life in many different
ways, but they can be saved. They can
be relevant. They can be with their
families.

So I am grateful for the amendments
added, the protection of juveniles that
will not be in solitary confinement,
and I am grateful for the Independent
Review Committee that indicates that
there will be an oversight on how war-
dens issue the earned good time and
how they are treating those who are in-
carcerated, an Independent Review
Committee in the Institute for Justice.

Finally, I would offer to say, we have
money. And that money is at least a
quarter of a billion dollars in terms of
the amount of money that we will have
over a period of time—some $250 mil-
lion is the approximate amount, at
least, in that figure that we have that
will be invested in this particular bill.

Finally, a bill that has been around
for a very long time, the Second
Chance Act, has a new lease on life,
and that will be part of the bill, and we
will continue to work with our col-
leagues going forward to emphasize the
redemption of those who are trying to
do right.

Mr. Speaker, I yield back the balance
of my time.
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Mr. COLLINS of Georgia. Mr. Speak-
er, I yield myself the balance of my
time.

Mr. Speaker, as we close up this de-
bate, this is one of those times when I
really come to this well and under-
stand and discuss from this podium
that those things we do here matter.
There are so many times we pass paper
around this floor, we pass it and talk
about bills in terms of line numbers
and what it will do here, the code num-
bers, but at the end of the day, this is
one that actually has faces behind the
line.

It has the faces of those who are cur-
rently incarcerated that now have a
chance to have some programs so that
when they do get out, they go home
and are productive citizens.
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It has faces behind the lines of those
right now who will be making mis-
takes, making bad choices even as we
speak here on this floor, Mr. Speaker,
but will have the opportunity to have a
redemption in their life.

We have heard opposition, and there
have been some others who have oppo-
sition. It has even been said, ‘“You are
soft on crime; you are not helping law
enforcement’’; although, we have folks
like the International Association of
Chiefs of Police, Fraternal Order of Po-
lice, National Organization of Black
Law Enforcement Executives, National
District Attorneys Association, some
that don’t want to come on, and I un-
derstand that.

But I stand before you as a son of a
Georgia State Trooper, someone who
has been there when I watched my fa-
ther go out and do his job when others
didn’t want to, when I know that this
bill will help in the long run not only
helping with not only the redemptive
part, but also making sure that when
people come out, they are not commit-
ting more crimes. When we are saving
money and helping people, we are help-
ing law enforcement do their job when
we understand this.

I have also heard from others who
have sort of dismissed the data from
States that said that this is not some-
thing that is evidence based. It is
working in conservative States. It is
working in some liberal States, but it
is working in places like Georgia and
Texas and Oklahoma and Kentucky.
This is where this works.

Some said, ‘“Well, we don’t need to do
anything because we need to punish
them.” Some are so looking backwards
that all I will say to this is, Mr. Speak-
er, how is it working for us right now?

Over 50 percent of these folks are
recidivizing a short time after getting
out of prison. These are folks going
back in and committing more crimes.
If we can do something to stop that,
then this is something worth standing
for; this is worth the time and the ef-
fort.

When we come here today, we come
here today to go back to the old prin-
ciple that I said is about M and M,
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money and morals, and that is the best
place to be, Mr. Speaker.

I urge adoption of this act, and I
yield back the balance of my time.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from Virginia (Mr.
GOODLATTE) that the House suspend
the rules and concur in the Senate
amendment to the House amendment
to the bill, S. 756.

The question was taken.

The SPEAKER pro tempore. In the
opinion of the Chair, two-thirds being
in the affirmative, the ayes have it.

Mr. COLLINS of Georgia. Mr. Speak-
er, on that I demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this motion will be post-
poned.

———

PANDEMIC AND ALL-HAZARDS
PREPAREDNESS AND ADVANC-
ING INNOVATION ACT OF 2018

Mr. BURGESS. Mr. Speaker, I move
to suspend the rules and pass the bill
(H.R. 7328) to reauthorize certain pro-
grams under the Public Health Service
Act and the Federal Food, Drug, and
Cosmetic Act with respect to public
health security and all-hazards pre-
paredness and response, to clarify the
regulatory framework with respect to
certain nonprescription drugs that are
marketed without an approved drug ap-
plication, and for other purposes.

The Clerk read the title of the bill.

The text of the bill is as follows:

H.R. 7328

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE; TABLE OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as
the ‘“‘Pandemic and All-Hazards Preparedness
and Advancing Innovation Act of 2018°.

(b) TABLE OF CONTENTS.—The table of con-
tents for this Act is as follows:

Sec. 1. Short title; table of contents.

DIVISION A—PANDEMIC AND ALL-HAZ-
ARDS PREPAREDNESS AND ADVANC-
ING INNOVATION

Sec. 100. References in division.

TITLE I—STRENGTHENING THE NA-
TIONAL HEALTH SECURITY STRATEGY

Sec. 101. National Health Security Strategy.

TITLE II-IMPROVING PREPAREDNESS
AND RESPONSE

Improving benchmarks and stand-
ards for preparedness and re-
sponse.

Amendments to preparedness and
response programs.

Regional health care emergency
preparedness and response Sys-
tems.

Military and civilian partnership
for trauma readiness.

Public health and health care sys-
tem situational awareness and
biosurveillance capabilities.

Strengthening and supporting the
public health emergency rapid
response fund.

Improving all-hazards preparedness
and response by public health
emergency volunteers.

Sec. 201.

Sec. 202.

Sec. 203.

Sec. 204.

Sec. 205.

Sec. 206.

Sec. 207.
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Sec. 208. Clarifying State liability law for
volunteer health care profes-
sionals.

Sec. 209. Report on adequate national blood
supply.

Sec. 210. Report on the public health pre-
paredness and response capa-
bilities and capacities of hos-
pitals, long-term care facilities,
and other health care facilities.

TITLE III—REACHING ALL COMMUNITIES

Sec. 301. Strengthening and assessing the
emergency response workforce.

302. Health system infrastructure to
improve preparedness and re-
sponse.

303. Considerations for at-risk individ-
uals.

304. Improving emergency preparedness
and response considerations for
children.

305. National advisory committees on
disasters.

Sec. 306. Guidance for participation in exer-

cises and drills.
TITLE IV—PRIORITIZING A THREAT-
BASED APPROACH

Sec. 401. Assistant Secretary for Prepared-

ness and Response.

Public Health Emergency Medical

Countermeasures Enterprise.
Strategic National Stockpile.
Preparing for pandemic influenza,
antimicrobial resistance, and
other significant threats.
Reporting on the Federal Select
Agent Program.

TITLE V—INCREASING COMMUNICATION
IN MEDICAL COUNTERMEASURE AD-
VANCED RESEARCH AND DEVELOP-
MENT

Sec. 501.

Sec.

Sec.

Sec.

Sec.

Sec. 402.

403.
404.

Sec.
Sec.

Sec. 405.

Medical
plan.

Material threat and medical coun-
termeasure notifications.

Availability of regulatory manage-
ment plans.

The Biomedical Advanced Research
and Development Authority
and the BioShield Special Re-
serve Fund.

Sec. 505. Additional strategies for com-

bating antibiotic resistance.
TITLE VI—ADVANCING TECHNOLOGIES
FOR MEDICAL COUNTERMEASURES

Sec. 601. Administration of counter-
measures.

Updating definitions of other trans-
actions.

Medical countermeasure
files.

Animal rule report.

Review of the benefits of genomic
engineering technologies and
their potential role in national
security.

Report on vaccines development.

Strengthening mosquito abatement
for safety and health.

TITLE VII-MISCELLANEOUS

PROVISIONS

Reauthorizations and extensions.

Location of materials in the stock-
pile.

Cybersecurity.

Sec. 704. Strategy and report.

Sec. 705. Technical amendments.

DIVISION B—OVER-THE-COUNTER MONO-
GRAPH SAFETY, INNOVATION, AND RE-
FORM

Sec. 1000. Short title; references in division.

TITLE I—OTC DRUG REVIEW

Sec. 1001. Regulation of certain nonprescrip-
tion drugs that are marketed
without an approved drug appli-
cation.

countermeasure budget

Sec. 502.

Sec. 503.

Sec. 504.

Sec. 602.

Sec. 603. master
604.

605.

Sec.
Sec.

606.
607.

Sec.
Sec.

701.
702.

Sec.
Sec.

Sec. 703.
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Sec. 1002. Misbranding.

Sec. 1003. Drugs excluded from the over-the-
counter drug review.

Sec. 1004. Treatment of Sunscreen Innova-
tion Act.

Sec. 1005. Annual update to Congress on ap-
propriate pediatric indication
for certain OTC cough and cold
drugs.

Sec. 1006. Technical corrections.

TITLE II—USER FEES

Sec. 2001. Short title; finding.

Sec. 2002. Fees relating to over-the-counter
drugs.

DIVISION A—PANDEMIC AND ALL-HAZ-

ARDS PREPAREDNESS AND ADVANCING

INNOVATION
SEC. 100. REFERENCES IN DIVISION.

Except as otherwise specified—

(1) amendments made by this division to a
section or other provision of law are amend-
ments to such section or other provision of
the Public Health Service Act (42 U.S.C. 201
et seq.); and

(2) any reference to ‘‘this Act’” contained
in this division shall be treated as referring
only to the provisions of this division.

TITLE I—STRENGTHENING THE NATIONAL
HEALTH SECURITY STRATEGY
SEC. 101. NATIONAL HEALTH SECURITY STRAT-
EGY.

Section 2802 (42 U.S.C. 300hh-1) is amend-
ed—

(1) in subsection (a)—

(A) in paragraph (1)—

(i) by striking ‘2014 and inserting ‘‘2018’;
and

(ii) by striking the second sentence and in-
serting the following: ‘“‘Such National Health
Security Strategy shall describe potential
emergency health security threats and iden-
tify the process for achieving the prepared-
ness goals described in subsection (b) to be
prepared to identify and respond to such
threats and shall be consistent with the na-
tional preparedness goal (as described in sec-
tion 504(a)(19) of the Homeland Security Act
of 2002), the National Incident Management
System (as defined in section 501(7) of such
Act), and the National Response Plan devel-
oped pursuant to section 504 of such Act, or
any successor plan.’;

(B) in paragraph (2), by inserting before the
period at the end of the second sentence the
following: ‘‘, and an analysis of any changes
to the evidence-based benchmarks and objec-
tive standards under sections 319C-1 and
319C-2"’; and

(C) in paragraph (3)—

(i) by striking ‘2009 and inserting 2022’’;

(ii) by inserting ‘‘(including gaps in the en-
vironmental health and animal health
workforces, as applicable), describing the
status of such workforce’ after ‘‘gaps in such
workforce’’;

(iii) by striking ‘“‘and identifying strate-
gies” and inserting ‘‘identifying strategies’’;
and

(iv) by inserting before the period at the
end ‘, and identifying current capabilities to
meet the requirements of section 2803’’; and

(2) in subsection (b)—

(A) in paragraph (2)—

(i) in subparagraph (A), by striking ‘‘and
investigation’ and inserting ‘‘investigation,
and related information technology activi-
ties”’;

(ii) in subparagraph (B), by striking ‘‘and
decontamination’” and inserting ‘‘decon-
tamination, relevant health care services
and supplies, and transportation and disposal
of medical waste’’; and

(iii) by adding at the end the following:

‘“(E) Response to environmental hazards.”’;

(B) in paragraph (3)—

(i) in the matter preceding subparagraph
(A), by striking ‘‘including mental health”
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and inserting ‘‘including pharmacies, mental
health facilities,”’; and

(ii) in subparagraph (F), by inserting ‘‘or
exposures to agents that could cause a public
health emergency’’ before the period;

(C) in paragraph (5), by inserting
other applicable compacts’ after
pact’’; and

(D) by adding at the end the following:

‘“(9) ZOONOTIC DISEASE, FOOD, AND AGRI-
CULTURE.—Improving coordination among
Federal, State, local, tribal, and territorial
entities (including through consultation
with the Secretary of Agriculture) to pre-
vent, detect, and respond to outbreaks of
plant or animal disease (including zoonotic
disease) that could compromise national se-
curity resulting from a deliberate attack, a
naturally occurring threat, the intentional
adulteration of food, or other public health
threats, taking into account interactions be-
tween animal health, human health, and ani-
mals’ and humans’ shared environment as di-
rectly related to public health emergency
preparedness and response capabilities, as
applicable.

‘“(10) GLOBAL HEALTH SECURITY.—Assessing
current or potential health security threats
from abroad to inform domestic public
health preparedness and response capabili-
ties.”.

TITLE II—-IMPROVING PREPAREDNESS
AND RESPONSE

SEC. 201. IMPROVING BENCHMARKS AND STAND-
ARDS FOR PREPAREDNESS AND RE-
SPONSE.

(a) EVALUATING MEASURABLE EVIDENCE-
BASED BENCHMARKS AND OBJECTIVE STAND-
ARDS.—Section 319C-1 (42 U.S.C. 247d-3a) is
amended by inserting after subsection (j) the
following:

“(k) EVALUATION.—

‘(1 IN GENERAL.—Not later than 2 years
after the date of enactment of the Pandemic
and All-Hazards Preparedness and Advancing
Innovation Act of 2018 and every 2 years
thereafter, the Secretary shall conduct an
evaluation of the evidence-based benchmarks
and objective standards required under sub-
section (g). Such evaluation shall be sub-
mitted to the congressional committees of
jurisdiction together with the National
Health Security Strategy under section 2802,
at such time as such strategy is submitted.

‘“(2) CONTENT.—The evaluation under this
paragraph shall include—

““(A) a review of evidence-based bench-
marks and objective standards, and associ-
ated metrics and targets;

‘“(B) a discussion of changes to any evi-
dence-based benchmarks and objective
standards, and the effect of such changes on
the ability to track whether entities are
meeting or making progress toward the goals
under this section and, to the extent prac-
ticable, the applicable goals of the National
Health Security Strategy under section 2802;

‘(C) a description of amounts received by
eligible entities described in subsection (b)
and section 319C-2(b), and amounts received
by subrecipients and the effect of such fund-
ing on meeting evidence-based benchmarks
and objective standards; and

‘(D) recommendations, as applicable and
appropriate, to improve evidence-based
benchmarks and objective standards to more
accurately assess the ability of entities re-
ceiving awards under this section to better
achieve the goals under this section and sec-
tion 2802.”.

(b) EVALUATING THE PARTNERSHIP FOR
STATE AND REGIONAL HOSPITAL PREPARED-
NESS.—Section 319C-2(i)(1) (42 U.S.C. 247-
3b(i)(1)) is amended by striking ‘‘section
319C-1(g), (i), and (j)”’ and inserting ‘‘section
319C-1(g), (1), (j), and (k).

“and
“Com-
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SEC. 202. AMENDMENTS TO PREPAREDNESS AND
RESPONSE PROGRAMS.

(a) COOPERATIVE AGREEMENT APPLICATIONS
FOR IMPROVING STATE AND LOCAL PUBLIC
HEALTH SECURITY.—Section 319C-1 (42 U.S.C.
247d-3a) is amended—

(1) in subsection (a), by inserting ‘‘, acting
through the Director of the Centers for Dis-
ease Control and Prevention,” after ‘‘the
Secretary’’; and

(2) in subsection (b)(2)(A)—

(A) in clause (vi), by inserting ¢, including
public health agencies with specific expertise
that may be relevant to public health secu-
rity, such as environmental health agen-
cies,” after ‘‘stakeholders’;

(B) by redesignating clauses (vii) through
(ix) as clauses (viii) through (x);

(C) by inserting after clause (vi) the fol-
lowing:

‘“(vii) a description of how, as applicable,
such entity may integrate information to ac-
count for individuals with behavioral health
needs following a public health emergency;’’;

(D) in clause (ix), as so redesignated, by
striking ‘‘; and” and inserting a semicolon;
and

(E) by adding at the end the following:

‘“(xi) a description of how the entity will
partner with health care facilities, including
hospitals and nursing homes and other long-
term care facilities, to promote and improve
public health preparedness and response; and

‘Y(xii) a description of how, as appropriate
and practicable, the entity will include crit-
ical infrastructure partners, such as utility
companies within the entity’s jurisdiction,
in planning pursuant to this subparagraph to
help ensure that critical infrastructure will
remain functioning during, or return to func-
tion as soon as practicable after, a public
health emergency;”’.

(b) EXCEPTION RELATING TO APPLICATION OF
CERTAIN REQUIREMENTS.—

(1) IN GENERAL.—Section 319C-1(g)
U.S.C. 247d-3a(g)) is amended—

(A) in paragraph (5)—

(i) in the matter preceding subparagraph
(A), by striking ‘‘Beginning with fiscal year
2009 and inserting ‘‘Beginning with fiscal
year 2019”’; and

(ii) in subparagraph (A)—

(I) by striking ‘‘for the immediately pre-
ceding fiscal year’ and inserting ‘‘for either
of the 2 immediately preceding fiscal years’’;
and

(IT) by striking ‘2008’ and inserting ‘‘2018’;
and

(B) in paragraph (6), by amending subpara-
graph (A) to read as follows:

‘“(A) IN GENERAL.—The amounts described
in this paragraph are the following amounts
that are payable to an entity for activities
described in this section or section 319C-2:

‘(i) For no more than 1 of each of the first
2 fiscal years immediately following a fiscal
year in which an entity experienced a failure
described in subparagraph (A) or (B) of para-
graph (5), an amount equal to 10 percent of
the amount the entity was eligible to receive
for the respective fiscal year.

‘“(i1) For no more than 1 of the first 2 fiscal
yvears immediately following the third con-
secutive fiscal year in which an entity expe-
rienced such a failure, in lieu of applying
clause (i), an amount equal to 15 percent of
the amount the entity was eligible to receive
for the respective fiscal year.”.

(2) EFFECTIVE DATE.—The amendments
made by paragraph (1) shall apply with re-
spect to cooperative agreements awarded on
or after the date of enactment of this Act.

(c) PARTNERSHIP FOR STATE AND REGIONAL
HOSPITAL PREPAREDNESS TO IMPROVE SURGE
CAPACITY.—Section 319C-2 (42 U.S.C. 247d-3b)
is amended—

(1) in subsection (a)—
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(A) by inserting ¢, acting through the As-
sistant Secretary for Preparedness and Re-
sponse,”” after ‘“The Secretary’’; and

(B) by striking ‘‘preparedness for public
health emergencies’” and inserting ‘‘pre-
paredness for, and response to, public health
emergencies in accordance with subsection
©)”;

(2) in subsection (b)(1)(A)—

(A) by striking ‘‘partnership consisting of”’
and inserting ‘‘coalition that includes’’;

(B) in clause (ii), by striking ‘‘; and” and
inserting a semicolon; and

(C) by adding at the end the following:

‘‘(iv) one or more emergency medical serv-
ice organizations or emergency management
organizations; and’’;

(3) in subsection (d)—

(A) in paragraph (1)(B), by striking ‘‘part-
nership’ each place it appears and inserting
‘“‘coalition’’; and

(B) in paragraph (2)(C), by striking ‘‘med-
ical preparedness’ and inserting ‘‘prepared-
ness and response’’;

(4) in subsection (f), by striking ‘‘partner-
ship’” and inserting ‘‘coalition’’;

(5) in subsection (g)(2)—

(A) by striking ‘“‘Partnerships’ and insert-
ing ‘““Coalitions’’;

(B) by striking ‘‘partnerships’ and insert-
ing ‘“‘coalitions’’; and

(C) by inserting ‘‘and response’ after ‘‘pre-
paredness’’; and

(6) in subsection (i)(1)—

(A) by striking ‘“‘An entity” and inserting
“A coalition”’; and

(B) by striking ‘‘such partnership’ and in-
serting ‘‘such coalition”.

(d) PuBLIC HEALTH SECURITY GRANTS AU-
THORIZATION OF APPROPRIATIONS.—Section
319C-1(h)(1)(A) (42 U.S.C. 247d-3a(h)(1)(A)) is
amended by striking ‘$641,900,000 for fiscal
year 2014 and all that follows through the
period at the end and inserting ‘$685,000,000
for each of fiscal years 2019 through 2023 for
awards pursuant to paragraph (3) (subject to
the authority of the Secretary to make
awards pursuant to paragraphs (4) and (5)).”.

(e) PARTNERSHIP FOR STATE AND REGIONAL
HOSPITAL PREPAREDNESS AUTHORIZATION OF
APPROPRIATIONS.—Section 319C-2(j) (42 U.S.C.
247d-3b(j)) is amended—

(1) by amending paragraph (1) to read as
follows:

‘(1) IN GENERAL.—

““(A) AUTHORIZATION OF APPROPRIATIONS.—
For purposes of carrying out this section and
section 319C-3, in accordance with subpara-
graph (B), there is authorized to be appro-
priated $385,000,000 for each of fiscal years
2019 through 2023.

‘“(B) RESERVATION OF AMOUNTS FOR RE-
GIONAL SYSTEMS.—

‘(i) IN GENERAL.—Subject to clause (ii), of
the amount appropriated under subpara-
graph (A) for a fiscal year, the Secretary
may reserve up to 5 percent for the purpose
of carrying out section 319C-3.

¢(ii) RESERVATION CONTINGENT ON CONTIN-
UED APPROPRIATIONS FOR THIS SECTION.—If for
fiscal year 2019 or a subsequent fiscal year,
the amount appropriated under subpara-
graph (A) is such that, after application of
clause (i), the amount remaining for the pur-
pose of carrying out this section would be
less than the amount available for such pur-
pose for the previous fiscal year, the amount
that may be reserved under clause (i) shall
be reduced such that the amount remaining
for the purpose of carrying out this section
is not less than the amount available for
such purpose for the previous fiscal year.

‘“(iii) SUNSET.—The authority to reserve
amounts under clause (i) shall expire on Sep-
tember 30, 2023.”";

(2) in paragraph (2), by striking ‘‘paragraph
(1) for a fiscal year’” and inserting ‘‘para-
graph (1)(A) for a fiscal year and not reserved
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for the purpose described

MB)D)’; and

(3) in paragraph (3)(A), by striking ‘‘para-
graph (1) and not reserved under paragraph
(2)” and inserting ‘‘paragraph (1)(A) and not
reserved under paragraph (1)(B)(i) or (2)”.
SEC. 203. REGIONAL HEALTH CARE EMERGENCY

PREPAREDNESS AND RESPONSE
SYSTEMS.

(a) IN GENERAL.—Part B of title III (42
U.S.C. 243 et seq.) is amended by inserting
after section 319C-2 the following:

“SEC. 319C-3. GUIDELINES FOR REGIONAL
HEALTH CARE EMERGENCY PRE-
PAREDNESS AND RESPONSE SYS-
TEMS.

‘‘(a) PURPOSE.—It is the purpose of this
section to identify and provide guidelines for
regional systems of hospitals, health care fa-
cilities, and other public and private sector
entities, with varying levels of capability to
treat patients and increase medical surge ca-
pacity during, in advance of, and imme-
diately following a public health emergency,
including threats posed by one or more
chemical, biological, radiological, or nuclear
agents, including emerging infectious dis-
eases.

‘“(b) GUIDELINES.—The Assistant Secretary
for Preparedness and Response, in consulta-
tion with the Director of the Centers for Dis-
ease Control and Prevention, the Adminis-
trator of the Centers for Medicare & Med-
icaid Services, the Administrator of the
Health Resources and Services Administra-
tion, the Commissioner of Food and Drugs,
the Assistant Secretary for Mental Health
and Substance Use, the Assistant Secretary
of Labor for Occupational Safety and Health,
the Secretary of Veterans Affairs, the heads
of such other Federal agencies as the Sec-
retary determines to be appropriate, and
State, local, tribal, and territorial public
health officials, shall, not later than 2 years
after the date of enactment of this section—

‘(1) identify and develop a set of guidelines
relating to practices and protocols for all-
hazards public health emergency prepared-
ness and response for hospitals and health
care facilities to provide appropriate patient
care during, in advance of, or immediately
following, a public health emergency, result-
ing from one or more chemical, biological,
radiological, or nuclear agents, including
emerging infectious diseases (which may in-
clude existing practices, such as trauma care
and medical surge capacity and capabilities),
with respect to—

‘““(A) a regional approach to identifying
hospitals and health care facilities based on
varying capabilities and capacity to treat
patients affected by such emergency, includ-
ing—

‘(i) the manner in which the system will
coordinate with and integrate the partner-
ships and health care coalitions established
under section 319C-2(b); and

‘“(ii) informing and educating appropriate
first responders and health care supply chain
partners of the regional emergency prepared-
ness and response capabilities and medical
surge capacity of such hospitals and health
care facilities in the community;

‘(B) physical and technological infrastruc-
ture, laboratory capacity, staffing, blood
supply, and other supply chain needs, taking
into account resiliency, geographic consider-
ations, and rural considerations;

‘(C) protocols or best practices for the
safety and personal protection of workers
who handle human remains and health care
workers (including with respect to protective
equipment and supplies, waste management
processes, and decontamination), sharing of
specialized experience among the health care
workforce, behavioral health, psychological
resilience, and training of the workforce, as
applicable;
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‘D) in a manner that allows for disease
containment (within the meaning of section
2802(b)(2)(B)), coordinated medical triage,
treatment, and transportation of patients,
based on patient medical need (including pa-
tients in rural areas), to the appropriate hos-
pitals or health care facilities within the re-
gional system or, as applicable and appro-
priate, between systems in different States
or regions; and

‘“(E) the needs of children and other at-risk
individuals;

‘(2) make such guidelines available on the
internet website of the Department of Health
and Human Services in a manner that does
not compromise national security; and

‘“(3) update such guidelines as appropriate,
including based on input received pursuant
to subsections (c) and (e) and information re-
sulting from applicable reports required
under the Pandemic and All-Hazards Pre-
paredness and Advancing Innovation Act of
2018 (including any amendments made by
such Act), to address new and emerging pub-
lic health threats.

‘‘(c) CONSIDERATIONS.—In identifying, de-
veloping, and updating guidelines under sub-
section (b), the Assistant Secretary for Pre-
paredness and Response shall—

‘(1) include input from hospitals and
health care facilities (including health care
coalitions under section 319C-2), State, local,
tribal, and territorial public health depart-
ments, and health care or subject matter ex-
perts (including experts with relevant exper-
tise in chemical, biological, radiological, or
nuclear threats, including emerging infec-
tious diseases), as the Assistant Secretary
determines appropriate, to meet the goals
under section 2802(b)(3);

‘“(2) consult and engage with appropriate
health care providers and professionals, in-
cluding physicians, nurses, first responders,
health care facilities (including hospitals,
primary care clinics, community health cen-
ters, mental health facilities, ambulatory
care facilities, and dental health facilities),
pharmacies, emergency medical providers,
trauma care providers, environmental health
agencies, public health laboratories, poison
control centers, blood banks, tissue banks,
and other experts that the Assistant Sec-
retary determines appropriate, to meet the
goals under section 2802(b)(3);

““(3) consider feedback related to financial
implications for hospitals, health care facili-
ties, public health agencies, laboratories,
blood banks, tissue banks, and other entities
engaged in regional preparedness planning to
implement and follow such guidelines, as ap-
plicable; and

‘“(4) comsider financial requirements and
potential incentives for entities to prepare
for, and respond to, public health emer-
gencies as part of the regional health care
emergency preparedness and response sys-
tem.

‘‘(d) TECHNICAL ASSISTANCE.—The Assist-
ant Secretary for Preparedness and Re-
sponse, in consultation with the Director of
the Centers for Disease Control and Preven-
tion and the Assistant Secretary of Labor for
Occupational Safety and Health, may pro-
vide technical assistance and consultation
toward meeting the guidelines described in
subsection (b).

‘‘(e) DEMONSTRATION PROJECT FOR RE-
GIONAL HEALTH CARE PREPAREDNESS AND RE-
SPONSE SYSTEMS.—

‘(1) IN GENERAL.—The Assistant Secretary
for Preparedness and Response may establish
a demonstration project pursuant to the de-
velopment and implementation of guidelines
under subsection (b) to award grants to im-
prove medical surge capacity for all hazards,
build and integrate regional medical re-
sponse capabilities, improve specialty care
expertise for all-hazards response, and co-
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ordinate medical preparedness and response
across State, local, tribal, territorial, and re-
gional jurisdictions.

‘“(2) SUNSET.—The authority under this
subsection shall expire on September 30,
2023.”".

(b) GAO REPORT TO CONGRESS.—

(1) REPORT.—Not later than 3 years after
the date of enactment of this Act, the Comp-
troller General of the United States (referred
to in this subsection as the ‘“‘Comptroller
General’) shall submit to the Committee on
Health, Education, Labor, and Pensions and
the Committee on Finance of the Senate and
the Committee on Energy and Commerce and
the Committee on Ways and Means of the
House of Representatives, a report on the ex-
tent to which hospitals and health care fa-
cilities have implemented the recommended
guidelines under section 319C-3(b) of the Pub-
lic Health Service Act (as added by sub-
section (a)), including an analysis and eval-
uation of any challenges hospitals or health
care facilities experienced in implementing
such guidelines.

(2) CONTENT.—The Comptroller General
shall include in the report under paragraph
O—

(A) data on the preparedness and response
capabilities that have been informed by the
guidelines under section 319C-3(b) of the Pub-
lic Health Service Act to improve regional
emergency health care preparedness and re-
sponse capability, including hospital and
health care facility capacity and medical
surge capabilities to prepare for, and respond
to, public health emergencies; and

(B) recommendations to reduce gaps in in-
centives for regional health partners, includ-
ing hospitals and health care facilities, to
improve capacity and medical surge capabili-
ties to prepare for, and respond to, public
health emergencies, consistent with sub-
section (a), which may include consideration
of facilities participating in programs under
section 319C-2 of the Public Health Service
Act (42 U.S.C. 247d-3b) or in programs under
the Centers for Medicare & Medicaid Serv-
ices (including innovative health care deliv-
ery and payment models), and input from
private sector financial institutions.

(3) CONSULTATION.—In carrying out para-
graphs (1) and (2), the Comptroller General
shall consult with the heads of appropriate
Federal agencies, including—

(A) the Assistant Secretary for Prepared-
ness and Response;

(B) the Director of the Centers for Disease
Control and Prevention;

(C) the Administrator of the Centers for
Medicare & Medicaid Services;

(D) the Assistant Secretary for Mental
Health and Substance Use;

(E) the Assistant Secretary of Labor for
Occupational Safety and Health; and

(F') the Secretary of Veterans Affairs.

(c) ANNUAL REPORTS.—Section 319C-2(i)(1)
(42 U.S.C. 247d-3b(i)(1)) is amended by insert-
ing after the first sentence the following: “In
submitting reports under this paragraph, a
coalition shall include information on the
progress that the coalition has made toward
the implementation of section 319C-3 (or bar-
riers to progress, if any).”’.

(d) NATIONAL HEALTH SECURITY STRATEGY
INCORPORATION OF REGIONALIZED EMERGENCY
PREPAREDNESS AND RESPONSE.—Subpara-
graph (G) of section 2802(b)(3) (42 U.S.C.
300hh-1(b)(3)) is amended to read as follows:

“(G) Optimizing a coordinated and flexible
approach to the emergency response and
medical surge capacity of hospitals, other
health care facilities, critical care, trauma
care (which may include trauma centers),
and emergency medical systems.”’.

(e) IMPROVING STATE AND LOCAL PUBLIC
HEALTH SECURITY.—
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(1) STATE AND LOCAL SECURITY.—Section
319C-1(e) (42 U.S.C. 247d-3a(e)) is amended by
striking ‘‘, and local emergency plans.” and
inserting ‘‘, local emergency plans, and any
regional health care emergency preparedness
and response system established pursuant to
the applicable guidelines under section 319C—
3.7,

(2) PARTNERSHIPS.—Section 319C-2(d)(1)(A)
(42 U.S.C. 247d-3b(d)(1)(A)) is amended—

(A) in clause (i), by striking *‘; and” and in-
serting *“;”’;

(B) by redesignating clause (ii) as clause
(iii); and

(C) inserting after clause (i), the following:

‘‘(ii) among one or more facilities in a re-
gional health care emergency system under
section 319C-3; and”’.

SEC. 204. MILITARY AND CIVILIAN PARTNERSHIP
FOR TRAUMA READINESS.

Title XII (42 U.S.C. 300d et seq.) is amended
by adding at the end the following new part:
“PART I—MILITARY AND CIVILIAN PART-

NERSHIP FOR TRAUMA READINESS

GRANT PROGRAM
“SEC. 1291. MILITARY AND CIVILIAN PARTNER-

SHIP FOR TRAUMA READINESS
GRANT PROGRAM.

‘(a) MILITARY TRAUMA TEAM PLACEMENT
PROGRAM.—

‘(1 IN GENERAL.—The Secretary, acting
through the Assistant Secretary for Pre-
paredness and Response and in consultation
with the Secretary of Defense, shall award
grants to not more than 20 eligible high acu-
ity trauma centers to enable military trau-
ma teams to provide, on a full-time basis,
trauma care and related acute care at such
trauma centers.

‘(2) LIMITATIONS.—In the case of a grant
awarded under paragraph (1) to an eligible
high acuity trauma center, such grant—

‘‘(A) shall be for a period of at least 3 years
and not more than 5 years (and may be re-
newed at the end of such period); and

‘“(B) shall be in an amount that does not
exceed $1,000,000 per year.

“(3) AVAILABILITY OF FUNDS.—Notwith-
standing section 1552 of title 31, United
States Code, or any other provision of law,
funds available to the Secretary for obliga-
tion for a grant under this subsection shall
remain available for expenditure for 100 days
after the last day of the performance period
of such grant.

“(b) MILITARY TRAUMA CARE PROVIDER
PLACEMENT PROGRAM.—

‘(1) IN GENERAL.—The Secretary, acting
through the Assistant Secretary for Pre-
paredness and Response and in consultation
with the Secretary of Defense, shall award
grants to eligible trauma centers to enable
military trauma care providers to provide
trauma care and related acute care at such
trauma centers.

‘(2) LIMITATIONS.—In the case of a grant
awarded under paragraph (1) to an eligible
trauma center, such grant—

““(A) shall be for a period of at least 1 year
and not more than 3 years (and may be re-
newed at the end of such period); and

‘(B) shall be in an amount that does not
exceed, in a year—

‘(i) $100,000 for each military trauma care
provider that is a physician at such eligible
trauma center; and

‘‘(ii) $50,000 for each other military trauma
care provider at such eligible trauma center.

‘() GRANT REQUIREMENTS.—

‘(1) DEPLOYMENT AND PUBLIC HEALTH EMER-
GENCIES.—As a condition of receipt of a grant
under this section, a grant recipient shall
agree to allow military trauma care pro-
viders providing care pursuant to such grant
to—

‘““(A) be deployed by the Secretary of De-
fense for military operations, for training, or
for response to a mass casualty incident; and
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‘(B) be deployed by the Secretary of De-
fense, in consultation with the Secretary of
Health and Human Services, for response to
a public health emergency pursuant to sec-
tion 319.

““(2) USE OF FUNDS.—Grants awarded under
this section to an eligible trauma center
may be used to train and incorporate mili-
tary trauma care providers into such trauma
center, including incorporation into oper-
ational exercises and training drills related
to public health emergencies, expenditures
for malpractice insurance, office space, in-
formation technology, specialty education
and supervision, trauma programs, research,
and applicable license fees for such military
trauma care providers.

“(d) RULE OF CONSTRUCTION.—Nothing in
this section shall be construed to affect any
other provision of law that preempts State
licensing requirements for health care pro-
fessionals, including with respect to military
trauma care providers.

‘‘(e) REPORTING REQUIREMENTS.—

‘(1) REPORT TO THE SECRETARY AND THE
SECRETARY OF DEFENSE.—Each eligible trau-
ma center or eligible high acuity trauma
center awarded a grant under subsection (a)
or (b) for a year shall submit to the Sec-
retary and the Secretary of Defense a report
for such year that includes information on—

‘“(A) the number and types of trauma cases
managed by military trauma teams or mili-
tary trauma care providers pursuant to such
grant during such year;

‘(B) the ability to maintain the integra-
tion of the military trauma providers or
teams of providers as part of the trauma cen-
ter, including the financial effect of such
grant on the trauma center;

‘(C) the educational effect on resident
trainees in centers where military trauma
teams are assigned;

‘(D) any research conducted during such
year supported by such grant; and

‘“(E) any other information required by the
Secretaries for the purpose of evaluating the
effect of such grant.

‘“(2) REPORT TO CONGRESS.—Not less than
once every 2 years, the Secretary, in con-
sultation with the Secretary of Defense,
shall submit a report to the congressional
committees of jurisdiction that includes in-
formation on the effect of placing military
trauma care providers in trauma centers
awarded grants under this section on—

‘“(A) maintaining military trauma care
providers’ readiness and ability to respond to
and treat battlefield injuries;

‘“(B) providing health care to civilian trau-
ma patients in urban and rural settings;

‘“(C) the capability of trauma centers and
military trauma care providers to increase
medical surge capacity, including as a result
of a large scale event;

‘(D) the ability of grant recipients to
maintain the integration of the military
trauma providers or teams of providers as
part of the trauma center;

‘“(BE) efforts to incorporate military trauma
care providers into operational exercises and
training and drills for public health emer-
gencies; and

‘“(F) the capability of military trauma care
providers to participate as part of a medical
response during or in advance of a public
health emergency, as determined by the Sec-
retary, or a mass casualty incident.

‘(f) DEFINITIONS.—For purposes of this
part:

‘(1) ELIGIBLE TRAUMA CENTER.—The term
‘eligible trauma center’ means a Level I, II,
or ITI trauma center that satisfies each of
the following:

‘“(A) Such trauma center has an agreement
with the Secretary of Defense to enable mili-
tary trauma care providers to provide trau-
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ma care and related acute care at such trau-
ma center.

‘(B) Such trauma center utilizes a risk-ad-
justed benchmarking system and metrics to
measure performance, quality, and patient
outcomes.

“(C) Such trauma center demonstrates a
need for integrated military trauma care
providers to maintain or improve the trauma
clinical capability of such trauma center.

‘(2) ELIGIBLE HIGH ACUITY TRAUMA CEN-
TER.—The term ‘eligible high acuity trauma
center’ means a Level I trauma center that
satisfies each of the following:

‘“(A) Such trauma center has an agreement
with the Secretary of Defense to enable mili-
tary trauma teams to provide trauma care
and related acute care at such trauma cen-
ter.

‘(B) At least 20 percent of patients treated
at such trauma center in the most recent 3-
month period for which data are available
are treated for a major trauma at such trau-
ma center.

¢(C) Such trauma center utilizes a risk-ad-
justed benchmarking system and metrics to
measure performance, quality, and patient
outcomes.

‘(D) Such trauma center is an academic
training center—

‘(1) affiliated with a medical school;

‘(ii) that maintains residency programs
and fellowships in critical trauma specialties
and subspecialties, and provides education
and supervision of military trauma team
members according to those specialties and
subspecialties; and

‘“(iii) that undertakes research in the pre-
vention and treatment of traumatic injury.

‘“(BE) Such trauma center serves as a med-
ical and public health preparedness and re-
sponse leader for its community, such as by
participating in a partnership for State and
regional hospital preparedness established
under section 319C-2 or 319C-3.

“(3) MAJOR TRAUMA.—The term ‘major
trauma’ means an injury that is greater than
or equal to 15 on the injury severity score.

‘“(4) MILITARY TRAUMA TEAM.—The term
‘military trauma team’ means a complete
military trauma team consisting of military
trauma care providers.

“(6) MILITARY TRAUMA CARE PROVIDER.—
The term ‘military trauma care provider’
means a member of the Armed Forces who
furnishes emergency, critical care, and other
trauma acute care services (including a phy-
sician, surgeon, physician assistant, nurse,
nurse practitioner, respiratory therapist,
flight paramedic, combat medic, or enlisted
medical technician) or other military trau-
ma care provider as the Secretary deter-
mines appropriate.

‘(g) AUTHORIZATION OF APPROPRIATIONS.—
To carry out this section, there are author-
ized to be appropriated $11,500,000 for each of
fiscal years 2019 through 2023.”".

SEC. 205. PUBLIC HEALTH AND HEALTH CARE
SYSTEM SITUATIONAL AWARENESS
AND BIOSURVEILLANCE CAPABILI-
TIES.
(a) FACILITIES, CAPACITIES, AND BIO-

SURVEILLANCE CAPABILITIES.—Section 319D
(42 U.S.C. 247d-4) is amended—

(1) in the section heading, by striking ‘‘RE-
VITALIZING” and inserting ‘‘FACILITIES AND CA-
PACITIES OF’’;

(2) in subsection (a)—

(A) in the subsection heading, by striking
“FACILITIES; CAPACITIES” and inserting ‘IN
GENERAL’’;

(B) in paragraph (1), by striking ‘“‘and im-
proved” and inserting ¢, improved, and ap-
propriately maintained”’;

(C) in paragraph (3), in the matter pre-
ceding subparagraph (A), by striking ‘‘ex-
pand, enhance, and improve” and inserting
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“‘expand, improve, enhance,
priately maintain’’; and

(D) by adding at the end the following:

‘(4) STUDY OF RESOURCES FOR FACILITIES
AND CAPACITIES.—Not later than June 1, 2022,
the Comptroller General of the United States
shall conduct a study on Federal spending in
fiscal years 2013 through 2018 for activities
authorized under this subsection. Such study
shall include a review and assessment of ob-
ligations and expenditures directly related
to each activity under paragraphs (2) and (3),
including a specific accounting of, and delin-
eation between, obligations and expenditures
incurred for the construction, renovation,
equipping, and security upgrades of facilities
and associated contracts under this sub-
section, and the obligations and expenditures
incurred to establish and improve the situa-
tional awareness and biosurveillance net-
work under subsection (b), and shall identify
the agency or agencies incurring such obliga-
tions and expenditures.’’;

(3) in subsection (b)—

(A) in the subsection heading, by striking
“NATIONAL’ and inserting ‘‘ESTABLISHMENT
OF SYSTEMS OF PUBLIC HEALTH"’;

(B) in paragraph (1)(B), by inserting ‘‘im-
munization information systems,” after
‘“‘centers,’”’; and

(C) in paragraph (2)—

(i) by inserting ‘‘develop a plan to, and”
after ‘“The Secretary shall’’; and

(ii) by inserting ‘‘and in a form readily usa-
ble for analytical approaches’ after ‘‘in a se-
cure manner’’; and

(D) by amending paragraph (3) to read as
follows:

*“(3) STANDARDS.—

‘““(A) IN GENERAL.—Not later than 1 year
after the date of the enactment of the Pan-
demic and All-Hazards Preparedness and Ad-
vancing Innovation Act of 2018, the Sec-
retary, in cooperation with health care pro-
viders, State, local, tribal, and territorial
public health officials, and relevant Federal
agencies (including the Office of the Na-
tional Coordinator for Health Information
Technology and the National Institute of
Standards and Technology), shall, as nec-
essary, adopt technical and reporting stand-
ards, including standards for interoperability
as defined by section 3000, for networks
under paragraph (1) and update such stand-
ards as necessary. Such standards shall be
made available on the internet website of the
Department of Health and Human Services,
in a manner that does not compromise na-
tional security.

‘(B) DEFERENCE TO STANDARDS DEVELOP-
MENT ORGANIZATIONS.—In adopting and im-
plementing standards under this subsection
and subsection (c), the Secretary shall give
deference to standards published by stand-
ards development organizations and vol-
untary consensus-based standards entities.”’;

(4) in subsection (¢c)—

(A) in paragraph (1)—

(i) by striking ‘“‘Not later than 2 years after
the date of enactment of the Pandemic and
All-Hazards Preparedness Reauthorization
Act of 2013, the Secretary” and inserting
“The Secretary’’;

(ii) by inserting ‘¢, and improve as applica-
ble and appropriate,” after ‘‘shall establish’’;

(iii) by striking ‘‘of rapid” and inserting
“of, rapid”’’; and

(iv) by striking ‘‘such connectivity’’ and
inserting ‘‘such interoperability’’;

(B) by amending paragraph (2) to read as
follows:

¢“(2) COORDINATION AND CONSULTATION.—In
establishing and improving the network
under paragraph (1) the Secretary shall—

“‘(A) facilitate coordination among agen-
cies within the Department of Health and
Human Services that provide, or have the po-
tential to provide, information and data to,

and appro-
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and analyses for, the situational awareness
and biosurveillance network under para-
graph (1), including coordination among rel-
evant agencies related to health care serv-
ices, the facilitation of health information
exchange (including the Office of the Na-
tional Coordinator for Health Information
Technology), and public health emergency
preparedness and response; and

‘““(B) consult with the Secretary of Agri-
culture, the Secretary of Commerce (and the
Director of the National Institute of Stand-
ards and Technology), the Secretary of De-
fense, the Secretary of Homeland Security,
the Secretary of Veterans Affairs, and the
heads of other Federal agencies, as the Sec-
retary determines appropriate.’’;

(C) in paragraph (3)—

(i) by redesignating subparagraphs (A)
through (E) as clauses (i) through (v), respec-
tively, and adjusting the margins accord-
ingly;

(ii) in clause (iv), as so redesignated—

(I) by inserting ‘“immunization informa-
tion systems,”’ after ‘‘poison control,”’; and

(IT) by striking ‘‘and clinical laboratories’’
and inserting ‘¢, clinical laboratories, and
public environmental health agencies’’;

(iii) by striking ‘‘The network’ and insert-
ing the following:

‘“(A) IN GENERAL.—The network’’; and

(iv) by adding at the end the following:

‘(B) REVIEW.—Not later than 2 years after
the date of the enactment of the Pandemic
and All-Hazards Preparedness and Advancing
Innovation Act of 2018 and every 6 years
thereafter, the Secretary shall conduct a re-
view of the elements described in subpara-
graph (A). Such review shall include a dis-
cussion of the addition of any elements pur-
suant to clause (v), including elements added
to advancing new technologies, and identify
any challenges in the incorporation of ele-
ments under subparagraph (A). The Sec-
retary shall provide such review to the con-
gressional committees of jurisdiction.’’;

(D) in paragraph (5)—

(i) by redesignating subparagraphs (A)
through (D) as clauses (i) through (iv), re-
spectively, and adjusting the margins ac-
cordingly;

(ii) by striking ‘“‘In establishing’ and in-
serting the following:

‘‘(A) IN GENERAL.—In establishing’’;

(iii) by adding at the end the following:

“(B) PUBLIC MEETING.—

‘(i) IN GENERAL.—Not later than 180 days
after the date of enactment of the Pandemic
and All-Hazards Preparedness and Advancing
Innovation Act of 2018, the Secretary shall
convene a public meeting for purposes of dis-
cussing and providing input on the potential
goals, functions, and uses of the network de-
scribed in paragraph (1) and incorporating
the elements described in paragraph (3)(A).

‘“(ii) EXPERTS.—The public meeting shall
include representatives of relevant Federal
agencies (including representatives from the
Office of the National Coordinator for Health
Information Technology and the National In-
stitute of Standards and Technology); State,
local, tribal, and territorial public health of-
ficials; stakeholders with expertise in bio-
surveillance and situational awareness;
stakeholders with expertise in capabilities
relevant to biosurveillance and situational
awareness, such as experts in informatics
and data analytics (including experts in pre-
diction, modeling, or forecasting); and other
representatives as the Secretary determines
appropriate.

‘(iii) Toprics.—Such public meeting shall
include a discussion of—

‘“(I) data elements, including minimal or
essential data elements, that are voluntarily
provided for such network, which may in-
clude elements from public health and public
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and private health care entities, to the ex-
tent practicable;

“(IT) standards and implementation speci-
fications that may improve the collection,
analysis, and interpretation of data during a
public health emergency;

‘“(ITII) strategies to encourage the access,
exchange, and use of information;

“(IV) considerations for State, local, trib-
al, and territorial capabilities and infra-
structure related to data exchange and inter-
operability;

(V) privacy and security protections pro-
vided at the Federal, State, local, tribal, and
territorial levels, and by nongovernmental
stakeholders; and

‘“(VI) opportunities for the incorporation
of innovative technologies to improve the
network.”’; and

(iv) in subparagraph (A), as so designated
by clause (ii)—

(I) in clause (i), as so redesignated—

(aa) by striking ‘‘as determined’ and in-
serting ‘‘as adopted’’; and

(bb) by inserting ‘‘and the National Insti-
tute of Standards and Technology’ after
“Office of the National Coordinator for
Health Information Technology’’;

(IT) in clause (iii), as so redesignated, by
striking ‘‘; and”’ and inserting a semicolon;

(ITIT) in clause (iv), as so redesignated, by
striking the period and inserting *‘; and’’;
and

(IV) by adding at the end the following:

‘“(v) pilot test standards and implementa-
tion specifications, consistent with the proc-
ess described in section 3002(b)(3)(C), which
State, local, tribal, and territorial public
health entities may utilize, on a voluntary
basis, as a part of the network.”’;

(E) by redesignating paragraph (6) as para-

graph (7);
(F) by inserting after paragraph (5) the fol-
lowing:
‘() STRATEGY AND IMPLEMENTATION
PLAN.—
‘““(A) IN GENERAL.—Not later than 18

months after the date of enactment of the
Pandemic and All-Hazards Preparedness and
Advancing Innovation Act of 2018, the Sec-
retary shall submit to the congressional
committees of jurisdiction a coordinated
strategy and an accompanying implementa-
tion plan that—

‘(i) is informed by the public meeting
under paragraph (5)(B);

‘“(ii) includes a review and assessment of
existing capabilities of the network and re-
lated infrastructure, including input pro-
vided by the public meeting under paragraph
5)(B);

‘“(iii) 1identifies and demonstrates the
measurable steps the Secretary will carry
out to—

‘“(I) develop, implement, and evaluate the
network described in paragraph (1), utilizing
elements described in paragraph (3)(A);

‘“(II) modernize and enhance biosurveil-
lance activities, including strategies to in-
clude innovative technologies and analytical
approaches (including prediction and fore-
casting for pandemics and all-hazards) from
public and private entities;

‘(III) improve information sharing, coordi-
nation, and communication among disparate
biosurveillance systems supported by the De-
partment of Health and Human Services, in-
cluding the identification of methods to im-
prove accountability, better utilize resources
and workforce capabilities, and incorporate
innovative technologies within and across
agencies; and

“(IV) test and evaluate capabilities of the
interoperable network of systems to improve
situational awareness and biosurveillance
capabilities;

‘‘(iv) includes performance measures and
the metrics by which performance measures
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will be assessed with respect to the measur-
able steps under clause (iii); and

‘‘(v) establishes dates by which each meas-
urable step under clause (iii) will be imple-
mented.

‘“(B) ANNUAL BUDGET PLAN.—Not later than
2 years after the date of enactment of the
Pandemic and All-Hazards Preparedness and
Advancing Innovation Act of 2018 and on an
annual basis thereafter, in accordance with
the strategy and implementation plan under
this paragraph, the Secretary shall, taking
into account recommendations provided by
the National Biodefense Science Board, de-
velop a budget plan based on the strategy
and implementation plan under this section.
Such budget plan shall include—

‘(i) a summary of resources previously ex-
pended to establish, improve, and utilize the
nationwide public health situational aware-
ness and biosurveillance network under para-
graph (1);

‘“(ii) estimates of costs and resources need-
ed to establish and improve the network
under paragraph (1) according to the strat-
egy and implementation plan under subpara-
graph (A);

‘‘(iii) the identification of gaps and ineffi-
ciencies in nationwide public health situa-
tional awareness and biosurveillance capa-
bilities, resources, and authorities needed to
address such gaps; and

‘“(iv) a strategy to minimize and address
such gaps and improve inefficiencies.”’;

(G) in paragraph (7), as so redesignated—

(i) in subparagraph (A), by inserting ‘‘(tak-
ing into account zoonotic disease, including
gaps in scientific understanding of the inter-
actions between human, animal, and envi-
ronmental health)’ after ‘“human health’’;

(ii) in subparagraph (B)—

(I) by inserting ‘‘and gaps in surveillance

programs’ after ‘‘surveillance programs’’;
and

(IT) by striking ‘‘; and” and inserting a
semicolon;

(iii) in subparagraph (C)—

(I) by inserting ‘‘, animal health organiza-
tions related to zoonotic disease,” after
“health care entities’’; and

(IT) by striking the period and inserting ‘;
and’’; and

(iv) by adding at the end the following:

‘(D) provide recommendations to the Sec-
retary on policies and procedures to com-
plete the steps described in this paragraph in
a manner that is consistent with section
2802.”; and

(H) by adding at the end the following:

‘(8) SITUATIONAL AWARENESS AND BIO-
SURVEILLANCE AS A NATIONAL SECURITY PRI-
ORITY.—The Secretary, on a periodic basis as
applicable and appropriate, shall meet with
the Director of National Intelligence to in-
form the development and capabilities of the
nationwide public health situational aware-
ness and biosurveillance network.’’;

(5) in subsection (d)—

(A) in paragraph (1)—

(i) by inserting ‘‘environmental health
agencies,” after ‘‘public health agencies,”’;
and

(ii) by inserting ‘‘immunization pro-
grams,’”’ after ‘‘poison control centers,”’; and

(B) in paragraph (2)—

(i) in subparagraph (B), by striking ‘‘and”
at the end;

(ii) in subparagraph (C), by striking the pe-
riod and inserting ‘‘; and’’; and

(iii) by adding after subparagraph (C) the
following:

‘(D) an implementation plan that may in-
clude measurable steps to achieve the pur-
poses described in paragraph (1).”’; and

(C) by striking paragraph (5) and inserting
the following:

‘() TECHNICAL ASSISTANCE.—The Secretary
may provide technical assistance to States,
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localities, tribes, and territories or a consor-
tium of States, localities, tribes, and terri-
tories receiving an award under this sub-
section regarding interoperability and the
technical standards set forth by the Sec-
retary.”’;

(6) by redesignating subsections (f) and (g)
as subsections (i) and (j), respectively; and

(7) by inserting after subsection (e) the fol-
lowing:

““(f) PERSONNEL AUTHORITIES.—

‘(1) SPECIALLY QUALIFIED PERSONNEL.—In
addition to any other personnel authorities,
to carry out subsections (b) and (c¢), the Sec-
retary may—

““(A) appoint highly qualified individuals
to scientific or professional positions at the
Centers for Disease Control and Prevention,
not to exceed 30 such employees at any time
(specific to positions authorized by this sub-
section), with expertise in capabilities rel-
evant to biosurveillance and situational
awareness, such as experts in informatics
and data analytics (including experts in pre-
diction, modeling, or forecasting), and other
related scientific or technical fields; and

‘(B) compensate individuals appointed
under subparagraph (A) in the same manner
and subject to the same terms and condi-
tions in which individuals appointed under
9903 of title 5, United States Code, are com-
pensated, without regard to the provisions of
chapter 51 and subchapter III of chapter 53 of
such title relating to classification and Gen-
eral Schedule pay rates.

‘“(2) LIMITATIONS.—The Secretary shall ex-
ercise the authority under paragraph (1) in a
manner that is consistent with the limita-
tions described in section 319F-1(e)(2).

“(g) TIMELINE.—The Secretary shall ac-
complish the purposes under subsections (b)
and (c) no later than September 30, 2023, and
shall provide a justification to the congres-
sional committees of jurisdiction for any
missed or delayed implementation of meas-
urable steps identified under subsection
(e)(6)(A)(ii).

“(h) INDEPENDENT EVALUATION.—Not later
than 3 years after the date of enactment of
the Pandemic and All-Hazards Preparedness
and Advancing Innovation Act of 2018, the
Comptroller General of the United States
shall conduct an independent evaluation and
submit to the Secretary and the congres-
sional committees of jurisdiction a report
concerning the activities conducted under
subsections (b) and (c), and provide rec-
ommendations, as applicable and appro-
priate, on necessary improvements to the
biosurveillance and situational awareness
network.”.

(b) AUTHORIZATION OF APPROPRIATIONS.—
Subsection (i) of section 319D (42 U.S.C. 247d-
4), as redesignated by subsection (a)(6), is
amended by striking ‘‘$138,300,000 for each of
fiscal years 2014 through 2018’ and inserting
€‘$161,800,000 for each of fiscal years 2019
through 2023.

(¢c) BIOLOGICAL THREAT DETECTION RE-
PORT.—The Secretary of Health and Human
Services shall, in coordination with the Sec-
retary of Defense and the Secretary of Home-
land Security, not later than 180 days after
the date of enactment of this Act, report to
the Committee on Energy and Commerce,
the Committee on Armed Services, and the
Committee on Homeland Security of the
House of Representatives and the Committee
on Health, Education, Labor, and Pensions,
the Committee on Armed Services, and the
Committee on Homeland Security and Gov-
ernmental Affairs of the Senate on the state
of Federal biological threat detection ef-
forts, including the following—

(1) an identification of technological, oper-
ational, and programmatic successes and
failures of domestic detection programs sup-
ported by Federal departments and agencies
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for intentionally-introduced or accidentally-
released biological threat agents and natu-
rally occurring infectious diseases;

(2) a description of Federal efforts to facili-
tate the exchange of information related to
the information described in paragraph (1)
among Federal departments and agencies
that utilize biological threat detection tech-
nology;

(3) a description of the capabilities of de-
tection systems in use by Federal depart-
ments and agencies including the capability
to—

(A) rapidly detect, identify, characterize,
and confirm the presence of biological threat
agents;

(B) recover live biological agents from col-
lection devices;

(C) determine the geographical distribu-
tion of biological agents;

(D) determine the extent of environmental
contamination and persistence of biological
agents; and

(E) provide advanced molecular diagnostics
to State, local, tribal, and territorial public
health and other laboratories that support
biological threat detection activities;

(4) a description of Federal interagency co-
ordination related to biological threat detec-
tion;

(5) a description of efforts by Federal de-
partments and agencies that utilize biologi-
cal threat detection technology to collabo-
rate with State, local, tribal, and territorial
public health laboratories and other users of
biological threat detection systems, includ-
ing collaboration regarding the development
of—

(A) biological threat detection require-
ments or standards;

(B) a standardized integration strategy:;

(C) training requirements or guidelines;

(D) guidelines for a coordinated public
health response, including preparedness ca-
pabilities, and, as applicable, for coordina-
tion with public health surveillance systems;
and

(E) a coordinated environmental remedi-
ation plan, as applicable; and

(6) recommendations related to research,
advanced research, development, and pro-
curement for Federal departments and agen-
cies to improve and enhance biological
threat detection systems, including rec-
ommendations on the transfer of biological
threat detection technology among Federal
departments and agencies, as necessary and
appropriate.

SEC. 206. STRENGTHENING AND SUPPORTING
THE PUBLIC HEALTH EMERGENCY
RAPID RESPONSE FUND.

Section 319 (42 U.S.C. 247d) is amended—

(1) in subsection (b)—

(A) in paragraph (1)—

(i) in the first sentence, by inserting ‘‘or if
the Secretary determines there is the signifi-
cant potential for a public health emer-
gency, to allow the Secretary to rapidly re-
spond to the immediate needs resulting from
such public health emergency or potential
public health emergency’ before the period;
and

(ii) by inserting ‘‘The Secretary shall plan
for the expedited distribution of funds to ap-
propriate agencies and entities.” after the
first sentence;

(B) by redesignating paragraph (2) as para-

graph (3);

(C) by inserting after paragraph (1) the fol-
lowing:

‘“(2) Usges.—The Secretary may use

amounts in the Fund established under para-
graph (1), to—

““(A) facilitate coordination between and
among Federal, State, local, tribal, and ter-
ritorial entities and public and private
health care entities that the Secretary de-
termines may be affected by a public health
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emergency or potential public health emer-
gency referred to in paragraph (1) (including
communication of such entities with rel-
evant international entities, as applicable);

‘(B) make grants, provide for awards,
enter into contracts, and conduct supportive
investigations pertaining to a public health
emergency or potential public health emer-
gency, including further supporting pro-
grams under section 319C-1, 319C-2, or 319C-3;

‘“(C) facilitate and accelerate, as applica-
ble, advanced research and development of
security countermeasures (as defined in sec-
tion 319F-2), qualified countermeasures (as
defined in section 319F-1), or qualified pan-
demic or epidemic products (as defined in
section 319F-3), that are applicable to the
public health emergency or potential public
health emergency under paragraph (1);

‘(D) strengthen biosurveillance capabili-
ties and laboratory capacity to identify, col-
lect, and analyze information regarding such
public health emergency or potential public
health emergency, including the systems
under section 319D;

‘““(E) support initial emergency operations
and assets related to preparation and deploy-
ment of intermittent disaster response per-
sonnel under section 2812 and the Medical
Reserve Corps under section 2813; and

“(F) carry out other activities, as the Sec-
retary determines applicable and appro-
priate.”’; and

(D) by inserting after paragraph (3), as so
redesignated, the following:

‘“(4) REVIEW.—Not later than 2 years after
the date of enactment of the Pandemic and
All-Hazards Preparedness and Advancing In-
novation Act of 2018, the Secretary, in co-
ordination with the Assistant Secretary for
Preparedness and Response, shall conduct a
review of the Fund under this section and
provide recommendations to the Committee
on Health, Education, Labor, and Pensions
and the Committee on Appropriations of the
Senate and the Committee on Energy and
Commerce and the Committee on Appropria-
tions of the House of Representatives on
policies to improve such Fund for the uses
described in paragraph (2).

‘“(5) GAO REPORT.—Not later than 4 years
after the date of enactment of the Pandemic
and All-Hazards Preparedness and Advancing
Innovation Act of 2018, the Comptroller Gen-
eral of the United States shall—

‘“(A) conduct a review of the Fund under
this section, including its uses and the re-
sources available in the Fund; and

‘(B) submit to the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate and the Committee on Energy and Com-
merce of the House of Representatives a re-
port on such review, including recommenda-
tions related to such review, as applicable.”’;
and

(2) in subsection (¢)—

(A) by inserting ‘‘rapidly respond to public
health emergencies or potential public
health emergencies and” after ‘‘used to’’;
and

(B) by striking ‘‘section.” and inserting
“Act or funds otherwise provided for emer-
gency response.’’.

SEC. 207. IMPROVING ALL-HAZARDS PREPARED-
NESS AND RESPONSE BY PUBLIC
HEALTH EMERGENCY VOLUNTEERS.

(a) IN GENERAL.—Section 3191 (42 U.S.C.
247d-Tb) is amended—

(1) in the section heading, by striking
‘‘HEALTH PROFESSIONS VOLUNTEERS’ and in-
serting ‘‘VOLUNTEER HEALTH PROFESSIONAL’’;

(2) in subsection (a), by adding at the end
the following: ‘‘Such health care profes-
sionals may include members of the National
Disaster Medical System, members of the
Medical Reserve Corps, and individual health
care professionals.”’;
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(3) in subsection (i) by adding at the end
“In order to inform the development of such
mechanisms by States, the Secretary shall
make available information and material
provided by States that have developed
mechanisms to waive the application of li-
censing requirements to applicable health
professionals seeking to provide medical
services during a public health emergency.
Such information shall be made publicly
available in a manner that does not com-
promise national security.”’; and

(4) in subsection (k) by striking 2014
through 2018° and inserting ‘2019 through
2023"°.

(b) ALL-HAZARDS PUBLIC HEALTH EMER-
GENCY PREPAREDNESS AND RESPONSE PLAN.—
Section 319C-1(b)(2)(A)({iv) (42 U.S.C. 247d-
3a(b)(2)(A)(v)) is amended to read as follows:

‘“(iv) a description of the mechanism the
entity will implement to utilize the Emer-
gency Management Assistance Compact, or
other mutual aid agreement, for medical and
public health mutual aid, and, as appro-
priate, the activities such entity will imple-
ment pursuant to section 3191 to improve en-
rollment and coordination of volunteer
health care professionals seeking to provide
medical services during a public health
emergency, which may include—

‘“(I) providing a public method of commu-
nication for purposes of volunteer coordina-
tion (such as a phone number);

‘“(IT) providing for optional registration to
participate in volunteer services during
processes related to State medical licensing,
registration, or certification or renewal of
such licensing, registration or certification;
or

‘“(IIT) other mechanisms as the State deter-
mines appropriate;’’.

SEC. 208. CLARIFYING STATE LIABILITY LAW FOR
VOLUNTEER HEALTH CARE PROFES-
SIONALS.

(a) IN GENERAL.—Title II (42 U.S.C. 202 et
seq.) is amended by inserting after section
224 the following:

“SEC. 225. HEALTH CARE PROFESSIONALS AS-
SISTING DURING A PUBLIC HEALTH
EMERGENCY.

‘“‘(a) LIMITATION ON LIABILITY.—Notwith-
standing any other provision of law, a health
care professional who is a member of the
Medical Reserve Corps under section 2813 or
who is included in the Emergency System for
Advance Registration of Volunteer Health
Professionals under section 3191 and who—

‘(1) is responding—

‘“(A) to a public health emergency deter-
mined under section 319(a), during the initial
period of not more than 90 days (as deter-
mined by the Secretary) of the public health
emergency determination (excluding any pe-
riod covered by a renewal of such determina-
tion); or

‘“(B) to a major disaster or an emergency
as declared by the President under section
401 of the Robert T. Stafford Disaster Relief
and Emergency Assistance Act (42 U.S.C.
5170) or under section 201 of the National
Emergencies Act (50 U.S.C.1621) during the
initial period of such declaration; and

‘“(2) is alleged to be liable for an act or
omission—

‘““(A) during the initial period of a deter-
mination or declaration described in para-
graph (1) and related to the treatment of in-
dividuals in need of health care services due
to such public health emergency, major dis-
aster, or emergency;

‘(B) in the State or States for which such
determination or declaration is made;

‘“(C) in the health care professional’s ca-
pacity as a member of the Medical Reserve
Corps or a professional included in the Emer-
gency System for Advance Registration of
Volunteer Health Professionals under sec-
tion 319I; and
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‘(D) in the course of providing services
that are within the scope of the license, reg-
istration, or certification of the professional,
as defined by the State of licensure, registra-
tion, or certification; and

‘“(3) prior to the rendering of such act or
omission, was authorized by the State’s au-
thorization of deploying such State’s Emer-
gency System for Advance Registration of
Volunteer Health Professionals described in
section 3191 or the Medical Reserve Corps es-
tablished under section 2813, to provide
health care services,

shall be subject only to the State liability
laws of the State in which such act or omis-
sion occurred, in the same manner and to the
same extent as a similar health care profes-
sional who is a resident of such State would
be subject to such State laws, except with re-
spect to the licensure, registration, and cer-
tification of such individual.

“(b) VOLUNTEER PROTECTION ACT.—Nothing
in this section shall be construed to affect an
individual’s right to protections under the
Volunteer Protection Act of 1997.

‘‘(c) PREEMPTION.—This section shall su-
persede the laws of any State that would
subject a health care professional described
in subsection (a) to the liability laws of any
State other than the State liability laws to
which such individual is subject pursuant to
such subsection.

‘‘(d) DEFINITIONS.—In this section:

‘(1) The term ‘health care professional’
means an individual licensed, registered, or
certified under Federal or State laws or reg-
ulations to provide health care services.

‘(2) The term ‘health care services’ means
any services provided by a health care pro-
fessional, or by any individual working
under the supervision of a health care profes-
sional, that relate to—

‘“(A) the diagnosis, prevention, or treat-
ment of any human disease or impairment;
or

‘“(B) the assessment or care of the health
of human beings.

‘‘(e) EFFECTIVE DATE.—

‘(1) IN GENERAL.—This section shall take
effect 90 days after the date of the enactment
of the Pandemic and All-Hazards Prepared-
ness and Advancing Innovation Act of 2018.

‘“(2) APPLICATION.—This section shall apply
to a claim for harm only if the act or omis-
sion that caused such harm occurred on or
after the effective date described in para-
graph (1).”.

(b) GAO STUDY.—Not later than one year
after the date of enactment of this Act, the
Comptroller General of the United States
shall conduct a review of—

(1) the number of health care providers
who register under the Emergency System
for Advance Registration of Volunteer
Health Professionals under section 3191 of
the Public Health Service Act (42 U.S.C.
247d-7b) in advance to provide services dur-
ing a public health emergency;

(2) the number of health care providers
who are credentialed to provide services dur-
ing the period of a public health emergency
declaration, including those who are
credentialed though programs established in
the Emergency System for Advance Reg-
istration of Volunteer Health Professionals
under such section 3191 and those
credentialed by authorities within the State
in which the emergency occurred;

(3) the average time to verify the creden-
tials of a health care provider during the pe-
riod of a public health emergency declara-
tion, including the average time pursuant to
the Emergency System for Advance Reg-
istration of Volunteer Health Professionals
under such section 3191 and for an individ-
ual’s credentials to be verified by an author-
ity within the State; and



December 20, 2018

(4) the Emergency System for Advance
Registration of Volunteer Health Profes-
sionals program in States, including whether
physician or medical groups, associations, or
other relevant provider organizations utilize
such program for purposes of volunteering
during public health emergencies.

SEC. 209. REPORT ON ADEQUATE NATIONAL
BLOOD SUPPLY.

Not later than 1 year after the date of the
enactment of this Act, the Secretary of
Health and Human Services shall submit to
Congress a report containing recommenda-
tions related to maintaining an adequate na-
tional blood supply, including—

(1) challenges associated with the contin-
uous recruitment of blood donors (including
those newly eligible to donate);

(2) ensuring the adequacy of the blood sup-
ply in the case of public health emergencies;

(3) implementation of the transfusion
transmission monitoring system; and

(4) other measures to promote safety and
innovation, such as the development, use, or
implementation of new technologies, proc-
esses, and procedures to improve the safety
and reliability of the blood supply.

SEC. 210. REPORT ON THE PUBLIC HEALTH PRE-
PAREDNESS AND RESPONSE CAPA-
BILITIES AND CAPACITIES OF HOS-
PITALS, LONG-TERM CARE FACILI-
TIES, AND OTHER HEALTH CARE FA-
CILITIES.

(a) STUDY.—

(1) IN GENERAL.—Not later than one year
after the date of enactment of this Act, the
Secretary of Health and Human Services
shall enter into an agreement with an appro-
priate entity to conduct a study regarding
the public health preparedness and response
capabilities and medical surge capacities of
hospitals, long-term care facilities, and
other health care facilities to prepare for,
and respond to, public health emergencies,
including natural disasters.

(2) CONSULTATION.—In conducting the
study under paragraph (1), the entity shall
consult with Federal, State, local, tribal,
and territorial public health officials (as ap-
propriate), and health care providers and fa-
cilities with experience in public health pre-
paredness and response activities.

(3) EVALUATION.—The study under para-
graph (1) shall include—

(A) an evaluation of the current bench-
marks and objective standards, as applica-
ble, related to programs that support hos-
pitals, long-term care facilities, and other
health care facilities, and their effect on im-
proving public health preparedness and re-
sponse capabilities and medical surge capac-
ities, including the Hospital Preparedness
Program, the Public Health Emergency Pre-
paredness cooperative agreements, and the
Regional Health Care Emergency Prepared-
ness and Response Systems under section
319C-3 of the Public Health Service Act (as
added by section 203);

(B) the identification of gaps in prepared-
ness, including with respect to such bench-
marks and objective standards, such as those
identified during recent public health emer-
gencies, for hospitals, long-term care facili-
ties, and other health care facilities to ad-
dress future potential public health threats;

(C) an evaluation of coordination efforts
between the recipients of Federal funding for
programs described in subparagraph (A) and
entities with expertise in emergency power
systems and other critical infrastructure
partners during a public health emergency,
to ensure a functioning critical infrastruc-
ture, to the greatest extent practicable, dur-
ing a public health emergency;

(D) an evaluation of coordination efforts
between the recipients of Federal funding for
programs described in subparagraph (A) and
environmental health agencies with exper-
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tise in emergency preparedness and response
planning for hospitals, long-term care facili-
ties, and other health care facilities; and

(E) an evaluation of current public health
preparedness and response capabilities and
medical surge capacities related to at-risk
individuals during public health emer-
gencies, including an identification of gaps
in such preparedness as they relate to such
individuals.

(b) REPORT.—

(1) IN GENERAL.—The agreement under sub-
section (a) shall require the entity to submit
to the Secretary of Health and Human Serv-
ices and the congressional committees of ju-
risdiction, not later than 3 years after the
date of enactment of this Act, a report on
the results of the study conducted pursuant
to this section.

(2) CONTENTS.—The report under paragraph
(1) shall—

(A) describe the findings and conclusions of
the evaluation conducted pursuant to sub-
section (a); and

(B) provide recommendations for improv-
ing public health preparedness and response
capability and medical surge capacity for
hospitals, long-term care facilities, and
other health care facilities, including—

(i) improving the existing benchmarks and
objective standards for the Federal grant
programs described in subsection (a)(3)(A) or
developing new benchmarks and standards
for such programs; and

(ii) identifying best practices for improv-
ing public health preparedness and response
programs and medical surge capacity at hos-
pitals, long-term care facilities, and other
health care facilities, including rec-
ommendations for the evaluation under sub-
paragraphs (C) and (D) of subsection (a)(3).
TITLE III—REACHING ALL COMMUNITIES
SEC. 301. STRENGTHENING AND ASSESSING THE

EMERGENCY RESPONSE WORK-
FORCE.

(a) NATIONAL DISASTER MEDICAL SYSTEM.—

(1) STRENGTHENING THE NATIONAL DISASTER
MEDICAL SYSTEM.—Clause (ii) of section
2812(a)(3)(A) (42 U.S.C. 300hh-11(a)(3)(A)) is
amended to read as follows:

‘“(ii) be present at locations, and for lim-
ited periods of time, specified by the Sec-
retary on the basis that the Secretary has
determined that a location is at risk of a
public health emergency during the time
specified, or there is a significant potential
for a public health emergency.”’.

(2) REVIEW OF THE NATIONAL DISASTER MED-
ICAL SYSTEM.—Section 2812(b)(2) (42 U.S.C.
300hh-11(b)(2)) is amended to read as follows:

¢“(2) JOINT REVIEW AND MEDICAL SURGE CA-
PACITY STRATEGIC PLAN.—

“(A) REVIEW.—Not later than 180 days after
the date of enactment of the Pandemic and
All-Hazards Preparedness and Advancing In-
novation Act of 2018, the Secretary, in co-
ordination with the Secretary of Homeland
Security, the Secretary of Defense, and the
Secretary of Veterans Affairs, shall conduct
a joint review of the National Disaster Med-
ical System. Such review shall include—

‘(i) an evaluation of medical surge capac-
ity, as described in section 2803(a);

‘“(ii) an assessment of the available work-
force of the intermittent disaster response
personnel described in subsection (c);

‘“(iii) the capacity of the workforce de-
scribed in clause (ii) to respond to all haz-
ards, including capacity to simultaneously
respond to multiple public health emer-
gencies and the capacity to respond to a na-
tionwide public health emergency;

‘“(iv) the effectiveness of efforts to recruit,
retain, and train such workforce; and

‘“(v) gaps that may exist in such workforce
and recommendations for addressing such
gaps.
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‘(B) UPDATES.—As part of the National
Health Security Strategy under section 2802,
the Secretary shall update the findings from
the review under subparagraph (A) and pro-
vide recommendations to modify the policies
of the National Disaster Medical System as
necessary.”’.

(3) NOTIFICATION OF SHORTAGE.—Section
2812(c) (42 U.S.C. 300hh-11(c)) is amended by
adding at the end the following:

‘(3) NOTIFICATION.—Not later than 30 days
after the date on which the Secretary deter-
mines the number of intermittent disaster-
response personnel of the National Disaster
Medical System is insufficient to address a
public health emergency or potential public
health emergency, the Secretary shall sub-
mit to the congressional committees of ju-
risdiction a notification detailing—

‘“(A) the impact such shortage could have
on meeting public health needs and emer-
gency medical personnel needs during a pub-
lic health emergency; and

‘“(B) any identified measures to address
such shortage.

¢“(4) CERTAIN APPOINTMENTS.—

‘““(A) IN GENERAL.—If the Secretary deter-
mines that the number of intermittent dis-
aster response personnel within the National
Disaster Medical System under this section
is insufficient to address a public health
emergency or potential public health emer-
gency, the Secretary may appoint candidates
directly to personnel positions for intermit-
tent disaster response within such system.
The Secretary shall provide updates on the
number of vacant or unfilled positions with-
in such system to the congressional commit-
tees of jurisdiction each quarter for which
this authority is in effect.

‘(B) SUNSET.—The authority under this
paragraph shall expire on September 30,
2021.”.

(4) AUTHORIZATION OF APPROPRIATIONS.—
Section 2812(g) (42 U.S.C. 300hh-11(g)) is
amended by striking ‘$52,700,000 for each of
fiscal years 2014 through 2018’ and inserting
¢‘$57,400,000 for each of fiscal years 2019
through 2023.

(b) VOLUNTEER MEDICAL RESERVE CORPS.—

(1) IN GENERAL.—Section 2813(a) (42 U.S.C.
42 U.S.C. 300hh-15(a)) is amended by striking
the second sentence and inserting ‘‘The Sec-
retary may appoint a Director to head the
Corps and oversee the activities of the Corps
chapters that exist at the State, local, trib-
al, and territorial levels.”’.

(2) AUTHORIZATION OF APPROPRIATIONS.—
Section 2813(1) (42 U.S.C. 300hh-15(i)) is
amended by striking ‘2014 through 2018 and
inserting ‘2019 through 2023°.

(c) STRENGTHENING THE EPIDEMIC INTEL-
LIGENCE SERVICE.—Section 317F (42 U.S.C.
Sec. 247Th-7) is amended—

(1) in subsection (a)—

(A) in paragraph (1)—

(i) by inserting ‘‘or preparedness and re-
sponse activities, including rapid response to
public health emergencies and significant
public health threats’” after ‘‘conduct pre-
vention activities’; and

(i) by striking ¢$35,000"
‘$50,000"’; and

(B) in paragraph (2)(B), by striking ‘3
years’ and inserting ‘2 years’’; and

(2) in subsection (¢)—

(A) by striking ‘‘For the purpose of car-
rying out this section’ and inserting the fol-
lowing:

‘(1) IN GENERAL.—For the purpose of car-
rying out this section, except as described in
paragraph (2)’; and

(B) by adding at the end the following:

‘(2) EPIDEMIC INTELLIGENCE SERVICE PRO-
GRAM.—For purposes of carrying out this sec-
tion with respect to qualified health profes-
sionals serving in the Epidemic Intelligence
Service, as authorized under section 317G,

and inserting
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there are authorized to be appropriated
$1,000,000 for each of fiscal years 2019 through
2023.”.

(d) SERVICE BENEFIT FOR NATIONAL DIs-
ASTER MEDICAL SYSTEM VOLUNTEERS.—

(1) IN GENERAL.—Section 2812(c) (42 U.S.C.
300hh-11(c)), as amended by subsection (a)(3),
is further amended by adding at the end the
following:

‘(5) SERVICE BENEFIT.—Individuals ap-
pointed to serve under this subsection shall
be considered eligible for benefits under part
L of title I of the Omnibus Crime Control
and Safe Streets Act of 1968. The Secretary
shall provide notification to any eligible in-
dividual of any effect such designation may
have on other benefits for which such indi-
vidual is eligible, including benefits from
private entities.”’.

(2) PUBLIC SAFETY OFFICER BENEFITS.—Sec-
tion 1204(9) of title I of the Omnibus Crime
Control and Safe Streets Act of 1968 (34
U.S.C. 10284(9)) is amended—

(A) in subparagraph (C)(i),
“or”” at the end;

(B) in subparagraph (D), by striking the pe-
riod and inserting ‘‘; or’’; and

(C) by inserting after subparagraph (D) the
following:

‘“(E) an individual appointed to the Na-
tional Disaster Medical System under sec-
tion 2812 of the Public Health Service Act (42
U.S.C. 300hh-11) who is performing official
duties of the Department of Health and
Human Services, if those official duties are—

‘(i) related to responding to a public
health emergency or potential public health
emergency, or other activities for which the
Secretary of Health and Human Services has
activated such National Disaster Medical
System; and

‘“(ii) determined by the Secretary of Health
and Human Services to be hazardous.’.

(3) SUNSET.—The amendments made by
paragraphs (1) and (2) shall cease to have
force or effect on October 1, 2021.

(e) MISSION READINESS REPORT TO CON-
GRESS.—

(1) REPORT.—Not later than one year after
the date of enactment of this section, the
Comptroller General of the United States
(referred to in this subsection as the ‘“Comp-
troller General’’) shall submit to the Com-
mittee on Health, Education, Labor, and
Pensions of the Senate and the Committee
on Energy and Commerce of the House of
Representatives, a report on the medical
surge capacity of the United States in the
event of a public health emergency, includ-
ing the capacity and capability of the cur-
rent health care workforce to prepare for,
and respond to the full range of public health
emergencies or potential public health emer-
gencies, and recommendations to address
any gaps identified in such workforce.

(2) CONTENTS.—The Comptroller General
shall include in the report under paragraph
O—

(A) the number of health care providers
who have volunteered to provide health care
services during a public health emergency,
including members of the National Disaster
Medical System, the Disaster Medical As-
sistant Teams, the Medical Reserve Corps,
and other volunteer health care professionals
in the verification network pursuant to sec-
tion 3191 of the Public Health Service Act (42
U.S.C. 247d-Tb);

(B) the capacity of the workforce described
in subparagraph (A) to respond to a public
health emergency or potential public health
emergency, including the capacity to re-
spond to multiple concurrent public health
emergencies and the capacity to respond to a
nationwide public health emergency;

(C) the preparedness and response capabili-
ties and mission readiness of the workforce
described in subparagraph (A) taking into ac-

by striking
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count areas of health care expertise and con-
siderations for at-risk individuals (as defined
in section 2802(b)(4)(B) of the Public Health
Service Act (42 U.S.C. 300hh-1(b)(4)(B)));

(D) an assessment of the effectiveness of
efforts to recruit, retain, and train such
workforce; and

(E) identification of gaps that may exist in
such workforce and recommendations for ad-
dressing such gaps, the extent to which the
Assistant Secretary for Preparedness and
Response plans to address such gaps, and any
recommendations from the Comptroller Gen-
eral to address such gaps.

SEC. 302. HEALTH SYSTEM INFRASTRUCTURE TO
IMPROVE PREPAREDNESS AND RE-
SPONSE.

(a) COORDINATION OF PREPAREDNESS.—Sec-
tion 2811(b)(5) (42 U.S.C. 300hh-10(b)(5)) is
amended by adding at the end the following:
‘“‘Such logistical support shall include work-
ing with other relevant Federal, State, local,
tribal, and territorial public health officials
and private sector entities to identify the
critical infrastructure assets, systems, and
networks needed for the proper functioning
of the health care and public health sectors
that need to be maintained through any
emergency or disaster, including entities ca-
pable of assisting with, responding to, and
mitigating the effect of a public health
emergency, including a public health emer-
gency determined by the Secretary pursuant
to section 319(a) or an emergency or major
disaster declared by the President under the
Robert T. Stafford Disaster Relief and Emer-
gency Assistance Act or the National Emer-
gencies Act, including by establishing meth-
ods to exchange critical information and de-
liver products consumed or used to preserve,
protect, or sustain life, health, or safety, and
sharing of specialized expertise.”.

(b) MANUFACTURING CAPACITY.—Section
2811(d)(2)(C) (42 U.S.C. 300hh-10(d)(2)(C)) is
amended by inserting ‘¢, and ancillary med-
ical supplies to assist with the utilization of
such countermeasures or products,” after
‘“‘products’.

(¢) EVALUATION OF BARRIERS TO RAPID DE-
LIVERY OF MEDICAL COUNTERMEASURES.—

(1) RAPID DELIVERY STUDY.—The Assistant
Secretary for Preparedness and Response
may conduct a study on issues that have the
potential to adversely affect the handling
and rapid delivery of medical counter-
measures to individuals during public health
emergencies occurring in the United States.

(2) NOTICE TO CONGRESS.—Not later than 9
months after the date of the enactment of
this Act, the Assistant Secretary for Pre-
paredness and Response shall notify the
Committee on Energy and Commerce of the
House of Representatives and the Committee
on Health, Education, Labor, and Pensions of
the Senate if the Assistant Secretary for
Preparedness and Response does not plan to
conduct the study under paragraph (1) and
shall provide such committees a summary
explanation for such decision.

(3) REPORT TO CONGRESS.—Not later than 1
year after the Assistant Secretary for Pre-
paredness and Response conducts the study
under paragraph (1), such Assistant Sec-
retary shall submit a report to the Com-
mittee on Energy and Commerce of the
House of Representatives and the Committee
on Health, Education, Labor, and Pensions of
the Senate containing the findings of such
study.

SEC. 303. CONSIDERATIONS FOR AT-RISK INDI-
VIDUALS.

(a) AT-RISK INDIVIDUALS IN THE NATIONAL
HEALTH SECURITY STRATEGY.—Section
2802(b)(4)(B) (42 TU.S.C. 300hh-1(b)(4)(B)) is
amended—

(1) by striking ‘‘this section and sections
319C-1, 319F, and 319L,” and inserting ‘‘this
Act,”; and

December 20, 2018

(2) by striking ‘‘special’”’ and inserting ‘‘ac-
cess or functional”.

(b) COUNTERMEASURE CONSIDERATIONS.—
Section 319L(c)(6) (42 U.S.C. 247d-Te(c)(6)) is
amended—

(1) by striking
‘‘older adults’’; and

(2) by inserting ‘‘with relevant characteris-
tics that warrant consideration during the
process of researching and developing such
countermeasures and products’ before the
period.

(c) BIOSURVEILLANCE OF EMERGING PUBLIC
HEALTH THREATS.—Section 2814 is amended—

(1) in paragraph (7), by striking ‘‘; and” and
inserting a semicolon;

(2) in paragraph (8), by striking the period
and inserting *‘; and’’; and

(3) by adding at the end the following:

‘“(9) facilitate coordination to ensure that,
in implementing the situational awareness
and biosurveillance network under section
319D, the Secretary considers incorporating
data and information from Federal, State,
local, tribal, and territorial public health of-
ficials and entities relevant to detecting
emerging public health threats that may af-
fect at-risk individuals, such as pregnant and
postpartum women and infants, including
adverse health outcomes of such populations
related to such emerging public health
threats.”.

SEC. 304. IMPROVING EMERGENCY PREPARED-
NESS AND RESPONSE CONSIDER-
ATIONS FOR CHILDREN.

Part B of title IIT (42 U.S.C. 243 et seq.) is
amended by inserting after section 319D the
following:

“SEC. 319D-1. CHILDREN’S PREPAREDNESS UNIT.

‘‘(a) ENHANCING EMERGENCY PREPAREDNESS
FOR  CHILDREN.—The Secretary, acting
through the Director of the Centers for Dis-
ease Control and Prevention (referred to in
this subsection as the ‘Director’), shall main-
tain an internal team of experts, to be
known as the Children’s Preparedness Unit
(referred to in this subsection as the ‘Unit’),
to work collaboratively to provide guidance
on the considerations for, and the specific
needs of, children before, during, and after
public health emergencies. The Unit shall in-
form the Director regarding emergency pre-
paredness and response efforts pertaining to
children at the Centers for Disease Control
and Prevention.

‘“(b) EXPERTISE.—The team described in
subsection (a) shall include one or more pedi-
atricians, which may be a developmental-be-
havioral pediatrician, and may also include
behavioral scientists, child psychologists,
epidemiologists, biostatisticians, health
communications staff, and individuals with
other areas of expertise, as the Secretary de-
termines appropriate.

‘“(c) DUTIES.—The team described in sub-
section (a) may—

‘(1) assist State, local, tribal, and terri-
torial emergency planning and response ac-
tivities related to children, which may in-
clude developing, identifying, and sharing
best practices;

‘(2) provide technical assistance, training,
and consultation to Federal, State, local,
tribal, and territorial public health officials
to improve preparedness and response capa-
bilities with respect to the needs of children,
including providing such technical assist-
ance, training, and consultation to eligible
entities in order to support the achievement
of measurable evidence-based benchmarks
and objective standards applicable to sec-
tions 319C-1 and 319C-2;

““(3) improve the utilization of methods to
incorporate the needs of children in planning
for and responding to a public health emer-
gency, including public awareness of such
methods;

‘“‘elderly” and inserting
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‘“(4) coordinate with, and improve, public-
private partnerships, such as health care
coalitions pursuant to sections 319C-2 and
319C-3, to address gaps and inefficiencies in
emergency preparedness and response efforts
for children;

‘“(6) provide expertise and input during the
development of guidance and clinical rec-
ommendations to address the needs of chil-
dren when preparing for, and responding to,
public health emergencies, including pursu-
ant to section 319C-3; and

‘(6) carry out other duties related to pre-
paredness and response activities for chil-
dren, as the Secretary determines appro-
priate.”.

SEC. 305. NATIONAL ADVISORY COMMITTEES ON
DISASTERS.

(a) REAUTHORIZING THE NATIONAL ADVISORY
COMMITTEE ON CHILDREN AND DISASTERS.—
Section 2811A (42 U.S.C. 300hh-10a) is amend-
ed—

(1) in subsection (b)(2), by inserting ‘‘, men-
tal and behavioral,” after ‘‘medical’’;

(2) in subsection (d)—

(A) in paragraph (1), by striking ‘15 and
inserting ‘“25’; and

(B) by striking paragraph (2) and inserting
the following:

¢“(2) REQUIRED NON-FEDERAL MEMBERS.—The
Secretary, in consultation with such other
heads of Federal agencies as may be appro-
priate, shall appoint to the Advisory Com-
mittee under paragraph (1) at least 13 indi-
viduals, including—

‘““(A) at least 2 non-Federal professionals
with expertise in pediatric medical disaster
planning, preparedness, response, Oor recov-
ery;

“(B) at least 2 representatives from State,
local, tribal, or territorial agencies with ex-
pertise in pediatric disaster planning, pre-
paredness, response, or recovery;

“(C) at least 4 members representing
health care professionals, which may include
members with expertise in pediatric emer-
gency medicine; pediatric trauma, critical
care, or surgery; the treatment of pediatric
patients affected by chemical, biological, ra-
diological, or nuclear agents, including
emerging infectious diseases; pediatric men-
tal or behavioral health related to children
affected by a public health emergency; or pe-
diatric primary care; and

‘(D) other members as the Secretary de-
termines appropriate, of whom—

‘(i) at least one such member shall rep-
resent a children’s hospital;

‘“(ii) at least one such member shall be an
individual with expertise in schools or child
care settings;

‘“(iii) at least one such member shall be an
individual with expertise in children and
youth with special health care needs; and

‘“(iv) at least one such member shall be an
individual with expertise in the needs of par-
ents or family caregivers, including the par-
ents or caregivers of children with disabil-
ities.”.

‘“(3) FEDERAL MEMBERS.—The Advisory
Committee under paragraph (1) shall include
the following Federal members or their des-
ignees (who may be non-voting members, as
determined by the Secretary):

‘‘(A) The Assistant Secretary for Prepared-
ness and Response.

‘“(B) The Director of the Biomedical Ad-
vanced Research and Development Author-
ity.

‘(C) The Director of the Centers for Dis-
ease Control and Prevention.

‘(D) The Commissioner of Food and Drugs.

‘“(E) The Director of the National Insti-
tutes of Health.

‘“(F) The Assistant Secretary of the Ad-
ministration for Children and Families.

‘(G) The Administrator of the Health Re-
sources and Services Administration.
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‘“(H) The Administrator of the Federal
Emergency Management Agency.

‘“(I) The Administrator of the Administra-
tion for Community Living.

“(J) The Secretary of Education.

‘“(K) Representatives from such Federal
agencies (such as the Substance Abuse and
Mental Health Services Administration and
the Department of Homeland Security) as
the Secretary determines appropriate to ful-
fill the duties of the Advisory Committee
under subsections (b) and (c).”.

‘(4) TERM OF APPOINTMENT.—Each member
of the Advisory Committee appointed under
paragraph (2) shall serve for a term of 3
years, except that the Secretary may adjust
the terms of the Advisory Committee ap-
pointees serving on the date of enactment of
the Pandemic and All-Hazards Preparedness
and Advancing Innovation Act of 2018, or ap-
pointees who are initially appointed after
such date of enactment, in order to provide
for a staggered term of appointment for all
members.

‘“(5) CONSECUTIVE APPOINTMENTS; MAXIMUM
TERMS.—A member appointed under para-
graph (2) may serve not more than 3 terms
on the Advisory Committee, and not more
than 2 of such terms may be served consecu-
tively.”’;

(3) in subsection (e), by adding at the end
‘““At least one meeting per year shall be an
in-person meeting.”’;

(4) by redesignating subsection (f) as sub-
section (g);

(b) by inserting after subsection (e) the fol-
lowing:

“(f) COORDINATION.—The Secretary shall
coordinate duties and activities authorized
under this section in accordance with section
2811D.”; and

(6) in subsection (g), as so redesignated, by
striking ‘2018’ and inserting ¢2023".

(b) AUTHORIZING THE NATIONAL ADVISORY
COMMITTEE ON SENIORS AND DISASTERS.—Sub-
title B of title XXVIII (42 U.S.C. 300hh et
seq.) is amended by inserting after section
2811A the following:

“SEC. 2811B. NATIONAL ADVISORY COMMITTEE
ON SENIORS AND DISASTERS.

‘‘(a) ESTABLISHMENT.—The Secretary, in
consultation with the Secretary of Homeland
Security and the Secretary of Veterans Af-
fairs, shall establish an advisory committee
to be known as the National Advisory Com-
mittee on Seniors and Disasters (referred to
in this section as the ‘Advisory Committee’).

“(b) DuTIES.—The Advisory Committee
shall—

“(1) provide advice and consultation with
respect to the activities carried out pursuant
to section 2814, as applicable and appro-
priate;

‘“(2) evaluate and provide input with re-
spect to the medical and public health needs
of seniors related to preparation for, re-
sponse to, and recovery from all-hazards
emergencies; and

“(3) provide advice and consultation with
respect to State emergency preparedness and
response activities relating to seniors, in-
cluding related drills and exercises pursuant
to the preparedness goals under section
2802(Db).

‘“(c) ADDITIONAL DUTIES.—The Advisory
Committee may provide advice and rec-
ommendations to the Secretary with respect
to seniors and the medical and public health
grants and cooperative agreements as appli-
cable to preparedness and response activities
under this title and title III.

¢“(d) MEMBERSHIP.—

‘(1) IN GENERAL.—The Secretary, in con-
sultation with such other heads of agencies
as appropriate, shall appoint not more than
17 members to the Advisory Committee. In
appointing such members, the Secretary
shall ensure that the total membership of
the Advisory Committee is an odd number.
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‘“(2) REQUIRED MEMBERS.—The Advisory
Committee shall include Federal members or
their designees (who may be non-voting
members, as determined by the Secretary)
and non-Federal members, as follows:

‘‘(A) The Assistant Secretary for Prepared-
ness and Response.

‘“(B) The Director of the Biomedical Ad-
vanced Research and Development Author-
ity.

‘(C) The Director of the Centers for Dis-
ease Control and Prevention.

‘(D) The Commissioner of Food and Drugs.

‘“(E) The Director of the National Insti-
tutes of Health.

‘“(F) The Administrator of the Centers for
Medicare & Medicaid Services.

“(G) The Administrator of the Administra-
tion for Community Living.

‘““(H) The Administrator of the Federal
Emergency Management Agency.

“(I) The Under Secretary for Health of the
Department of Veterans Affairs.

‘“(J) At least 2 non-Federal health care pro-
fessionals with expertise in geriatric medical
disaster planning, preparedness, response, or
recovery.

“(K) At least 2 representatives of State,
local, tribal, or territorial agencies with ex-
pertise in geriatric disaster planning, pre-
paredness, response, or recovery.

‘(L) Representatives of such other Federal
agencies (such as the Department of Energy
and the Department of Homeland Security)
as the Secretary determines necessary to ful-
fill the duties of the Advisory Committee.

‘‘(e) MEETINGS.—The Advisory Committee
shall meet not less frequently than bian-
nually. At least one meeting per year shall
be an in-person meeting.

‘‘(f) COORDINATION.—The Secretary shall
coordinate duties and activities authorized
under this section in accordance with section
2811D.

‘(g) SUNSET.—

‘(1) IN GENERAL.—The Advisory Committee
shall terminate on September 30, 2023.

‘“(2) EXTENSION OF COMMITTEE.—Not later
than October 1, 2022, the Secretary shall sub-
mit to Congress a recommendation on
whether the Advisory Committee should be
extended.”.

(¢) NATIONAL ADVISORY COMMITTEE ON INDI-
VIDUALS WITH DISABILITIES AND DISASTERS.—
Subtitle B of title XXVIII (42 U.S.C. 300hh et
seq.), as amended by subsection (b), is fur-
ther amended by inserting after section
2811B the following:

“SEC. 2811C. NATIONAL ADVISORY COMMITTEE
ON INDIVIDUALS WITH DISABILITIES
AND DISASTERS.

‘‘(a) ESTABLISHMENT.—The Secretary, in
consultation with the Secretary of Homeland
Security, shall establish a national advisory
committee to be known as the National Ad-
visory Committee on Individuals with Dis-
abilities and Disasters (referred to in this
section as the ‘Advisory Committee’).

‘“(b) DuTIES.—The Advisory Committee
shall—

‘(1) provide advice and consultation with
respect to activities carried out pursuant to
section 2814, as applicable and appropriate;

‘“(2) evaluate and provide input with re-
spect to the medical, public health, and ac-
cessibility needs of individuals with disabil-
ities related to preparation for, response to,
and recovery from all-hazards emergencies;
and

*“(3) provide advice and consultation with
respect to State emergency preparedness and
response activities, including related drills
and exercises pursuant to the preparedness
goals under section 2802(b).

“(c) MEMBERSHIP.—

‘(1) IN GENERAL.—The Secretary, in con-
sultation with such other heads of agencies
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and departments as appropriate, shall ap-
point not more than 17 members to the Advi-
sory Committee. In appointing such mem-
bers, the Secretary shall ensure that the
total membership of the Advisory Com-
mittee is an odd number.

‘“(2) REQUIRED MEMBERS.—The Advisory
Committee shall include Federal members or
their designees (who may be non-voting
members, as determined by the Secretary)
and non-Federal members, as follows:

‘‘(A) The Assistant Secretary for Prepared-
ness and Response.

‘(B) The Administrator of the Administra-
tion for Community Living.

‘“(C) The Director of the Biomedical Ad-
vanced Research and Development Author-
ity.

‘(D) The Director of the Centers for Dis-
ease Control and Prevention.

‘‘(E) The Commissioner of Food and Drugs.

‘“(F) The Director of the National Insti-
tutes of Health.

‘“(G) The Administrator of the Federal
Emergency Management Agency.

‘“(H) The Chair of the National Council on
Disability.

“(I) The Chair of the United States Access
Board.

‘(J) The Under Secretary for Health of the
Department of Veterans Affairs.

“(K) At least 2 non-Federal health care
professionals with expertise in disability ac-
cessibility before, during, and after disasters,
medical and mass care disaster planning,
preparedness, response, or recovery.

‘(L) At least 2 representatives from State,
local, tribal, or territorial agencies with ex-
pertise in disaster planning, preparedness,
response, or recovery for individuals with
disabilities.

“(M) At least 2 individuals with a dis-
ability with expertise in disaster planning,
preparedness, response, or recovery for indi-
viduals with disabilities.

‘(d) MEETINGS.—The Advisory Committee
shall meet not less frequently than bian-
nually. At least one meeting per year shall
be an in-person meeting.

‘‘(e) DISABILITY DEFINED.—For purposes of
this section, the term ‘disability’ has the
meaning given such term in section 3 of the
Americans with Disabilities Act of 1990.

‘“(f) COORDINATION.—The Secretary shall
coordinate duties and activities authorized
under this section in accordance with section
2811D.

‘(g) SUNSET.—

‘(1) IN GENERAL.—The Advisory Committee
shall terminate on September 30, 2023.

‘‘(2) RECOMMENDATION.—Not later than Oc-
tober 1, 2022, the Secretary shall submit to
Congress a recommendation on whether the
Advisory Committee should be extended.”.

(d) ADVISORY COMMITTEE COORDINATION.—
Subtitle B of title XXVIII (42 U.S.C. 300hh et
seq.), as amended by subsection (c¢), is fur-
ther amended by inserting after section
2811C the following:

“SEC. 2811D. ADVISORY COMMITTEE COORDINA-
TION.

‘‘(a) IN GENERAL.—The Secretary shall co-
ordinate duties and activities authorized
under sections 2811A, 2811B, and 2811C, and
make efforts to reduce unnecessary or dupli-
cative reporting, or unnecessary duplicative
meetings and recommendations under such
sections, as practicable. Members of the ad-
visory committees authorized under such
sections, or their designees, shall annually
meet to coordinate any recommendations, as
appropriate, that may be similar, duplica-
tive, or overlapping with respect to address-
ing the needs of children, seniors, and indi-
viduals with disabilities during public health
emergencies. If such coordination occurs
through an in-person meeting, it shall not be
considered the required in-person meetings
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under any of sections 2811A(e), 2811B(e), or
2811C(d).

““(b) COORDINATION AND ALIGNMENT.—The
Secretary, acting through the employee des-
ignated pursuant to section 2814, shall align
preparedness and response programs Or ac-
tivities to address similar, dual, or overlap-
ping needs of children, seniors, and individ-
uals with disabilities, and any challenges in
preparing for and responding to such needs.

‘“(c) NOTIFICATION.—The Secretary shall
annually notify the congressional commit-
tees of jurisdiction regarding the steps taken
to coordinate, as appropriate, the rec-
ommendations under this section, and pro-
vide a summary description of such coordi-
nation.”.

SEC. 306. GUIDANCE FOR PARTICIPATION IN EX-
ERCISES AND DRILLS.

Not later than 2 years after the date of en-
actment of this Act, the Secretary of Health
and Human Services shall issue final guid-
ance regarding the ability of personnel fund-
ed by programs authorized under this Act
(including the amendments made by this
Act) to participate in drills and operational
exercises related to all-hazards medical and
public health preparedness and response.
Such drills and operational exercises may in-
clude activities that incorporate medical
surge capacity planning, medical counter-
measure distribution and administration,
and preparing for and responding to identi-
fied threats for that region. Such personnel
may include State, local, tribal, and terri-
torial public health department or agency
personnel funded under this Act (including
the amendments made by this Act). The Sec-
retary shall consult with the Department of
Homeland Security, the Department of De-
fense, the Department of Veterans Affairs,
and other applicable Federal departments
and agencies as necessary and appropriate in
the development of such guidance. The Sec-
retary shall make the guidance available on
the internet website of the Department of
Health and Human Services.

TITLE IV—PRIORITIZING A THREAT-

BASED APPROACH
ASSISTANT SECRETARY FOR PRE-
PAREDNESS AND RESPONSE.

Section 2811(b) (42 U.S.C. 300hh-10(b)) is
amended—

(1) in the matter preceding paragraph (1)
by inserting ‘‘utilize experience related to
public health emergency preparedness and
response, biodefense, medical counter-
measures, and other relevant topics to’’ after
“shall”; and

(2) in paragraph (4) by adding at the end
the following:

“(I) THREAT AWARENESS.—Coordinate with
the Director of the Centers for Disease Con-
trol and Prevention, the Director of National
Intelligence, the Secretary of Homeland Se-
curity, the Assistant to the President for Na-
tional Security Affairs, the Secretary of De-
fense, and other relevant Federal officials,
such as the Secretary of Agriculture, to
maintain a current assessment of national
security threats and inform preparedness
and response capabilities based on the range
of the threats that have the potential to re-
sult in a public health emergency.’’.

SEC. 402. PUBLIC HEALTH EMERGENCY MEDICAL
COUNTERMEASURES ENTERPRISE.

(a) IN GENERAL.—Title XXVIII is amended
by inserting after section 2811 (42 U.S.C.
300hh-10) the following:

“SEC. 2811-1. PUBLIC HEALTH EMERGENCY MED-
ICAL COUNTERMEASURES ENTER-
PRISE.

‘“(a) IN GENERAL.—The Secretary shall es-
tablish the Public Health Emergency Med-
ical Countermeasures Enterprise (referred to
in this section as the ‘PHEMCE’). The As-
sistant Secretary for Preparedness and Re-
sponse shall serve as chair of the PHEMCE.
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‘““(b) MEMBERS.—The PHEMCE shall in-
clude each of the following members, or the
designee of such members:

‘(1) The Assistant Secretary for Prepared-
ness and Response.

‘(2) The Director of the Centers for Disease
Control and Prevention.

‘“(83) The Director of the National Insti-
tutes of Health.

‘“(4) The Commissioner of Food and Drugs.

‘() The Secretary of Defense.

‘“(6) The Secretary of Homeland Security.

“(T) The Secretary of Agriculture.

‘“(8) The Secretary of Veterans Affairs.

‘“(9) The Director of National Intelligence.

‘‘(10) Representatives of any other Federal
agency, which may include the Director of
the Biomedical Advanced Research and De-
velopment Authority, the Director of the
Strategic National Stockpile, the Director of
the National Institute of Allergy and Infec-
tious Diseases, and the Director of the Office
of Public Health Preparedness and Response,
as the Secretary determines appropriate.

“(c) FUNCTIONS.—

‘(1) IN GENERAL.—The functions of the
PHEMCE shall include the following:

‘““(A) Utilize a process to make rec-
ommendations to the Secretary regarding
research, advanced research, development,
procurement, stockpiling, deployment, dis-
tribution, and utilization with respect to
countermeasures, as defined in section 319F-
2(c), including prioritization based on the
health security needs of the United States.
Such recommendations shall be informed by,
when available and practicable, the National
Health Security Strategy pursuant to sec-
tion 2802, the Strategic National Stockpile
needs pursuant to section 319F-2, and assess-
ments of current national security threats,
including chemical, biological, radiological,
and nuclear threats, including emerging in-
fectious diseases. In the event that members
of the PHEMCE do not agree upon a rec-
ommendation, the Secretary shall provide a
determination regarding such recommenda-
tion.

‘(B) Identify national health security
needs, including gaps in public health pre-
paredness and response related to counter-
measures and challenges to addressing such
needs (including any regulatory challenges),
and support alignment of countermeasure
procurement with recommendations to ad-
dress such needs under subparagraph (A).

“(C) Assist the Secretary in developing
strategies related to logistics, deployment,
distribution, dispensing, and use of counter-
measures that may be applicable to the ac-
tivities of the strategic national stockpile
under section 319F-2(a).

‘(D) Provide consultation for the develop-
ment of the strategy and implementation
plan under section 2811(d).

¢(2) INPUT.—In carrying out subparagraphs
(B) and (C) of paragraph (1), the PHEMCE
shall solicit and consider input from State,
local, tribal, and territorial public health de-
partments or officials, as appropriate.’.

(b) PUBLIC HEALTH EMERGENCY MEDICAL
COUNTERMEASURES ENTERPRISE STRATEGY
AND IMPLEMENTATION PLAN.—Section 2811(d)
(42 U.S.C. 300hh-10(d)) is amended—

(1) in paragraph (1)—

(A) by striking ‘“Not later than 180 days
after the date of enactment of this sub-
section, and every year thereafter’” and in-
serting ‘“‘Not later than March 15, 2020, and
biennially thereafter’’; and

(B) by striking ‘‘Director of the Bio-
medical” and all that follows through ‘‘Food
and Drugs’” and inserting ‘‘Public Health
Emergency Medical Countermeasures Enter-
prise established under section 2811-1"’; and

(2) in paragraph (2)(J)(v), by striking ‘‘one-
year period’’ and inserting ‘‘2-year period”.
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SEC. 403. STRATEGIC NATIONAL STOCKPILE.

(a) IN GENERAL.—Section 319F-2(a) (42
U.S.C. 247d-6b(a)) is amended—

(1) by redesignating paragraphs (2) and (3)
as paragraphs (3) and (4), respectively; and

(2) in paragraph (1)—

(A) by inserting ‘‘the Assistant Secretary
for Preparedness and Response and’’ after
‘“‘collaboration with”’;

(B) by inserting ‘‘and optimize’ after ‘‘pro-
vide for”’;

(C) by inserting ‘‘and, as informed by exist-
ing recommendations of, or consultations
with, the Public Health Emergency Medical
Countermeasure Enterprise established
under section 2811-1, make necessary addi-
tions or modifications to the contents of
such stockpile or stockpiles based on the re-
view conducted under paragraph (2)”’ before
the period of the first sentence; and

(D) by striking the second sentence;

(3) by inserting after paragraph (1) the fol-
lowing:

¢“(2) THREAT-BASED REVIEW.—

‘“(A) IN GENERAL.—The Secretary shall con-
duct an annual threat-based review (taking
into account at-risk individuals) of the con-
tents of the stockpile under paragraph (1),
including non-pharmaceutical supplies, and,
in consultation with the Public Health
Emergency Medical Countermeasures Enter-
prise established under section 2811-1, review
contents within the stockpile and assess
whether such contents are consistent with
the recommendations made pursuant to sec-
tion 2811-1(c)(1)(A). Such review shall be sub-
mitted on June 15, 2019, and on March 15 of
each year thereafter, to the Committee on
Health, Education, Labor, and Pensions and
the Committee on Appropriations of the Sen-
ate and the Committee on Energy and Com-
merce and the Committee on Appropriations
of the House of Representatives, in a manner
that does not compromise national security.

‘“(B) ADDITIONS, MODIFICATIONS, AND RE-
PLENISHMENTS.—Each annual threat-based
review under subparagraph (A) shall, for
each new or modified countermeasure pro-
curement or replenishment, provide—

‘(i) information regarding—

‘“(I) the quantities of the additional or
modified countermeasure procured for, or
contracted to be procured for, the stockpile;

‘“(II) planning considerations for appro-
priate manufacturing capacity and capa-
bility to meet the goals of such additions or
modifications (without disclosing propri-
etary information), including consideration
of the effect such additions or modifications
may have on the availability of such prod-
ucts and ancillary medical supplies in the
health care system;

‘“(IIT) the presence or lack of a commercial
market for the countermeasure at the time
of procurement;

“(IV) the emergency health security threat
or threats such countermeasure procurement
is intended to address, including whether
such procurement is consistent with meeting
emergency health security needs associated
with such threat or threats;

(V) an assessment of whether the emer-
gency health security threat or threats de-
scribed in subclause (IV) could be addressed
in a manner that better utilizes the re-
sources of the stockpile and permits the
greatest possible increase in the level of
emergency preparedness to address such
threats;

‘(VI) whether such countermeasure is re-
plenishing an expiring or expired counter-
measure, is a different countermeasure with
the same indication that is replacing an ex-
piring or expired countermeasure, or is a new
addition to the stockpile;

‘“(VII) a description of how such additions
or modifications align with projected invest-
ments under previous countermeasures budg-
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et plans under section 2811(b)(7), including
expected life-cycle costs, expenditures re-
lated to countermeasure procurement to ad-
dress the threat or threats described in sub-
clause (IV), replenishment dates (including
the ability to extend the maximum shelf life
of a countermeasure), and the manufacturing
capacity required to replenish such counter-
measure; and

‘“(VIII) appropriate protocols and processes
for the deployment, distribution, or dis-
pensing of the countermeasure at the State
and local level, including plans for relevant
capabilities of State and local entities to dis-
pense, distribute, and administer the coun-
termeasure; and

‘“(i1) an assurance, which need not be pro-
vided in advance of procurement, that for
each countermeasure procured or replen-
ished under this subsection, the Secretary
completed a review addressing each item
listed under this subsection in advance of
such procurement or replenishment.’’;

(4) in paragraph (3), as so redesignated—

(A) in subparagraph (A), by inserting ‘“‘and
the Public Health Emergency Medical Coun-
termeasures Enterprise established under
section 2811-1"" before the semicolon;

(B) in subparagraph (C), by inserting ¢, and
the availability, deployment, dispensing, and
administration of countermeasures’ before
the semicolon;

(C) by amending subparagraph (E) to read
as follows:

‘‘(E) devise plans for effective and timely
supply-chain management of the stockpile,
in consultation with the Director of the Cen-
ters for Disease Control and Prevention, the
Assistant Secretary for Preparedness and
Response, the Secretary of Transportation,
the Secretary of Homeland Security, the
Secretary of Veterans Affairs, and the heads
of other appropriate Federal agencies; State,
local, tribal, and territorial agencies; and
the public and private health care infrastruc-
ture, as applicable, taking into account the
manufacturing capacity and other available
sources of products and appropriate alter-
natives to supplies in the stockpile;’’;

(D) in subparagraph (G), by striking
and’’ and inserting a semicolon;

(E) in subparagraph (H), by striking the pe-
riod and inserting a semicolon; and

(F) by adding at the end the following:

‘“(I) ensure that each countermeasure or
product under consideration for procurement
pursuant to this subsection receives the
same consideration regardless of whether
such countermeasure or product receives or
had received funding under section 3191, in-
cluding with respect to whether the counter-
measure or product is most appropriate to
meet the emergency health security needs of
the United States; and

‘“(J) provide assistance, including tech-
nical assistance, to maintain and improve
State and local public health preparedness
capabilities to distribute and dispense med-
ical countermeasures and products from the
stockpile, as appropriate.’”’; and

(5) by adding at the end the following:

‘“(5) GAO REPORT.—

‘“(A) IN GENERAL.—Not later than 3 years
after the date of enactment of the Pandemic
and All-Hazards Preparedness and Advancing
Innovation Act of 2018, and every 5 years
thereafter, the Comptroller General of the
United States shall conduct a review of any
changes to the contents or management of
the stockpile since January 1, 2015. Such re-
view shall include—

‘(i) an assessment of the comprehensive-
ness and completeness of each annual threat-
based review under paragraph (2), including
whether all newly procured or replenished
countermeasures within the stockpile were
described in each annual review, and wheth-
er, consistent with paragraph (2)(B), the Sec-
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retary conducted the necessary internal re-
view in advance of such procurement or re-
plenishment;

‘(i) an assessment of whether the Sec-
retary established health security and
science-based justifications, and a descrip-
tion of such justifications for procurement
decisions related to health security needs
with respect to the identified threat, for ad-
ditions or modifications to the stockpile
based on the information provided in such
reviews under paragraph (2)(B), including
whether such review was conducted prior to
procurement, modification, or replenish-
ment;

‘‘(iii) an assessment of the plans developed
by the Secretary for the deployment, dis-
tribution, and dispensing of countermeasures
procured, modified, or replenished under
paragraph (1), including whether such plans
were developed prior to procurement, modi-
fication, or replenishment;

‘“(iv) an accounting of countermeasures
procured, modified, or replenished under
paragraph (1) that received advanced re-
search and development funding from the
Biomedical Advanced Research and Develop-
ment Authority;

‘“(v) an analysis of how such procurement
decisions made progress toward meeting
emergency health security needs related to
the identified threats for countermeasures
added, modified, or replenished under para-
graph (1);

““(vi) a description of the resources ex-
pended related to the procurement of coun-
termeasures (including additions, modifica-
tions, and replenishments) in the stockpile,
and how such expenditures relate to the abil-
ity of the stockpile to meet emergency
health security needs;

‘“(vii) an assessment of the extent to which
additions, modifications, and replenishments
reviewed under paragraph (2) align with pre-
vious relevant reports or reviews by the Sec-
retary or the Comptroller General;

‘“(viii) with respect to any change in the
Federal organizational management of the
stockpile, an assessment and comparison of
the processes affected by such change, in-
cluding planning for potential counter-
measure deployment, distribution, or dis-
pensing capabilities and processes related to
procurement decisions, use of stockpiled
countermeasures, and use of resources for
such activities; and

‘(ix) an assessment of whether the proc-
esses and procedures described by the Sec-
retary pursuant to section 403(b) of the Pan-
demic and All-Hazards Preparedness and Ad-
vancing Innovation Act of 2018 are sufficient
to ensure countermeasures and products
under consideration for procurement pursu-
ant to subsection (a) receive the same con-
sideration regardless of whether such coun-
termeasures and products receive or had re-
ceived funding under section 319L, including
with respect to whether such counter-
measures and products are most appropriate
to meet the emergency health security needs
of the United States.

‘“(B) SUBMISSION.—Not later than 6 months
after completing a classified version of the
review under subparagraph (A), the Comp-
troller General shall submit an unclassified
version of the review to the congressional
committees of jurisdiction.”.

(b) ADDITIONAL REPORTING.—In the first
threat-based review submitted after the date
of enactment of this Act pursuant to para-
graph (2) of section 319F-2(a) of the Public
Health Service Act (42 U.S.C. 247d-6b(a)), as
amended by subsection (a), the Secretary
shall include a description of the processes
and procedures through which the Director
of Strategic National Stockpile and the Di-
rector of the Biomedical Advanced Research
and Development Authority coordinate with
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respect to countermeasures and products
procured under such section 319F-2(a), in-
cluding such processes and procedures in
place to ensure countermeasures and prod-
ucts under consideration for procurement
pursuant to such section 319F-2(a) receive
the same consideration regardless of whether
such countermeasures or products receive or
had received funding under section 319L of
the Public Health Service Act (42 U.S.C.
247d-7e), and whether such countermeasures
and products are the most appropriate to
meet the emergency health security needs of
the United States.

(c) AUTHORIZATION OF APPROPRIATIONS,
STRATEGIC NATIONAL STOCKPILE.—Section
319F-2(f)(1) (42 U.S.C. 247d-6b(f)(1)) is amend-
ed by striking ‘‘$533,800,000 for each of fiscal
years 2014 through 2018 and inserting
¢“$610,000,000 for each of fiscal years 2019
through 2023, to remain available until ex-
pended”’.

SEC. 404. PREPARING FOR PANDEMIC INFLU-
ENZA, ANTIMICROBIAL RESISTANCE,
AND OTHER SIGNIFICANT THREATS.

(a) STRATEGIC INITIATIVES.—Section
319L(c)(4) (247d-Te(c)(4)) is amended by add-
ing at the end the following:

‘“(F) STRATEGIC INITIATIVES.—The Sec-
retary, acting through the Director of
BARDA, may implement strategic initia-
tives, including by building on existing pro-
grams and by awarding contracts, grants,
and cooperative agreements, or entering into
other transactions, to support innovative
candidate products in preclinical and clinical
development that address priority, naturally
occurring and man-made threats that, as de-
termined by the Secretary, pose a significant
level of risk to national security based on
the characteristics of a chemical, biological,
radiological or nuclear threat, or existing
capabilities to respond to such a threat (in-
cluding medical response and treatment ca-
pabilities and manufacturing infrastruc-
ture). Such initiatives shall accelerate and
support the advanced research, development,
and procurement of, countermeasures and
products, as applicable, to address areas in-
cluding—

‘(i) chemical, biological, radiological, or
nuclear threats, including emerging infec-
tious diseases, for which insufficient ap-
proved, licensed, or authorized counter-
measures exist, or for which such threat, or
the result of an exposure to such threat, may
become resistant to countermeasures or ex-
isting countermeasures may be rendered in-
effective;

‘“(ii) threats that consistently exist or con-
tinually circulate and have a significant po-
tential to become a pandemic, such as pan-
demic influenza, which may include the ad-
vanced research and development, manufac-
turing, and appropriate stockpiling of quali-
fied pandemic or epidemic products, and
products, technologies, or processes to sup-
port the advanced research and development
of such countermeasures (including multiuse
platform technologies for diagnostics, vac-
cines, and therapeutics; virus seeds; clinical
trial lots; novel virus strains; and antigen
and adjuvant material); and

‘‘(iii) threats that may result primarily or
secondarily from a chemical, biological, ra-
diological, or nuclear agent, or emerging in-
fectious diseases, and which may present in-
creased treatment complications such as the
occurrence of resistance to available coun-
termeasures or potential countermeasures,
including antimicrobial resistant patho-
gens.”.

(b) PROTECTION OF NATIONAL SECURITY
FROM THREATS.—Section 2811 (42 U.S.C.
300hh-10) is amended by adding at the end
the following:

“(f) PROTECTION OF NATIONAL SECURITY
FROM THREATS.—
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‘(1) IN GENERAL.—In carrying out sub-
section (b)(3), the Assistant Secretary for
Preparedness and Response shall implement
strategic initiatives or activities to address
threats, including pandemic influenza and
which may include a chemical, biological,
radiological, or nuclear agent (including any
such agent with a significant potential to be-
come a pandemic), that pose a significant
level of risk to public health and national se-
curity based on the characteristics of such
threat. Such initiatives shall include activi-
ties to—

‘“(A) accelerate and support the advanced
research, development, manufacturing ca-
pacity, procurement, and stockpiling of
countermeasures, including initiatives under
section 319L(c)(4)(F);

‘“(B) support the development and manu-
facturing of virus seeds, clinical trial lots,
and stockpiles of novel virus strains; and

‘“(C) maintain or improve preparedness ac-
tivities, including for pandemic influenza.

““(2) AUTHORIZATION OF APPROPRIATIONS.—

‘“(A) IN GENERAL.—To carry out this sub-
section, there is authorized to be appro-
priated $250,000,000 for each of fiscal years
2019 through 2023.

“(B) SUPPLEMENT, NOT SUPPLANT.—
Amounts appropriated under this paragraph
shall be used to supplement and not supplant
funds provided under sections 319L(d) and
319F-2(g).

“(C) DOCUMENTATION REQUIRED.—The As-
sistant Secretary for Preparedness and Re-
sponse, in accordance with subsection (b)(7),
shall document amounts expended for pur-
poses of carrying out this subsection, includ-
ing amounts appropriated under the heading
‘Public Health and Social Services Emer-
gency Fund’ under the heading ‘Office of the
Secretary’ under title II of division H of the
Consolidated Appropriations Act, 2018 (Pub-
lic Law 115-141) and allocated to carrying out
section 319L(c)(4)(F).”.

SEC. 405. REPORTING ON THE FEDERAL SELECT

AGENT PROGRAM.

Section 351A(k) (42 U.S.C.
amended—

(1) by striking ‘““The Secretary’ and insert-
ing the following:

‘(1) IN GENERAL.—The Secretary’’; and

(2) by adding at the end the following:

¢(2) IMPLEMENTATION OF RECOMMENDATIONS
OF THE FEDERAL EXPERTS SECURITY ADVISORY
PANEL AND THE FAST TRACK ACTION COMMITTEE
ON SELECT AGENT REGULATIONS.—

‘“(A) IN GENERAL.—Not later than 1 year
after the date of the enactment of the Pan-
demic and All-Hazards Preparedness and Ad-
vancing Innovation Act of 2018, the Sec-
retary shall report to the congressional com-
mittees of jurisdiction on the implementa-
tion of recommendations of the Federal Ex-
perts Security Advisory Panel concerning
the select agent program.

‘(B) CONTINUED UPDATES.—The Secretary
shall report to the congressional committees
of jurisdiction annually following the sub-
mission of the report under subparagraph (A)
until the recommendations described in such
subparagraph are fully implemented, or a
justification is provided for the delay in, or
lack of, implementation.”’.

TITLE V—INCREASING COMMUNICATION
IN MEDICAL COUNTERMEASURE AD-
VANCED RESEARCH AND DEVELOP-
MENT

SEC. 501. MEDICAL COUNTERMEASURE BUDGET
PLAN.

262a(k)) is

Section 2811(b)(7) (42 U.S.C. 300hh-10(b)(7))
is amended—

(1) in the matter preceding subparagraph
(A), by striking ‘“March 1’ and inserting
‘“March 15;

(2) in subparagraph (A)—

(A) in clause (ii), by striking ¢; and” and
inserting ‘‘;”’; and
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(B) by striking clause (iii) and inserting
the following:

‘‘(iii) procurement, stockpiling, mainte-
nance, and potential replenishment (includ-
ing manufacturing capabilities) of all prod-
ucts in the Strategic National Stockpile;

‘“(iv) the availability of technologies that
may assist in the advanced research and de-
velopment of countermeasures and opportu-
nities to use such technologies to accelerate
and navigate challenges unique to counter-
measure research and development; and

‘“(v) potential deployment, distribution,
and utilization of medical countermeasures;
development of clinical guidance and emer-
gency use instructions for the use of medical
countermeasures; and, as applicable, poten-
tial post-deployment activities related to
medical countermeasures;’’;

(3) by redesignating subparagraphs (D) and
(E) as subparagraphs (E) and (F), respec-
tively; and

(4) by inserting after subparagraph (C), the
following:

‘(D) identify the full range of anticipated
medical countermeasure needs related to re-
search and development, procurement, and
stockpiling, including the potential need for
indications, dosing, and administration tech-
nologies, and other countermeasure needs as
applicable and appropriate;”.

SEC. 502. MATERIAL THREAT AND MEDICAL
COUNTERMEASURE NOTIFICATIONS.

(a) CONGRESSIONAL NOTIFICATION OF MATE-
RIAL THREAT DETERMINATION.—Section 319F—
2c)(2)(C) (42 TU.S.C. 247d-6b(c)(2)XC)) is
amended by striking ‘‘The Secretary and the
Homeland Security Secretary shall promptly
notify the appropriate committees of Con-
gress’ and inserting ‘‘The Secretary and the
Secretary of Homeland Security shall send
to Congress, on an annual basis, all current
material threat determinations and shall
promptly notify the Committee on Health,
Education, Labor, and Pensions and the
Committee on Homeland Security and Gov-
ernmental Affairs of the Senate and the
Committee on Energy and Commerce and the
Committee on Homeland Security of the
House of Representatives’.

(b) CONTRACTING COMMUNICATION.—Section
319F-2(c)(T)(B)(ii)(I1T) (42 U.s.C. 2474
6b(c)(M(B)(1i)(III)) is amended by adding at
the end the following: ‘“The Secretary shall
notify the vendor within 90 days of a deter-
mination by the Secretary to renew, extend,
or terminate such contract.”.

SEC. 503. AVAILABILITY OF REGULATORY MAN-
AGEMENT PLANS.

Section 565(f) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360bbb-4(f)) is
amended—

(1) by redesignating paragraphs (3) through
(6) as paragraphs (4) through (7), respec-
tively;

(2) by inserting after paragraph (2) the fol-
lowing:

‘“(3) PUBLICATION.—The Secretary shall
make available on the internet website of
the Food and Drug Administration informa-
tion regarding regulatory management
plans, including—

‘““(A) the process by which an applicant
may submit a request for a regulatory man-
agement plan;

‘(B) the timeframe by which the Secretary
is required to respond to such request;

‘(C) the information required for the sub-
mission of such request;

‘(D) a description of the types of develop-
ment milestones and performance targets
that could be discussed and included in such
plans; and

“‘(B) contact information for beginning the
regulatory management plan process.’’;

(3) in paragraph (6), as so redesignated, in
the matter preceding subparagraph (A)—
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(A) by striking ‘“‘paragraph (4)(A)”’ and in-
serting ‘‘paragraph (5)(A)”’; and

(B) by striking ‘“‘paragraph (4)(B)”’ and in-
serting ‘‘paragraph (5)(B)”’; and

(4) in paragraph (7)(A), as so redesignated,
by striking ‘‘paragraph (3)(A)”’ and inserting
“‘paragraph (4)(A)”.

SEC. 504. THE BIOMEDICAL ADVANCED RE-
SEARCH AND DEVELOPMENT AU-
THORITY AND THE BIOSHIELD SPE-
CIAL RESERVE FUND.

(a) BIOSHIELD SPECIAL RESERVE FUND.—
Section 319F-2(g)(1) (42 U.S.C. 247d-6b(g)(1))
is amended—

(1) by striking ‘‘$2,800,000,000 for the period
of fiscal years 2014 through 2018 and insert-
ing ¢$7,100,000,000 for the period of fiscal
years 2019 through 2028, to remain available
until expended’’; and

(2) by striking the second sentence.

(b) THE BIOMEDICAL ADVANCED RESEARCH
AND DEVELOPMENT AUTHORITY.—Section
319L(d)(2) (42 U.S.C. 247d-Te(d)(2)) is amended
by striking ‘‘$415,000,000 for each of fiscal
years 2014 through 2018” and inserting
¢‘$611,700,000 for each of fiscal years 2019
through 2023°.

SEC. 505. ADDITIONAL STRATEGIES FOR COM-
BATING ANTIBIOTIC RESISTANCE.

(a) ADVISORY COUNCIL.—The Secretary of
Health and Human Services (referred to in
this section as the ‘‘Secretary’’) may con-
tinue the Presidential Advisory Council on
Combating Antibiotic-Resistant Bacteria,
referred to in this section as the ‘‘Advisory
Council”.

(b) DUTIES.—The Advisory Council shall
advise and provide information and rec-
ommendations to the Secretary regarding
programs and policies intended to reduce or
combat antibiotic-resistant bacteria that
may present a public health threat and im-
prove capabilities to prevent, diagnose, miti-
gate, or treat such resistance. Such advice,
information, and recommendations may be
related to improving—

(1) the effectiveness of antibiotics;

(2) research and advanced research on, and
the development of, improved and innovative
methods for combating or reducing anti-
biotic resistance, including new treatments,
rapid point-of-care diagnostics, alternatives
to antibiotics, including alternatives to ani-
mal antibiotics, and antimicrobial steward-
ship activities;

(3) surveillance of antibiotic-resistant bac-
terial infections, including publicly available
and up-to-date information on resistance to
antibiotics;

(4) education for health care providers and
the public with respect to up-to-date infor-
mation on antibiotic resistance and ways to
reduce or combat such resistance to anti-
biotics related to humans and animals;

(5) methods to prevent or reduce the trans-
mission of antibiotic-resistant bacterial in-
fections, including stewardship programs;
and

(6) coordination with respect to inter-
national efforts in order to inform and ad-
vance United States capabilities to combat
antibiotic resistance.

(¢) MEETINGS AND COORDINATION.—

(1) MEETINGS.—The Advisory Council shall
meet not less than biannually and, to the ex-
tent practicable, in coordination with meet-
ings of the Antimicrobial Resistance Task
Force established in section 319E(a) of the
Public Health Service Act.

(2) COORDINATION.—The Advisory Council
shall, to the greatest extent practicable, co-
ordinate activities carried out by the Coun-
cil with the Antimicrobial Resistance Task
Force established under section 319E(a) of
the Public Health Service Act (42 U.S.C.
247d-5(a)).

(d) FACA.—The Federal Advisory Com-
mittee Act (b U.S.C. App.) shall apply to the
activities and duties of the Advisory Council.
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(e) EXTENSION OF ADVISORY COUNCIL.—Not
later than October 1, 2022, the Secretary
shall submit to the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate and the Committee on Energy and Com-
merce of the House of Representatives a rec-
ommendation on whether the Advisory
Council should be extended, and in addition,
identify whether there are other committees,
councils, or task forces that have overlap-
ping or similar duties to that of the Advisory
Council, and whether such committees,
councils, or task forces should be combined,
including with respect to section 319E(a) of
the Public Health Service Act (42 U.S.C.
247d-5(a)).

TITLE VI—ADVANCING TECHNOLOGIES
FOR MEDICAL COUNTERMEASURES
SEC. 601. ADMINISTRATION OF COUNTER-

MEASURES.

Section 319L(c)(4)(D)(dii) (42 U.S.C. 247d-
Te(c)(4)(D)(iii)) is amended by striking ‘‘and
platform technologies’ and inserting ‘‘plat-
form technologies, technologies to admin-
ister countermeasures, and technologies to
improve storage and transportation of coun-
termeasures’.

SEC. 602. UPDATING DEFINITIONS OF OTHER
TRANSACTIONS.

Section 319L (42 U.S.C. 247d-Te) is amend-
ed—

(1) in subsection (a)(3), by striking *‘, such
as’ and all that follows through ‘““Code’’; and

(2) in subsection (¢)(5)(A)—

(A) in clause (i), by striking ‘‘under this
subsection” and all that follows through
‘““Code” and inserting ‘‘(as defined in sub-
section (a)(3)) under this subsection’; and

(B) in clause (ii)—

(i) by amending subclause (I) to read as fol-
lows:

‘(I) IN GENERAL.—To the maximum extent
practicable, competitive procedures shall be
used when entering into transactions to
carry out projects under this subsection.”’;
and

(ii) in subclause (II)—

(I) by striking <$20,000,000" and inserting
‘$100,000,000°";

(IT) by striking ‘‘senior procurement execu-
tive for the Department (as designated for
purpose of section 16(c) of the Office of Fed-
eral Procurement Policy Act (41 U.S.C.
414(c)))” and inserting ‘‘Assistant Secretary
for Financial Resources’’; and

(ITI) by striking ‘‘senior procurement exec-
utive under’” and inserting ‘‘Assistant Sec-
retary for Financial Resources under’’.

SEC. 603. MEDICAL COUNTERMEASURE MASTER
FILES.

(a) IN GENERAL.—The purpose of this sec-
tion (including section 565B of the Federal
Food, Drug, and Cosmetic Act, as added by
subsection (b)) is to support and advance the
development or manufacture of security
countermeasures, qualified countermeasures,
and qualified pandemic or epidemic products
by facilitating and encouraging submission
of data and information to support the devel-
opment of such products, and through clari-
fying the authority to cross-reference to
data and information previously submitted
to the Secretary of Health and Human Serv-
ices (referred to in this section as the ‘‘Sec-
retary’’), including data and information
submitted to medical countermeasure mas-
ter files or other master files.

(b) MEDICAL COUNTERMEASURE MASTER
FiLEs.—Chapter V of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 351 et seq.) is
amended by inserting after section 565A the
following:

“SEC. 565B. MEDICAL COUNTERMEASURE MAS-
TER FILES.

‘‘(a) APPLICABILITY OF REFERENCE.—

‘(1) IN GENERAL.—A person may submit
data and information in a master file to the
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Secretary with the intent to reference, or to
authorize, in writing, another person to ref-
erence, such data or information to support
a medical countermeasure submission (in-
cluding a supplement or amendment to any
such submission), without requiring the mas-
ter file holder to disclose the data and infor-
mation to any such persons authorized to
reference the master file. Such data and in-
formation shall be available for reference by
the master file holder or by a person author-
ized by the master file holder, in accordance
with applicable privacy and confidentiality
protocols and regulations.

‘(2) REFERENCE OF CERTAIN MASTER
FILES.—In the case that data or information
within a medical countermeasure master file
is used only to support the conditional ap-
proval of an application filed under section
571, such master file may be relied upon to
support the effectiveness of a product that is
the subject of a subsequent medical counter-
measure submission only if such application
is supplemented by additional data or infor-
mation to support review and approval in a
manner consistent with the standards appli-
cable to such review and approval for such
countermeasure, qualified countermeasure,
or qualified pandemic or epidemic product.

“(b) MEDICAL COUNTERMEASURE MASTER
FILE CONTENT.—

‘(1) IN GENERAL.—A master file under this
section may include data or information to
support—

““(A) the development of medical counter-
measure submissions to support the ap-
proval, licensure, classification, clearance,
conditional approval, or authorization of one
or more security countermeasures, qualified
countermeasures, or qualified pandemic or
epidemic products; and

‘(B) the manufacture of security counter-
measures, qualified countermeasures, or
qualified pandemic or epidemic products.

‘“(2) REQUIRED UPDATES.—The Secretary
may require, as appropriate, that the master
file holder ensure that the contents of such
master file are updated during the time such
master file is referenced for a medical coun-
termeasure submission.

‘‘(c) SPONSOR REFERENCE.—

‘(1) IN GENERAL.—Each incorporation of
data or information within a medical coun-
termeasure master file shall describe the in-
corporated material in a manner in which
the Secretary determines appropriate and
that permits the review of such information
within such master file without necessi-
tating re-submission of such data or infor-
mation. Master files shall be submitted in an
electronic format in accordance with sec-
tions 512(b)(4), 571(a)(4), and T45A, as applica-
ble, and as specified in applicable guidance.

‘(2) REFERENCE BY A MASTER FILE HOLD-
ER.—A master file holder that is the sponsor
of a medical countermeasure submission
shall notify the Secretary in writing of the
intent to reference the medical counter-
measure master file as a part of the submis-
sion.

‘(3) REFERENCE BY AN AUTHORIZED PER-
SON.—A person submitting an application for
review may, where the Secretary determines
appropriate, incorporate by reference all or
part of the contents of a medical counter-
measure master file, if the master file holder
authorizes the incorporation in writing.

“(d) ACKNOWLEDGMENT OF AND RELIANCE
UPON A MASTER FILE BY THE SECRETARY.—

‘(1) IN GENERAL.—The Secretary shall pro-
vide the master file holder with a written no-
tification indicating that the Secretary has
reviewed and relied upon specified data or in-
formation within a master file and the pur-
poses for which such data or information was
incorporated by reference if the Secretary
has reviewed and relied upon such specified
data or information to support the approval,
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classification, conditional approval, clear-
ance, licensure, or authorization of a secu-
rity countermeasure, qualified counter-
measure, or qualified pandemic or epidemic
product. The Secretary may rely upon the
data and information within the medical
countermeasure master file for which such
written notification was provided in addi-
tional applications, as applicable and appro-
priate and upon the request of the master
file holder so notified in writing or by an au-
thorized person of such holder.

‘“(2) CERTAIN APPLICATIONS.—If the Sec-
retary has reviewed and relied upon specified
data or information within a medical coun-
termeasure master file to support the condi-
tional approval of an application under sec-
tion 571 to subsequently support the ap-
proval, clearance, licensure, or authorization
of a security countermeasure, qualified
countermeasure, or qualified pandemic or
epidemic product, the Secretary shall pro-
vide a brief written description to the master
file holder regarding the elements of the ap-
plication fulfilled by the data or information
within the master file and how such data or
information contained in such application
meets the standards of evidence under sub-
section (c) or (d) of section 505, subsection (d)
of section 512, or section 351 of the Public
Health Service Act (as applicable), which
shall not include any trade secret or con-
fidential commercial information.

‘“(e) RULES OF CONSTRUCTION.—Nothing in
this section shall be construed to—

‘(1) limit the authority of the Secretary to
approve, license, clear, conditionally ap-
prove, or authorize drugs, biological prod-
ucts, or devices pursuant to, as applicable,
this Act or section 351 of the Public Health
Service Act (as such applicable Act is in ef-
fect on the day before the date of enactment
of the Pandemic and All-Hazards Prepared-
ness and Advancing Innovation Act of 2018),
including the standards of evidence, and ap-
plicable conditions, for approval under the
applicable Act;

“(2) alter the standards of evidence with
respect to approval, licensure, or clearance,
as applicable, of drugs, biological products,
or devices under this Act or section 351 of
the Public Health Service Act, including, as
applicable, the substantial evidence stand-
ards under sections 505(d) and 512(d) or this
Act and section 351(a) of the Public Health
Service Act; or

‘“(3) alter the authority of the Secretary
under this Act or the Public Health Service
Act to determine the types of data or infor-
mation previously submitted by a sponsor or
any other person that may be incorporated
by reference in an application, request, or
notification for a drug, biological product, or
device submitted under sections 505(i), 505(b),
505(j), 512(b)(1), 512(b)(2), 512(j), 564, 571, 520(g),
515(c), 513(£)(2), or 510(k) of this Act, or sub-
section (a) or (k) of section 351 of the Public
Health Service Act, including a supplement
or amendment to any such submission, and
the requirements associated with such ref-
erence.

‘“(f) DEFINITIONS.—In this section:

‘(1) The term ‘master file holder’ means a
person who submits data and information to
the Secretary with the intent to reference or
authorize another person to reference such
data or information to support a medical
countermeasure submission, as described in
subsection (a).

‘“(2) The term ‘medical countermeasure
submission’ means an investigational new
drug application under section 505(i), a new
drug application under section 505(b), or an
abbreviated new drug application under sec-
tion 505(j) of this Act, a biological product li-
cense application under section 351(a) of the
Public Health Service Act or a biosimilar bi-
ological product license application under
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section 351(k) of the Public Health Service
Act, a new animal drug application under
section 512(b)(1) or abbreviated new animal
drug application under section 512(b)(2), an
application for conditional approval of a new
animal drug under section 571, an investiga-
tional device application under section
520(g), an application with respect to a de-
vice under section 515(c), a request for classi-
fication of a device under section 513(f)(2), a
notification with respect to a device under
section 510(k), or a request for an emergency
use authorization under section 564 to sup-
port—

““(A) the approval, licensure, classification,
clearance, conditional approval, or author-
ization of a security countermeasure, quali-
fied countermeasure, or qualified pandemic
or epidemic product; or

‘(B) a new indication to an approved secu-
rity countermeasure, qualified counter-
measure, or qualified pandemic or epidemic
product.

‘“(3) The terms ‘qualified countermeasure’,
‘security countermeasure’, and ‘qualified
pandemic or epidemic product’ have the
meanings given such terms in sections 319F-
1, 319F-2, and 319F-3, respectively, of the
Public Health Service Act.”.

(c) STAKEHOLDER INPUT.—Not later than 18
months after the date of enactment of this
Act, the Secretary, acting through the Com-
missioner of Food and Drugs and in consulta-
tion with the Assistant Secretary for Pre-
paredness and Response, shall solicit input
from stakeholders, including stakeholders
developing security countermeasures, quali-
fied countermeasures, or qualified pandemic
or epidemic products, and stakeholders de-
veloping technologies to assist in the devel-
opment of such countermeasures with re-
spect to how the Food and Drug Administra-
tion can advance the use of tools and tech-
nologies to support and advance the develop-
ment or manufacture of security counter-
measures, qualified countermeasures, and
qualified pandemic or epidemic products, in-
cluding through reliance on cross-referenced
data and information contained within mas-
ter files and submissions previously sub-
mitted to the Secretary as set forth in sec-
tion 5656B of the Federal Food, Drug, and Cos-
metic Act, as added by subsection (b).

(d) GUIDANCE.—Not later than 2 years after
the date of enactment of this Act, the Sec-
retary, acting through the Commissioner of
Food and Drugs, shall publish draft guidance
about how reliance on cross-referenced data
and information contained within master
files under section 565B of the Federal Food,
Drug, and Cosmetic Act, as added by sub-
section (b) or submissions otherwise sub-
mitted to the Secretary may be used for spe-
cific tools or technologies (including plat-
form technologies) that have the potential to
support and advance the development or
manufacture of security countermeasures,
qualified countermeasures, and qualified
pandemic or epidemic products. The Sec-
retary, acting through the Commissioner of
Food and Drugs, shall publish the final guid-
ance not later than 3 years after the enact-
ment of this Act.

SEC. 604. ANIMAL RULE REPORT.

(a) STUDY.—The Comptroller General of
the United States shall conduct a study on
the application of the requirements under
subsections (c) and (d) of section 565 of the of
the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 360bbb-4) (referred to in this sec-
tion as the ‘“‘animal rule’’) as a component of
medical countermeasure advanced develop-
ment under the Biomedical Advanced Re-
search and Development Authority and regu-
latory review by the Food and Drug Admin-
istration. In conducting such study, the
Comptroller General shall examine the fol-
lowing:
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(1) The extent to which advanced develop-
ment and review of a medical counter-
measure are coordinated between the Bio-
medical Advanced Research and Develop-
ment Authority and the Food and Drug Ad-
ministration, including activities that facili-
tate appropriate and efficient design of stud-
ies to support approval, licensure, and au-
thorization under the animal rule, consistent
with the recommendations in the animal
rule guidance, issued pursuant to section
565(c) of the Federal Food Drug and Cosmetic
Act (21 U.S.C. 360bbb—4(c)) and entitled
“Product Development Under the Animal
Rule: Guidance for Industry’ (issued in Octo-
ber 2015), to resolve discrepancies in the de-
sign of adequate and well-controlled efficacy
studies conducted in animal models related
to the provision of substantial evidence of ef-
fectiveness for the product approved, li-
censed, or authorized under the animal rule.

(2) The consistency of the application of
the animal rule among and between review
divisions within the Food and Drug Adminis-
tration.

(3) The flexibility pursuant to the animal
rule to address variations in countermeasure
development and review processes, including
the extent to which qualified animal models
are adopted and used within the Food and
Drug Administration in regulatory decision-
making with respect to medical counter-
measures.

(4) The extent to which the guidance issued
under section 565(c) of the Federal Food Drug
and Cosmetic Act (21 U.S.C. 360bbb-4(c)), en-
titled, ‘‘Product Development Under the Ani-
mal Rule: Guidance for Industry’’ (issued in
October 2015), has assisted in achieving the
purposes described in paragraphs (1), (2), and
3.

(b) CONSULTATIONS.—In conducting the
study under subsection (a), the Comptroller
General of the United States shall consult
with—

(1) the Federal agencies responsible for ad-
vancing, reviewing, and procuring medical
countermeasures, including the Office of the
Assistant Secretary for Preparedness and
Response, the Biomedical Advanced Re-
search and Development Authority, the Food
and Drug Administration, and the Depart-
ment of Defense;

(2) manufacturers involved in the research
and development of medical counter-
measures to address biological, chemical, ra-
diological, or nuclear threats; and

(3) other biodefense stakeholders, as appli-
cable.

(c) REPORT.—Not later than 3 years after
the date of enactment of this Act, the Comp-
troller General of the United States shall
submit to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate
and the Committee on Energy and Commerce
of the House of Representatives a report con-
taining the results of the study conducted
under subsection (a) and recommendations
to improve the application and consistency
of the requirements under subsections (c)
and (d) of section 565 of the Federal Food,
Drug and Cosmetic Act (21 U.S.C. 360bbb-4)
to support and expedite the research and de-
velopment of medical countermeasures, as
applicable.

(d) PROTECTION OF NATIONAL SECURITY.—
The Comptroller General of the United
States shall conduct the study and issue the
assessment and report under this section in
a manner that does not compromise national
security.

SEC. 605. REVIEW OF THE BENEFITS OF GENOMIC
ENGINEERING TECHNOLOGIES AND

THEIR POTENTIAL ROLE IN NA-
TIONAL SECURITY.

(a) MEETING.—
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(1) IN GENERAL.—Not later than 1 year after
the date of enactment of this Act, the Sec-
retary of Health and Human Services (re-
ferred to in this section as the ‘‘Secretary’’)
shall convene a meeting to discuss the poten-
tial role advancements in genomic engineer-
ing technologies (including genome editing
technologies) may have in advancing na-
tional health security. Such meeting shall be
held in a manner that does not compromise
national security.

(2) ATTENDEES.—The attendees of the meet-
ing under paragraph (1)—

(A) shall include—

(i) representatives from the Office of the
Assistant Secretary for Preparedness and
Response, the National Institutes of Health,
the Centers for Disease Control and Preven-
tion, and the Food and Drug Administration;
and

(ii) representatives from academic, private,
and nonprofit entities with expertise in ge-
nome engineering technologies, biopharma-
ceuticals, medicine, or biodefense, and other
relevant stakeholders; and

(B) may include—

(i) other representatives from the Depart-
ment of Health and Human Services, as the
Secretary determines appropriate; and

(ii) representatives from the Department
of Homeland Security, the Department of
Defense, the Department of Agriculture, and
other departments, as the Secretary may re-
quest for the meeting.

(3) Torics.—The meeting under paragraph
(1) shall include a discussion of—

(A) the current state of the science of
genomic engineering technologies related to
national health security, including—

(i) medical countermeasure development,
including potential efficiencies in the devel-
opment pathway and detection technologies;
and

(ii) the international and domestic regula-
tion of products utilizing genome editing
technologies; and

(B) national security implications, includ-
ing—

(i) capabilities of the United States to le-
verage genomic engineering technologies as
a part of the medical countermeasure enter-
prise, including current applicable research,
development, and application efforts under-
way within the Department of Defense;

(ii) the potential for state and non-state
actors to utilize genomic engineering tech-
nologies as a national health security threat;
and

(iii) security measures to monitor and as-
sess the potential threat that may result
from utilization of genomic engineering
technologies and related technologies for the
purpose of compromising national health se-
curity.

(b) REPORT.—Not later than 270 days after
the meeting described in subsection (a) is
held, the Assistant Secretary for Prepared-
ness and Response shall issue a report to the
congressional committees of jurisdiction on
the topics discussed at such meeting, and
provide recommendations, as applicable, to
utilize innovations in genomic engineering
(including genome editing) and related tech-
nologies as a part of preparedness and re-
sponse activities to advance national health
security. Such report shall be issued in a
manner that does not compromise national
security.

SEC. 606. REPORT ON VACCINES DEVELOPMENT.

Not later than one year after the date of
the enactment of this Act, the Secretary of
Health and Human Services shall submit to
the Committee on Health, Education, Labor,
and Pensions of the Senate and the Com-
mittee on Energy and Commerce of the
House of Representatives a report describing
efforts and activities to coordinate with
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other countries and international partners
during recent public health emergencies
with respect to the research and advanced
research on, and development of, qualified
pandemic or epidemic products (as defined in
section 319F-3 of the Public Health Service
Act (42 U.S.C. 247d-6d)). Such report may in-
clude information regarding relevant work
carried out under section 319L(c)(5)(E) of the
Public Health Service Act (42 U.S.C. 247d-
Te(c)(b)(E)), through public-private partner-
ships, and through collaborations with other
countries to assist with or expedite the re-
search and development of qualified pan-
demic or epidemic products. Such report
shall not include information that may com-
promise national security.

SEC. 607. STRENGTHENING MOSQUITO ABATE-

MENT FOR SAFETY AND HEALTH.

(a) REAUTHORIZATION OF MOSQUITO ABATE-
MENT FOR SAFETY AND HEALTH PROGRAM.—
Section 317S (42 U.S.C. 247b-21) is amended—

(1) in subsection (a)(1)(B)—

(A) by inserting ‘‘including programs to
address emerging infectious mosquito-borne
diseases,” after ‘‘subdivisions for control
programs,’’; and

(B) by inserting ‘‘or improving existing
control programs’ before the period at the
end;

(2) in subsection (b)—

(A) in paragraph (1), by inserting ‘¢, includ-
ing improvement,’’ after ‘‘operation’’;

(B) in paragraph (2)—

(i) in subparagraph (A)—

(I) in clause (ii), by striking ‘“‘or”
end;

(IT) in clause (iii), by striking the semi-
colon at the end and inserting ¢, including
an emerging infectious mosquito-borne dis-
ease that presents a serious public health
threat; or’’; and

(ITI) by adding at the end the following:

‘“(iv) a public health emergency due to the
incidence or prevalence of a mosquito-borne
disease that presents a serious public health
threat;”’; and

(ii) by amending subparagraph (D) to read
as follows:

‘(D)(i) is located in a State that has re-
ceived a grant under subsection (a); or

‘(i) that demonstrates to the Secretary
that the control program is consistent with
existing State mosquito control plans or
policies, or other applicable State prepared-
ness plans.”’;

(C) in paragraph (4)(C), by striking ‘‘that
extraordinary” and all that follows through
the period at the end and inserting the fol-
lowing: ‘“‘that—

‘(1) extraordinary economic conditions in
the political subdivision or consortium of po-
litical subdivisions involved justify the waiv-
er; or

‘“(ii) the geographical area covered by a po-
litical subdivision or consortium for a grant
under paragraph (1) has an extreme mosquito
control need due to—

“(I) the size or density of the potentially
impacted human population;

‘“(IT) the size or density of a mosquito pop-
ulation that requires heightened control; or

‘“(IIT) the severity of the mosquito-borne
disease, such that expected serious adverse
health outcomes for the human population
justify the waiver.”’; and

(D) by amending paragraph (6) to read as
follows:

‘(6) NUMBER OF GRANTS.—A political sub-
division or a consortium of political subdivi-
sions may not receive more than one grant
under paragraph (1).”’; and

(3) in subsection (f)—

(A) in paragraph (1) by striking ‘‘for fiscal
yvear 2003, and such sums as may be necessary
for each of fiscal years 2004 through 2007
and inserting ‘‘for each of fiscal years 2019
through 2023’;
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(B) in paragraph (2), by striking ‘‘the Pub-
lic Health Security and Bioterrorism Pre-
paredness and Response Act of 2002’ and in-
serting ‘‘this Act and other medical and pub-
lic health preparedness and response laws’’;
and

(C) in paragraph (3)—

(i) in the paragraph heading, by striking
¢“2004”° and inserting ¢‘2019”’; and

(ii) by striking 2004, and inserting
€2019,”.
(b) EPIDEMIOLOGY-LABORATORY CAPACITY

GRANTS.—Section 2821 (42 U.S.C. 300hh-31) is
amended—

(1) in subsection (a)(1), by inserting ‘¢, in-
cluding mosquito and other vector-borne dis-
eases,”” after “‘infectious diseases’; and

(2) in subsection (b), by striking 2010
through 2013 and inserting ‘2019 through
2023”.

TITLE VII—MISCELLANEOUS PROVISIONS
SEC. 701. REAUTHORIZATIONS AND EXTENSIONS.

(a) VETERANS AFFAIRS.—Section 8117(g) of
title 38, United States Code, is amended by
striking ‘2014 through 2018 and inserting
2019 through 2023”.

(b) VACCINE TRACKING AND DISTRIBUTION.—
Section 319A(e) (42 U.S.C. 247d-1(e)) is amend-
ed by striking ‘2014 through 2018 and in-
serting ‘2019 through 2023"’.

(c) TEMPORARY REASSIGNMENT.—Section
319(e)(8) (42 U.S.C. 247d(e)(8)) is amended by
striking ‘2018’ and inserting ‘2023".

(d) STRATEGIC INNOVATION PARTNER.—Sec-
tion 319L(c)@)(E)(ix) (42 TU.S.C. 247d-
Te(c)(D)(E)(ix)) is amended by striking ‘2022
and inserting ¢‘2023°.

(e) LIMITED ANTITRUST EXEMPTION.—

(1) IN GENERAL.—Section 405 of the Pan-
demic and All-Hazards Preparedness Act
(Public Law 109-417; 42 U.S.C. 247d-6a note) is
amended—

(A) in subsection (a)(1)(A)—

(i) by striking ‘‘Secretary of Health and
Human Services (referred to in this sub-
section as the ‘Secretary’)” and inserting
“Secretary’’;

(ii) by striking ‘‘of the Public Health Serv-
ice Act (42 U.S.C. 247d-6b)) (as amended by
this Act’’;

(iii) by striking ‘‘of the Public Health
Service Act (42 U.S.C. 247d-6a)) (as amended
by this Act’’; and

(iv) by striking ‘‘of the Public Health Serv-
ice Act (42 U.S.C. 247d-6d)’;

(B) in subsection (b), by striking ‘‘12-year”’
and inserting ‘‘17-year’’;

(C) by redesignating such section 405 as
section 319L.-1; and

(D) by transferring such section 319L-1, as
redesignated, to the Public Health Service
Act (42 U.S.C. 201 et seq.), to appear after
section 319L of such Act (42 U.S.C. 247d-Te).

(2) CONFORMING AMENDMENT.—The table of
contents in section 1(b) of the Pandemic and
All-Hazards Preparedness Act (Public Law
109-417) is amended by striking the item re-
lated to section 405.

(f) INAPPLICABILITY OF CERTAIN PROVI-
SIONS.—Subsection (e)(1) of section 319L (42
U.S.C. 247d-Te(e)(1)) is amended—

(1) by amending subparagraph (A) to read
as follows:

“‘(A) NON-DISCLOSURE OF INFORMATION.—

‘(i) IN GENERAL.—Information described in
clause (ii) shall be deemed to be information
described in section 552(b)(3) of title 5,
United States Code.

¢(ii) INFORMATION DESCRIBED.—The infor-
mation described in this clause is informa-
tion relevant to programs of the Department
of Health and Human Services that could
compromise national security and reveal sig-
nificant and not otherwise publicly known
vulnerabilities of existing medical or public
health defenses against chemical, biological,
radiological, or nuclear threats, and is com-
prised of—
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“(I) specific technical data or scientific in-
formation that is created or obtained during
the countermeasure and product advanced
research and development carried out under
subsection (c);

“(II) information pertaining to the loca-
tion security, personnel, and research mate-
rials and methods of high-containment lab-
oratories conducting research with select
agents, toxins, or other agents with a mate-
rial threat determination under section
319F-2(c)(2); or

“(IIT) security and vulnerability assess-
ments.”’;

(2) by redesignating subparagraph (C) as
subparagraph (D);

(3) by inserting after subparagraph (B) the
following:

‘“(C) REPORTING.—One year after the date
of enactment of the Pandemic and All-Haz-
ards Preparedness and Advancing Innovation
Act of 2018, and annually thereafter, the Sec-
retary shall report to the Committee on
Health, Education, Labor, and Pensions of
the Senate and the Committee on Energy
and Commerce of the House of Representa-
tives on the number of instances in which
the Secretary has used the authority under
this subsection to withhold information from
disclosure, as well as the nature of any re-
quest under section 552 of title 5, United
States Code that was denied using such au-
thority.””; and

(4) in subparagraph (D), as so redesignated,
by striking ‘12’ and inserting *‘17”.

SEC. 702. LOCATION OF MATERIALS IN THE
STOCKPILE.

Subsection (d) of section 319F-2 (42 U.S.C.
247d-6b) is amended to read as follows:

‘‘(d) DISCLOSURES.—No Federal agency may
disclose under section 552 of title 5, United
States Code any information identifying the
location at which materials in the stockpile
described in subsection (a) are stored, or
other information regarding the contents or
deployment capability of the stockpile that
could compromise national security.”.

SEC. 703. CYBERSECURITY.

(a) STRATEGY FOR PUBLIC HEALTH PRE-
PAREDNESS AND RESPONSE TO CYBERSECURITY
THREATS.—

(1) STRATEGY.—Not later than 18 months
after the date of enactment of this Act, the
Secretary of Health and Human Services (re-
ferred to in this section as the ‘‘Secretary’’)
shall prepare and submit to the relevant
committees of Congress a strategy for public
health preparedness and response to address
cybersecurity threats (as defined in section
102 of Cybersecurity Information Sharing
Act of 2015 (6 U.S.C. 1501)) that present a
threat to national health security. Such
strategy shall include—

(A) identifying the duties, functions, and
preparedness goals for which the Secretary is
responsible in order to prepare for and re-
spond to such cybersecurity threats, includ-
ing metrics by which to measure success in
meeting preparedness goals;

(B) identifying gaps in public health capa-
bilities to achieve such preparedness goals;
and

(C) strategies to address identified gaps
and strengthen public health emergency pre-
paredness and response capabilities to ad-
dress such cybersecurity threats.

(2) PROTECTION OF NATIONAL SECURITY.—
The Secretary shall make such strategy
available to the Committee on Health, Edu-
cation, Labor, and Pensions of the Senate,
the Committee on Energy and Commerce of
the House of Representatives, and other con-
gressional committees of jurisdiction, in a
manner that does not compromise national
security.

(b) COORDINATION OF PREPAREDNESS FOR
AND RESPONSE TO ALL-HAZARDS PUBLIC
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HEALTH EMERGENCIES.—Subparagraph (D) of
section 2811(b)(4) (42 U.S.C. 300hh-10(b)(4)) is
amended to read as follows:

‘(D) POLICY COORDINATION AND STRATEGIC
DIRECTION.—Provide integrated policy co-
ordination and strategic direction, before,
during, and following public health emer-
gencies, with respect to all matters related
to Federal public health and medical pre-
paredness and execution and deployment of
the Federal response for public health emer-
gencies and incidents covered by the Na-
tional Response Plan described in section
504(a)(6) of the Homeland Security Act of
2002 (6 U.S.C. 314(a)(6)), or any successor
plan; and such Federal responses covered by
the National Cybersecurity Incident Re-
sponse Plan developed under section 228(c) of
the Homeland Security Act of 2002 (6 U.S.C.
149(c)), including public health emergencies
or incidents related to cybersecurity threats
that present a threat to national health se-
curity.”.

SEC. 704. STRATEGY AND REPORT.

Not later than 14 days after the date of the
enactment of this Act, the Secretary of
Health and Human Services, in coordination
with the Assistant Secretary for Prepared-
ness and Response and the Assistant Sec-
retary for the Administration on Children
and Families or other appropriate office, and
in collaboration with other departments, as
appropriate, shall submit to the Committee
on Energy and Commerce of the House of
Representatives, the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate, and other relevant congressional com-
mittees—

(1) a formal strategy, including inter-
departmental actions and efforts to reunify
children with their parents or guardians, in
all cases in which such children have been
separated from their parents or guardians as
a result of the initiative announced on April
6, 2018, and due to prosecution under section
275(a) of the Immigration and Nationality
Act (8 U.S.C. 1325(a)), if the parent or guard-
ian chooses such reunification and the
child—

(A) was separated from a parent or guard-
ian and placed into a facility funded by the
Department of Health and Human Services;

(B) as of the date of the enactment of this
Act, remains in the care of the Department
of Health and Human Services; and

(C) can be safely reunited with such parent
or guardian; and

(2) a report on challenges and deficiencies
related to the oversight of, and care for, un-
accompanied alien children and appro-
priately reuniting such children with their
parents or guardians, and the actions taken
to address any challenges and deficiencies
related to unaccompanied alien children in
the custody of the Department of Health and
Human Services, including deficiencies iden-
tified and publicly reported by Congress, the
Government Accountability Office, or the In-
spectors General of the Department of
Health and Human Services or other Federal
departments.

SEC. 705. TECHNICAL AMENDMENTS.

(a) PUBLIC HEALTH SERVICE AcT.—Title III
(42 U.S.C. 241 et seq.) is amended—

(1) in paragraphs (1) and (5) of section 319F-
1(a) (42 U.S.C. 247d-6a(a)), by striking ‘‘sec-
tion 319F(h)”’ each place such term appears
and inserting ‘‘section 319F(e)’’; and

(2) in section 319K(a) (42 U.S.C. 247d-7d(a)),
by striking ‘‘section 319F(h)(4)”’ and insert-
ing ‘“‘section 319F(e)(4)”.

(b) PUBLIC HEALTH SECURITY GRANTS.—Sec-
tion 319C-1(b)(2) (42 U.S.C. 247d-3a(b)(2)) is
amended—

(1) in subparagraph (C), by striking ‘‘indi-
viduals,,” and inserting ‘‘individuals,’’; and

(2) in subparagraph (F), by striking ‘‘make
satisfactory annual improvement and de-
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scribe’” and inserting ‘‘makes satisfactory
annual improvement and describes’’.

(c) EMERGENCY USE INSTRUCTIONS.—Sub-
paragraph (A) of section 564A(e)(2) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360bbb-3a(e)(2)) is amended by strik-
ing ‘‘subsection (a)(1)(C)(i)” and inserting
“subsection (a)(1)(C)”.

(d) PrODUCTS HELD FOR EMERGENCY USE.—
Section 564B(2) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360bbb-3b) is
amended—

(1) in subparagraph (B),
comma after ‘605°’; and

(2) in subparagraph (C), by inserting ‘‘or
section 564A°° before the period at the end.

(e) TRANSPARENCY.—Section 507(c)(3) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 357(c)(3)) is amended—

(1) by striking ‘“Nothing in”’ and inserting
the following:

“(A) IN GENERAL.—Nothing in’’;

(2) by inserting ‘‘or directing’ after ‘‘au-
thorizing’’;

(3) by striking ‘‘disclose any’’ and inserting
‘“‘disclose—

“(1) any’’;

(4) by striking the period and inserting ‘;
or’’; and

(5) by adding at the end the following:

‘‘(ii) in the case of a drug development tool
that may be used to support the development
of a qualified countermeasure, security
countermeasure, or qualified pandemic or
epidemic product, as defined in sections
319F-1, 319F-2, and 319F-3, respectively, of
the Public Health Service Act, any informa-
tion that the Secretary determines has a sig-
nificant potential to affect national secu-
rity.

‘“(B) PUBLIC ACKNOWLEDGMENT.—In the case
that the Secretary, pursuant to subpara-
graph (A)(ii), does not make information
publicly available, the Secretary shall pro-
vide on the internet website of the Food and
Drug Administration an acknowledgment of
the information that has not been disclosed,
pursuant to subparagraph (A)@ii).”.
DIVISION B—OVER-THE-COUNTER MONO-

GRAPH SAFETY, INNOVATION, AND RE-

FORM
SECTION 1000. SHORT TITLE; REFERENCES IN DI-

VISION.

(a) SHORT TITLE.—This division may be
cited as the ‘‘Over-the-Counter Monograph
Safety, Innovation, and Reform Act of 2018,

(b) REFERENCES.—Except as otherwise
specified, any reference to ‘‘this Act’ con-
tained in this division shall be treated as re-
ferring only to the provisions of this divi-
sion.

by inserting a

TITLE I—OTC DRUG REVIEW

1001. REGULATION OF CERTAIN NON-
PRESCRIPTION DRUGS THAT ARE
MARKETED WITHOUT AN APPROVED
DRUG APPLICATION.

(a) IN GENERAL.—Chapter V of the Federal
Food, Drug, and Cosmetic Act is amended by
inserting after section 505F of such Act (21
U.S.C. 3552) the following:

“SEC. 505G. REGULATION OF CERTAIN NON-
PRESCRIPTION DRUGS THAT ARE
MARKETED WITHOUT AN APPROVED
DRUG APPLICATION.

‘(a) NONPRESCRIPTION DRUGS MARKETED
WITHOUT AN APPROVED APPLICATION.—Non-
prescription drugs marketed without an ap-
proved drug application under section 505, as
of the date of the enactment of this section,
shall be treated in accordance with this sub-
section.

‘(1) DRUGS SUBJECT TO A FINAL MONOGRAPH;
CATEGORY I DRUGS SUBJECT TO A TENTATIVE
FINAL MONOGRAPH.—A drug is deemed to be
generally recognized as safe and effective
under section 201(p)(1), not a new drug under
section 201(p), and not subject to section
503(b)(1), if—

SEC.
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‘“(A) the drug is—

‘(i) in conformity with the requirements
for nonprescription use of a final monograph
issued under part 330 of title 21, Code of Fed-
eral Regulations (except as provided in para-
graph (2)), the general requirements for non-
prescription drugs, and conditions or re-
quirements under subsections (b), (c), and
(k); and

‘“(ii) except as permitted by an order issued
under subsection (b) or, in the case of a
minor change in the drug, in conformity
with an order issued under subsection (c), in
a dosage form that, immediately prior to the
date of the enactment of this section, has
been used to a material extent and for a ma-
terial time under section 201(p)(2); or

‘(B) the drug is—

‘(i) classified in category I for safety and
effectiveness under a tentative final mono-
graph that is the most recently applicable
proposal or determination issued under part
330 of title 21, Code of Federal Regulations;

‘‘(ii) in conformity with the proposed re-
quirements for nonprescription use of such
tentative final monograph, any applicable
subsequent determination by the Secretary,
the general requirements for nonprescription
drugs, and conditions or requirements under
subsections (b), (¢), and (k); and

‘“(iii) except as permitted by an order
issued under subsection (b) or, in the case of
a minor change in the drug, in conformity
with an order issued under subsection (c), in
a dosage form that, immediately prior to the
date of the enactment of this section, has
been used to a material extent and for a ma-
terial time under section 201(p)(2).

‘(2) TREATMENT OF SUNSCREEN DRUGS.—
With respect to sunscreen drugs subject to
this section, the applicable requirements in
terms of conformity with a final monograph,
for purposes of paragraph (1)(A)(i), shall be
the requirements specified in part 352 of title
21, Code of Federal Regulations, as published
on May 21, 1999, beginning on page 27687 of
volume 64 of the Federal Register, except
that the applicable requirements governing
effectiveness and labeling shall be those
specified in section 201.327 of title 21, Code of
Federal Regulations.

¢“(3) CATEGORY III DRUGS SUBJECT TO A TEN-
TATIVE FINAL MONOGRAPH; CATEGORY I DRUGS
SUBJECT TO PROPOSED MONOGRAPH OR AD-
VANCE NOTICE OF PROPOSED RULEMAKING.—A
drug that is not described in paragraph (1),
(2), or (4) is not required to be the subject of
an application approved under section 505,
and is not subject to section 503(b)(1), if—

‘“(A) the drug is—

‘(i) classified in category III for safety or
effectiveness in the preamble of a proposed
rule establishing a tentative final mono-
graph that is the most recently applicable
proposal or determination for such drug
issued under part 330 of title 21, Code of Fed-
eral Regulations;

‘“(ii) in conformity with—

“(I) the conditions of use, including indica-
tion and dosage strength, if any, described
for such category III drug in such preamble
or in an applicable subsequent proposed rule;

‘(IT) the proposed requirements for drugs
classified in such tentative final monograph
in category I in the most recently proposed
rule establishing requirements related to
such tentative final monograph and in any
final rule establishing requirements that are
applicable to the drug; and

‘“(ITII) the general requirements for non-
prescription drugs and conditions or require-
ments under subsection (b) or (k); and

‘“(iii) in a dosage form that, immediately
prior to the date of the enactment of this
section, had been used to a material extent
and for a material time under section
201(p)(2); or

‘(B) the drug is—
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‘(i) classified in category I for safety and
effectiveness under a proposed monograph or
advance notice of proposed rulemaking that
is the most recently applicable proposal or
determination for such drug issued under
part 330 of title 21, Code of Federal Regula-
tions;

‘(i) in conformity with the requirements
for nonprescription use of such proposed
monograph or advance notice of proposed
rulemaking, any applicable subsequent de-
termination by the Secretary, the general
requirements for nonprescription drugs, and
conditions or requirements under subsection
(b) or (k); and

‘(iii) in a dosage form that, immediately
prior to the date of the enactment of this
section, has been used to a material extent
and for a material time under section
201(p)(2).

‘“(4) CATEGORY II DRUGS DEEMED NEW
DRUGS.—A drug that is classified in category
II for safety or effectiveness under a ten-
tative final monograph or that is subject to
a determination to be not generally recog-
nized as safe and effective in a proposed rule
that is the most recently applicable proposal
issued under part 330 of title 21, Code of Fed-
eral Regulations, shall be deemed to be a
new drug under section 201(p), misbranded
under section 502(ee), and subject to the re-
quirement for an approved new drug applica-
tion under section 505 beginning on the day
that is 180 calendar days after the date of the
enactment of this section, unless, before
such day, the Secretary determines that it is
in the interest of public health to extend the
period during which the drug may be mar-
keted without such an approved new drug ap-
plication.

‘“(6) DRUGS NOT GRASE DEEMED NEW
DRUGS.—A drug that the Secretary has deter-
mined not to be generally recognized as safe
and effective under section 201(p)(1) under a
final determination issued under part 330 of
title 21, Code of Federal Regulations, shall be
deemed to be a new drug under section 201(p),
misbranded under section 502(ee), and subject
to the requirement for an approved new drug
application under section 505.

¢“(6) OTHER DRUGS DEEMED NEW DRUGS.—Ex-
cept as provided in subsection (m), a drug is
deemed to be a new drug under section 201(p)
and misbranded under section 502(ee) if the
drug—

‘“(A) is not subject to section 503(b)(1); and

‘“(B) is not described in paragraph (1), (2),
(3), (4), or (b), or subsection (b)(1)(B).

“(b) ADMINISTRATIVE ORDERS.—

(1) IN GENERAL.—

‘“‘(A) DETERMINATION.—The Secretary may,
on the initiative of the Secretary or at the
request of one or more requestors, issue an
administrative order determining whether
there are conditions under which a specific
drug, a class of drugs, or a combination of
drugs, is determined to be—

‘(i) not subject to section 503(b)(1); and

‘“(ii) generally recognized as safe and effec-
tive under section 201(p)(1).

‘“(B) EFFECT.—A drug or combination of
drugs shall be deemed to not require ap-
proval under section 505 if such drug or com-
bination of drugs—

‘(i) is determined by the Secretary to meet
the conditions specified in clauses (i) and (ii)
of subparagraph (A);

‘“(ii) is marketed in conformity with an ad-
ministrative order under this subsection;

‘(iii) meets the general requirements for
nonprescription drugs; and

‘“(iv) meets the requirements under sub-
sections (¢) and (k).

‘“(C) STANDARD.—The Secretary shall find
that a drug is not generally recognized as
safe and effective under section 201(p)(1) if—
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‘(i) the evidence shows that the drug is not
generally recognized as safe and effective
under section 201(p)(1); or

‘‘(ii) the evidence is inadequate to show
that the drug is generally recognized as safe
and effective under section 201(p)(1).

‘(2) ADMINISTRATIVE ORDERS INITIATED BY
THE SECRETARY.—

‘““(A) IN GENERAL.—In issuing an adminis-
trative order under paragraph (1) upon the
Secretary’s initiative, the Secretary shall—

‘(i) make reasonable efforts to notify in-
formally, not later than 2 business days be-
fore the issuance of the proposed order, the
sponsors of drugs who have a listing in effect
under section 510(j) for the drugs or combina-
tion of drugs that will be subject to the ad-
ministrative order;

‘“(ii) after any such reasonable efforts of
notification—

‘“(I) issue a proposed administrative order
by publishing it on the website of the Food
and Drug Administration and include in such
order the reasons for the issuance of such
order; and

“(IT) publish a notice of availability of
such proposed order in the Federal Register;

¢(iii) except as provided in subparagraph
(B), provide for a public comment period
with respect to such proposed order of not
less than 45 calendar days; and

‘“(iv) if, after completion of the pro-
ceedings specified in clauses (i) through (iii),
the Secretary determines that it is appro-
priate to issue a final administrative order—

““(I) issue the final administrative order,
together with a detailed statement of rea-
sons, which order shall not take effect until
the time for requesting judicial review under
paragraph (3)(D)(ii) has expired;

‘“(II) publish a notice of such final adminis-
trative order in the Federal Register;

““(III) afford requestors of drugs that will
be subject to such order the opportunity for
formal dispute resolution up to the level of
the Director of the Center for Drug Evalua-
tion and Research, which initially must be
requested within 45 calendar days of the
issuance of the order, and, for subsequent
levels of appeal, within 30 calendar days of
the prior decision; and

“(IV) except with respect to drugs de-
scribed in paragraph (3)(B), upon completion
of the formal dispute resolution procedure,
inform the persons which sought such dis-
pute resolution of their right to request a
hearing.

‘(B) EXCEPTIONS.—When issuing an admin-
istrative order under paragraph (1) on the
Secretary’s initiative proposing to deter-
mine that a drug described in subsection
(a)(3) is not generally recognized as safe and
effective under section 201(p)(1), the Sec-
retary shall follow the procedures in sub-
paragraph (A), except that—

‘(i) the proposed order shall include notice
of—

““(I) the general categories of data the Sec-
retary has determined necessary to establish
that the drug is generally recognized as safe
and effective under section 201(p)(1); and

“(IT1) the format for submissions by inter-
ested persons;

‘“(ii) the Secretary shall provide for a pub-
lic comment period of no less than 180 cal-
endar days with respect to such proposed
order, except when the Secretary deter-
mines, for good cause, that a shorter period
is in the interest of public health; and

‘“(iii) any person who submits data in such
comment period shall include a certification
that the person has submitted all evidence
created, obtained, or received by that person
that is both within the categories of data
identified in the proposed order and relevant
to a determination as to whether the drug is
generally recognized as safe and effective
under section 201(p)(1).
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‘“(3) HEARINGS; JUDICIAL REVIEW.—

‘“(A) IN GENERAL.—Only a person who par-
ticipated in each stage of formal dispute res-
olution under subclause (III) of paragraph
(2)(A)(iv) of an administrative order with re-
spect to a drug may request a hearing con-
cerning a final administrative order issued
under such paragraph with respect to such
drug. If a hearing is sought, such person
must submit a request for a hearing, which
shall be based solely on information in the
administrative record, to the Secretary not
later than 30 calendar days after receiving
notice of the final decision of the formal dis-
pute resolution procedure.

‘(B) NO HEARING REQUIRED WITH RESPECT TO
ORDERS RELATING TO CERTAIN DRUGS.—

‘(i) IN GENERAL.—The Secretary shall not
be required to provide notice and an oppor-
tunity for a hearing pursuant to paragraph
(2)(A)(iv) if the final administrative order in-
volved relates to a drug—

“(I) that 1is described in
(a)(3)(A); and

““(IT) with respect to which no human or
non-human data studies relevant to the safe-
ty or effectiveness of such drug have been
submitted to the administrative record since
the issuance of the most recent tentative
final monograph relating to such drug.

‘(i) HUMAN DATA STUDIES AND NON-HUMAN
DATA DEFINED.—In this subparagraph:

“(I) The term ‘human data studies’ means
clinical trials of safety or effectiveness (in-
cluding actual use studies), pharmaco-
kinetics studies, or bioavailability studies.

‘““(II) The term ‘non-human data’ means
data from testing other than with human
subjects which provides information con-
cerning safety or effectiveness.

¢“(C) HEARING PROCEDURES.—

‘(i) DENIAL OF REQUEST FOR HEARING.—If
the Secretary determines that information
submitted in a request for a hearing under
subparagraph (A) with respect to a final ad-
ministrative order issued under paragraph
(2)(A)(iv), does not identify the existence of a
genuine and substantial question of material
fact, the Secretary may deny such request.
In making such a determination, the Sec-
retary may consider only information and
data that are based on relevant and reliable
scientific principles and methodologies.

“(ii) SINGLE HEARING FOR MULTIPLE RE-
LATED REQUESTS.—If more than one request
for a hearing is submitted with respect to
the same administrative order under sub-
paragraph (A), the Secretary may direct that
a single hearing be conducted in which all
persons whose hearing requests were granted
may participate.

‘‘(iii) PRESIDING OFFICER.—The presiding
officer of a hearing requested under subpara-
graph (A) shall—

““(I) be designated by the Secretary;

“(IT) not be an employee of the Center for
Drug Evaluation and Research; and

‘‘(IIT) not have been previously involved in
the development of the administrative order
involved or proceedings relating to that ad-
ministrative order.

“(iv) RIGHTS OF PARTIES TO HEARING.—The
parties to a hearing requested under sub-
paragraph (A) shall have the right to present
testimony, including testimony of expert
witnesses, and to cross-examine witnesses
presented by other parties. Where appro-
priate, the presiding officer may require that
cross-examination by parties representing
substantially the same interests be consoli-
dated to promote efficiency and avoid dupli-
cation.

“(v) FINAL DECISION.—

“(I) At the conclusion of a hearing re-
quested under subparagraph (A), the pre-
siding officer of the hearing shall issue a de-
cision containing findings of fact and conclu-
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sions of law. The decision of the presiding of-
ficer shall be final.

‘(IT) The final decision may not take effect
until the period under subparagraph (D)(ii)
for submitting a request for judicial review
of such decision expires.

(D) JUDICIAL REVIEW OF FINAL ADMINISTRA-
TIVE ORDER.—

‘(i) IN GENERAL.—The procedures described
in section 505(h) shall apply with respect to
judicial review of final administrative orders
issued under this subsection in the same
manner and to the same extent as such sec-
tion applies to an order described in such
section except that the judicial review shall
be taken by filing in an appropriate district
court of the United States in lieu of the ap-
pellate courts specified in such section.

¢‘(i1) PERIOD TO SUBMIT A REQUEST FOR JUDI-
CIAL REVIEW.—A person eligible to request a
hearing under this paragraph and seeking ju-
dicial review of a final administrative order
issued under this subsection shall file such
request for judicial review not later than 60
calendar days after the latest of—

“(D the date on which notice of such order
is published;

‘(II) the date on which a hearing with re-
spect to such order is denied under subpara-
graph (B) or (C)(1);

‘“(III) the date on which a final decision is
made following a hearing under subpara-
graph (C)(v); or

‘“(IV) if no hearing is requested, the date
on which the time for requesting a hearing
expires.

‘(4) EXPEDITED PROCEDURE WITH RESPECT
TO ADMINISTRATIVE ORDERS INITIATED BY THE
SECRETARY.—

“(A) IMMINENT HAZARD TO THE PUBLIC
HEALTH.—

‘(i) IN GENERAL.—In the case of a deter-
mination by the Secretary that a drug, class
of drugs, or combination of drugs subject to
this section poses an imminent hazard to the
public health, the Secretary, after first mak-
ing reasonable efforts to notify, not later
than 48 hours before issuance of such order
under this subparagraph, sponsors who have
a listing in effect under section 510(j) for
such drug or combination of drugs—

“(I) may issue an interim final administra-
tive order for such drug, class of drugs, or
combination of drugs under paragraph (1),
together with a detailed statement of the
reasons for such order;

‘“(IT) shall publish in the Federal Register
a notice of availability of any such order;
and

‘(III) shall provide for a public comment
period of at least 45 calendar days with re-
spect to such interim final order.

‘“(ii) NONDELEGATION.—The Secretary may
not delegate the authority to issue an in-
terim final administrative order under this
subparagraph.

‘(B) SAFETY LABELING CHANGES.—

‘(i) IN GENERAL.—In the case of a deter-
mination by the Secretary that a change in
the labeling of a drug, class of drugs, or com-
bination of drugs subject to this section is
reasonably expected to mitigate a signifi-
cant or unreasonable risk of a serious ad-
verse event associated with use of the drug,
the Secretary may—

‘(I) make reasonable efforts to notify in-
formally, not later than 48 hours before the
issuance of the interim final order, the spon-
sors of drugs who have a listing in effect
under section 510(j) for such drug or com-
bination of drugs;

“(II) after reasonable efforts of notifica-
tion, issue an interim final administrative
order in accordance with paragraph (1) to re-
quire such change, together with a detailed
statement of the reasons for such order;

‘“(IIT) publish in the Federal Register a no-
tice of availability of such order; and
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““(IV) provide for a public comment period
of at least 45 calendar days with respect to
such interim final order.

‘‘(ii) CONTENT OF ORDER.—An interim final
order issued under this subparagraph with
respect to the labeling of a drug may provide
for new warnings and other information re-
quired for safe use of the drug.

‘(C) EFFECTIVE DATE.—An order under sub-
paragraph (A) or (B) shall take effect on a
date specified by the Secretary.

‘(D) FINAL ORDER.—After the completion
of the proceedings in subparagraph (A) or
(B), the Secretary shall—

‘‘(i) issue a final order in accordance with
paragraph (1);

‘‘(ii) publish a notice of availability of such
final administrative order in the Federal
Register; and

‘“(iii) afford sponsors of such drugs that
will be subject to such an order the oppor-
tunity for formal dispute resolution up to
the level of the Director of the Center for
Drug Evaluation and Research, which must
initially be within 45 calendar days of the
issuance of the order, and for subsequent lev-
els of appeal, within 30 calendar days of the
prior decision.

‘“‘(E) HEARINGS.—A sponsor of a drug sub-
ject to a final order issued under subpara-
graph (D) and that participated in each stage
of formal dispute resolution under clause
(iii) of such subparagraph may request a
hearing on such order. The provisions of sub-
paragraphs (A), (B), and (C) of paragraph (3),
other than paragraph (3)(C)(v)(II), shall
apply with respect to a hearing on such order
in the same manner and to the same extent
as such provisions apply with respect to a
hearing on an administrative order issued
under paragraph (2)(A)(iv).

“(F) TIMING.—

‘(1) FINAL ORDER AND HEARING.—The Sec-
retary shall—

“(I) not later than 6 months after the date
on which the comment period closes under
subparagraph (A) or (B), issue a final order in
accordance with paragraph (1); and

“(II) not later than 12 months after the
date on which such final order is issued,
complete any hearing under subparagraph
(E).

“(ii) DISPUTE RESOLUTION REQUEST.—The
Secretary shall specify in an interim final
order issued under subparagraph (A) or (B)
such shorter periods for requesting dispute
resolution under subparagraph (D)(iii) as are
necessary to meet the requirements of this
subparagraph.

‘(G) JUDICIAL REVIEW.—A final order issued
pursuant to subparagraph (F) shall be sub-
ject to judicial review in accordance with
paragraph (3)(D).

‘“(6) ADMINISTRATIVE ORDER INITIATED AT
THE REQUEST OF A REQUESTOR.—

‘“(A) IN GENERAL.—In issuing an adminis-
trative order under paragraph (1) at the re-
quest of a requestor with respect to certain
drugs, classes of drugs, or combinations of
drugs—

‘(i) the Secretary shall, after receiving a
request under this subparagraph, determine
whether the request is sufficiently complete
and formatted to permit a substantive re-
view;

¢“(ii) if the Secretary determines that the
request is sufficiently complete and for-
matted to permit a substantive review, the
Secretary shall—

‘(1) file the request; and

“(ITI) initiate proceedings with respect to
issuing an administrative order in accord-
ance with paragraphs (2) and (3); and

‘‘(iii) except as provided in paragraph (6), if
the Secretary determines that a request does
not meet the requirements for filing or is not
sufficiently complete and formatted to per-
mit a substantive review, the requestor may
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demand that the request be filed over pro-
test, and the Secretary shall initiate pro-
ceedings to review the request in accordance
with paragraph (2)(A).

‘(B) REQUEST TO INITIATE PROCEEDINGS.—

‘(i) IN GENERAL.—A requestor seeking an
administrative order under paragraph (1)
with respect to certain drugs, classes of
drugs, or combinations of drugs, shall submit
to the Secretary a request to initiate pro-
ceedings for such order in the form and man-
ner as specified by the Secretary. Such re-
questor may submit a request under this
subparagraph for the issuance of an adminis-
trative order—

““(I) determining whether a drug is gen-
erally recognized as safe and effective under
section 201(p)(1), exempt from section
503(b)(1), and not required to be the subject
of an approved application under section 505;
or

““(IT1) determining whether a change to a
condition of use of a drug is generally recog-
nized as safe and effective under section
201(p)(1), exempt from section 503(b)(1), and
not required to be the subject of an approved
application under section 505, if, absent such
a changed condition of use, such drug is—

‘‘(aa) generally recognized as safe and ef-
fective under section 201(p)(1) in accordance
with subsection (a)(1), (a)(2), or an order
under this subsection; or

““(bb) subject to subsection (a)(3), but only
if such requestor initiates such request in
conjunction with a request for the Secretary
to determine whether such drug is generally
recognized as safe and effective under sec-
tion 201(p)(1), which is filed by the Secretary
under subparagraph (A)(i).

‘(ii) EXCEPTION.—The Secretary is not re-
quired to complete review of a request for a
change described in clause (i)(II) if the Sec-
retary determines that there is an inad-
equate basis to find the drug is generally rec-
ognized as safe and effective under section
201(p)(1) under paragraph (1) and issues a
final order announcing that determination.

¢“(iii) WITHDRAWAL.—The requestor may
withdraw a request under this paragraph, ac-
cording to the procedures set forth pursuant
to subsection (d)(2)(B). Notwithstanding any
other provision of this section, if such re-
quest is withdrawn, the Secretary may cease
proceedings under this subparagraph.

*(C) EXCLUSIVITY.—

‘(i) IN GENERAL.—A final administrative
order issued in response to a request under
this section shall have the effect of author-
izing solely the order requestor (or the li-
censees, assignees, or successors in interest
of such requestor with respect to the subject
of such order), for a period of 18 months fol-
lowing the effective date of such final order
and beginning on the date the requestor may
lawfully market such drugs pursuant to the
order, to market drugs—

“(I) incorporating changes described in
clause (ii); and

“(II) subject to the limitations under
clause (iv).

‘(ii) CHANGES DESCRIBED.—A change de-
scribed in this clause is a change subject to
an order specified in clause (i), which—

‘() provides for a drug to contain an ac-
tive ingredient (including any ester or salt of
the active ingredient) not previously incor-
porated in a drug described in clause (iii); or

“(IT) provides for a change in the condi-
tions of use of a drug, for which new human
data studies conducted or sponsored by the
requestor (or for which the requestor has an
exclusive right of reference) were essential
to the issuance of such order.

‘(iii) DRUGS DESCRIBED.—The drugs de-
scribed in this clause are drugs—

“(I) specified in subsection (a)(1), (a)(2), or
(a)(3);
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“(IT) subject to a final order issued under
this section;

“(I1I) subject to a final sunscreen order (as
defined in section 586(2)(A)); or

‘“(IV) described in subsection (m)(1), other
than drugs subject to an active enforcement
action under chapter III of this Act.

““(iv) LIMITATIONS ON EXCLUSIVITY.—

‘(I) IN GENERAL.—Only one 18-month pe-
riod under this subparagraph shall be grant-
ed, under each order described in clause (i),
with respect to changes (to the drug subject
to such order) which are either—

‘“‘(aa) changes described in clause (ii)(I), re-
lating to active ingredients; or

‘““(bb) changes described in clause (ii)(II),
relating to conditions of use.

“(II) NO EXCLUSIVITY ALLOWED.—No exclu-
sivity shall apply to changes to a drug which
are—

‘‘(aa) the subject of a Tier 2 OTC mono-
graph order request (as defined in section
7441);

‘“(bb) safety-related changes, as defined by
the Secretary, or any other changes the Sec-
retary considers necessary to assure safe use;
or

‘‘(cc) changes related to methods of testing
safety or efficacy.

¢“(v) NEW HUMAN DATA STUDIES DEFINED.—In
this subparagraph, the term ‘new human
data studies’ means clinical trials of safety
or effectiveness (including actual use stud-
ies), pharmacokinetics studies, or bio-
availability studies, the results of which—

‘() have not been relied on by the Sec-
retary to support—

‘‘(aa) a proposed or final determination
that a drug described in subclause (I), (II), or
(ITI) of clause (iii) is generally recognized as
safe and effective under section 201(p)(1); or

‘“(bb) approval of a drug that was approved
under section 505; and

‘“(II) do not duplicate the results of an-
other study that was relied on by the Sec-
retary to support—

‘‘(aa) a proposed or final determination
that a drug described in subclause (I), (II), or
(ITI) of clause (iii) is generally recognized as
safe and effective under section 201(p)(1); or

““(bb) approval of a drug that was approved
under section 505.

“(6) INFORMATION REGARDING SAFE NON-
PRESCRIPTION MARKETING AND USE AS CONDI-
TION FOR FILING A GENERALLY RECOGNIZED AS
SAFE AND EFFECTIVE REQUEST.—

‘“(A) IN GENERAL.—In response to a request
under this section that a drug described in
subparagraph (B) be generally recognized as
safe and effective, the Secretary—

‘(i) may file such request, if the request
includes information specified under sub-
paragraph (C) with respect to safe non-
prescription marketing and use of such drug;
or

‘‘(ii) if the request fails to include informa-
tion specified under subparagraph (C), shall
refuse to file such request and require that
nonprescription marketing of the drug be
pursuant to a new drug application as de-
scribed in subparagraph (D).

‘(B) DRUG DESCRIBED.—A drug described in
this subparagraph is a nonprescription drug
which contains an active ingredient not pre-
viously incorporated in a drug—

‘(i) specified in subsection (a)(1), (a)(2), or
(a)(3);

‘‘(i1) subject to a final order under this sec-
tion; or

‘“(iii) subject to a final sunscreen order (as
defined in section 586(2)(A)).

‘(C) INFORMATION DEMONSTRATING PRIMA
FACIE SAFE NONPRESCRIPTION MARKETING AND
USE.—Information specified in this subpara-
graph, with respect to a request described in
subparagraph (A)@), is—

‘(i) information sufficient for a prima
facie demonstration that the drug subject to
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such request has a verifiable history of being
marketed and safely used by consumers in
the United States as a nonprescription drug
under comparable conditions of use;

‘‘(ii) if the drug has not been previously
marketed in the United States as a non-
prescription drug, information sufficient for
a prima facie demonstration that the drug
was marketed and safely used under com-
parable conditions of marketing and use in a
country listed in section 802(b)(1)(A) or des-
ignated by the Secretary in accordance with
section 802(b)(1)(B)—

‘() for such period as needed to provide
reasonable assurances concerning the safe
nonprescription use of the drug; and

“(IT) during such time was subject to suffi-
cient monitoring by a regulatory body con-
sidered acceptable by the Secretary for such
monitoring purposes, including for adverse
events associated with nonprescription use
of the drug; or

‘“(iii) if the Secretary determines that in-
formation described in clause (i) or (ii) is not
needed to provide a prima facie demonstra-
tion that the drug can be safely marketed
and used as a nonprescription drug, such
other information the Secretary determines
is sufficient for such purposes.

‘(D) MARKETING PURSUANT TO NEW DRUG
APPLICATION.—In the case of a request de-
scribed in subparagraph (A)(ii), the drug sub-
ject to such request may be re-submitted for
filing only if—

‘‘(i) the drug is marketed as a nonprescrip-
tion drug, under conditions of use com-
parable to the conditions specified in the re-
quest, for such period as the Secretary deter-
mines appropriate (not to exceed 5 consecu-
tive years) pursuant to an application ap-
proved under section 505; and

‘‘(ii) during such period, 1,000,000 retail
packages of the drug, or an equivalent quan-
tity as determined by the Secretary, were
distributed for retail sale, as determined in
such manner as the Secretary finds appro-
priate.

‘“(E) RULE OF APPLICATION.—Except in the
case of a request involving a drug described
in section 586(9), as in effect on January 1,
2017, if the Secretary refuses to file a request
under this paragraph, the requestor may not
file such request over protest under para-
graph (5)(A)(iii).

‘“(7) PACKAGING.—An administrative order
issued under paragraph (2), (4)(A), or (b)) may
include requirements for the packaging of a
drug to encourage use in accordance with la-
beling. Such requirements may include unit
dose packaging, requirements for products
intended for use by pediatric populations, re-
quirements to reduce risk of harm from un-
supervised ingestion, and other appropriate
requirements. This paragraph does not au-
thorize the Food and Drug Administration to
require standards or testing procedures as
described in part 1700 of title 16, Code of Fed-
eral Regulations.

‘(8) FINAL AND TENTATIVE FINAL MONO-
GRAPHS FOR CATEGORY I DRUGS DEEMED FINAL
ADMINISTRATIVE ORDERS.—

‘““(A) IN GENERAL.—A final monograph or
tentative final monograph described in sub-
paragraph (B) shall be deemed to be a final
administrative order under this subsection
and may be amended, revoked, or otherwise
modified in accordance with the procedures
of this subsection.

‘“(B) MONOGRAPHS DESCRIBED.—For pur-
poses of subparagraph (A), a final monograph
or tentative final monograph is described in
this subparagraph if it—

‘“(i) establishes conditions of use for a drug
described in paragraph (1) or (2) of subsection
(a); and

‘‘(ii) represents the most recently promul-
gated version of such conditions, including
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as modified, in whole or in part, by any pro-
posed or final rule.

‘“(C) DEEMED ORDERS INCLUDE HARMONIZING
TECHNICAL AMENDMENTS.—The deemed estab-
lishment of a final administrative order
under subparagraph (A) shall be construed to
include any technical amendments to such
order as the Secretary determines necessary
to ensure that such order is appropriately
harmonized, in terms of terminology or
cross-references, with the applicable provi-
sions of this Act (and regulations there-
under) and any other orders issued under this
section.

‘‘(c) PROCEDURE FOR MINOR CHANGES.—

‘(1 IN GENERAL.—Minor changes in the
dosage form of a drug that is described in
paragraph (1) or (2) of subsection (a) or the
subject of an order issued under subsection
(b) may be made by a requestor without the
issuance of an order under subsection (b) if—

‘““(A) the requestor maintains such infor-
mation as is necessary to demonstrate that
the change—

‘(i) will not affect the safety or effective-
ness of the drug; and

‘(i) will not materially affect the extent
of absorption or other exposure to the active
ingredient in comparison to a suitable ref-
erence product; and

‘“(B) the change is in conformity with the
requirements of an applicable administrative
order issued by the Secretary under para-
graph (3).

“(2) ADDITIONAL INFORMATION.—

‘“‘(A) ACCESS TO RECORDS.—A sponsor shall
submit records requested by the Secretary
relating to such a minor change under sec-
tion 704(a)(4), within 15 business days of re-
ceiving such a request, or such longer period
as the Secretary may provide.

‘(B) INSUFFICIENT INFORMATION.—If the
Secretary determines that the information
contained in such records is not sufficient to
demonstrate that the change does not affect
the safety or effectiveness of the drug or ma-
terially affect the extent of absorption or
other exposure to the active ingredient, the
Secretary—

‘(i) may so inform the sponsor of the drug
in writing; and

‘‘(ii) if the Secretary so informs the spon-
sor, shall provide the sponsor of the drug
with a reasonable opportunity to provide ad-
ditional information.

*(C) FAILURE TO SUBMIT SUFFICIENT INFOR-
MATION.—If the sponsor fails to provide such
additional information within a time pre-
scribed by the Secretary, or if the Secretary
determines that such additional information
does not demonstrate that the change does
not—

‘(i) affect the safety or effectiveness of the
drug; or

‘“(ii) materially affect the extent of absorp-
tion or other exposure to the active ingre-
dient in comparison to a suitable reference
product,

the drug as modified is a new drug under sec-
tion 201(p) and shall be deemed to be mis-
branded under section 502(ee).

‘“(3) DETERMINING WHETHER A CHANGE WILL
AFFECT SAFETY OR EFFECTIVENESS.—

‘““(A) IN GENERAL.—The Secretary shall
issue one or more administrative orders
specifying requirements for determining
whether a minor change made by a sponsor
pursuant to this subsection will affect the
safety or effectiveness of a drug or materi-
ally affect the extent of absorption or other
exposure to an active ingredient in the drug
in comparison to a suitable reference prod-
uct, together with guidance for applying
those orders to specific dosage forms.

‘“(B) STANDARD PRACTICES.—The orders and
guidance issued by the Secretary under sub-
paragraph (A) shall take into account rel-

CONGRESSIONAL RECORD —HOUSE

evant public standards and standard prac-
tices for evaluating the quality of drugs, and
may take into account the special needs of
populations, including children.

¢“(d) CONFIDENTIALITY OF INFORMATION SUB-
MITTED TO THE SECRETARY.—

‘(1) IN GENERAL.—Subject to paragraph (2),
any information, including reports of testing
conducted on the drug or drugs involved,
that is submitted by a requestor in connec-
tion with proceedings on an order under this
section (including any minor change under
subsection (¢)) and is a trade secret or con-
fidential information subject to section
5562(b)(4) of title 5, United States Code, or sec-
tion 1905 of title 18, United States Code, shall
not be disclosed to the public unless the re-
questor consents to that disclosure.

‘“(2) PUBLIC AVAILABILITY.—

‘“(A) IN GENERAL.—Except as provided in
subparagraph (B), the Secretary shall—

‘(1) make any information submitted by a
requestor in support of a request under sub-
section (b)(5)(A) available to the public not
later than the date on which the proposed
order is issued; and

‘“(ii) make any information submitted by
any other person with respect to an order re-
quested (or initiated by the Secretary) under
subsection (b), available to the public upon
such submission.

“(B) LIMITATIONS ON PUBLIC AVAIL-
ABILITY.—Information described in subpara-
graph (A) shall not be made public if—

‘(i) the information pertains to pharma-
ceutical quality information, unless such in-
formation is necessary to establish standards
under which a drug is generally recognized
as safe and effective under section 201(p)(1);

‘“(i1) the information is submitted in a re-
questor-initiated request, but the requestor
withdraws such request, in accordance with
withdrawal procedures established by the
Secretary, before the Secretary issues the
proposed order;

‘‘(iii) the Secretary requests and obtains
the information under subsection (c¢) and
such information is not submitted in rela-
tion to an order under subsection (b); or

‘“(iv) the information is of the type con-
tained in raw datasets.

‘“(e) UPDATES TO DRUG LISTING INFORMA-
TION.—A sponsor who makes a change to a
drug subject to this section shall submit up-
dated drug listing information for the drug
in accordance with section 510(j) within 30
calendar days of the date when the drug is
first commercially marketed, except that a
sponsor who was the order requestor with re-
spect to an order subject to subsection
(b)(5)(C) (or a licensee, assignee, or successor
in interest of such requestor) shall submit
updated drug listing information on or be-
fore the date when the drug is first commer-
cially marketed.

‘“(f) APPROVALS UNDER SECTION 505.—The
provisions of this section shall not be con-
strued to preclude a person from seeking or
maintaining the approval of an application
for a drug under sections 505(b)(1), 505(b)(2),
and 505(j). A determination under this sec-
tion that a drug is not subject to section
503(b)(1), is generally recognized as safe and
effective under section 201(p)(1), and is not a
new drug under section 201(p) shall con-
stitute a finding that the drug is safe and ef-
fective that may be relied upon for purposes
of an application under section 505(b)(2), so
that the applicant shall be required to sub-
mit for purposes of such application only in-
formation needed to support any modifica-
tion of the drug that is not covered by such
determination under this section.

“(g) PUBLIC AVAILABILITY OF ADMINISTRA-
TIVE ORDERS.—The Secretary shall establish,
maintain, update (as determined necessary
by the Secretary but no less frequently than
annually), and make publicly available, with
respect to orders issued under this section—
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‘(1) a repository of each final order and in-
terim final order in effect, including the
complete text of the order; and

‘“(2) a listing of all orders proposed and
under development under subsection (b)(2),
including—

““(A) a brief description of each such order;
and

‘““(B) the Secretary’s expectations, if re-
sources permit, for issuance of proposed or-
ders over a 3-year period.

“(h) DEVELOPMENT ADVICE TO SPONSORS OR
REQUESTORS.—The Secretary shall establish
procedures under which sponsors or reques-
tors may meet with appropriate officials of
the Food and Drug Administration to obtain
advice on the studies and other information
necessary to support submissions under this
section and other matters relevant to the
regulation of nonprescription drugs and the
development of new nonprescription drugs
under this section.

(1) PARTICIPATION OF MULTIPLE SPONSORS
OR REQUESTORS.—The Secretary shall estab-
lish procedures to facilitate efficient partici-
pation by multiple sponsors or requestors in
proceedings under this section, including
provision for joint meetings with multiple
sponsors or requestors or with organizations
nominated by sponsors or requestors to rep-
resent their interests in a proceeding.

““(j) ELECTRONIC FORMAT.—AIll submissions
under this section shall be in electronic for-
mat.

(k) EFFECT ON EXISTING REGULATIONS
GOVERNING NONPRESCRIPTION DRUGS.—

‘(1 REGULATIONS OF GENERAL APPLICA-
BILITY TO NONPRESCRIPTION DRUGS.—Except
as provided in this subsection, nothing in
this section supersedes regulations estab-
lishing general requirements for non-
prescription drugs, including regulations of
general applicability contained in parts 201,
250, and 330 of title 21, Code of Federal Regu-
lations, or any successor regulations. The
Secretary shall establish or modify such reg-
ulations by means of rulemaking in accord-
ance with section 553 of title 5, United States
Code.

‘(2) REGULATIONS ESTABLISHING REQUIRE-
MENTS FOR SPECIFIC  NONPRESCRIPTION
DRUGS.—

‘““(A) The provisions of section 310.545 of
title 21, Code of Federal Regulations, as in
effect on the day before the date of the en-
actment of this section, shall be deemed to
be a final order under subsection (b).

‘“(B) Regulations in effect on the day be-
fore the date of the enactment of this sec-
tion, establishing requirements for specific
nonprescription drugs marketed pursuant to
this section (including such requirements in
parts 201 and 250 of title 21, Code of Federal
Regulations), shall be deemed to be final or-
ders under subsection (b), only as they apply
to drugs—

‘(i) subject to paragraph (1), (2), (3), or (4)
of subsection (a); or

‘‘(ii) otherwise subject to an order under
this section.

“(3) WITHDRAWAL OF REGULATIONS.—The
Secretary shall withdraw regulations estab-
lishing final monographs and the procedures
governing the over-the-counter drug review
under part 330 and other relevant parts of
title 21, Code of Federal Regulations (as in
effect on the day before the date of the en-
actment of this section), or make technical
changes to such regulations to ensure con-
formity with appropriate terminology and
cross references. Notwithstanding sub-
chapter II of chapter 5 of title 5, United
States Code, any such withdrawal or tech-
nical changes shall be made without public
notice and comment and shall be effective
upon publication through notice in the Fed-
eral Register (or upon such date as specified
in such notice).
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‘(1) GUIDANCE.—The Secretary shall issue
guidance that specifies—

‘(1) the procedures and principles for for-
mal meetings between the Secretary and
sponsors or requestors for drugs subject to
this section;

‘(2) the format and content of data sub-
missions to the Secretary under this section;

‘“(3) the format of electronic submissions
to the Secretary under this section;

‘‘(4) consolidated proceedings for appeal
and the procedures for such proceedings
where appropriate; and

¢“(5) for minor changes in drugs, rec-
ommendations on how to comply with the
requirements in orders issued under sub-
section (c¢)(3).

“(m) RULE OF CONSTRUCTION.—

‘(1) IN GENERAL.—This section shall not af-
fect the treatment or status of a non-
prescription drug—

““(A) that is marketed without an applica-
tion approved under section 505 as of the
date of the enactment of this section;

‘(B) that is not subject to an order issued
under this section; and

“(C) to which paragraphs (1), (2), (3), (4), or
(5) of subsection (a) do not apply.

¢(2) TREATMENT OF PRODUCTS PREVIOUSLY
FOUND TO BE SUBJECT TO TIME AND EXTENT RE-
QUIREMENTS.—

““(A) Notwithstanding subsection (a), a
drug described in subparagraph (B) may only
be lawfully marketed, without an applica-
tion approved under section 505, pursuant to
an order issued under this section.

‘“(B) A drug described in this subparagraph
is a drug which, prior to the date of the en-
actment of this section, the Secretary deter-
mined in a proposed or final rule to be ineli-
gible for review under the OTC drug review
(as such phrase ‘OTC drug review’ was used
in section 330.14 of title 21, Code of Federal
Regulations, as in effect on the day before
the date of the enactment of this section).

*“(3) PRESERVATION OF AUTHORITY.—

‘“(A) Nothing in paragraph (1) shall be con-
strued to preclude or limit the applicability
of any provision of this Act other than this
section.

‘(B) Nothing in subsection (a) shall be con-
strued to prohibit the Secretary from issuing
an order under this section finding a drug to
be not generally recognized as safe and effec-
tive under section 201(p)(1), as the Secretary
determines appropriate.

“(n) INVESTIGATIONAL NEW DRUGS.—A drug
is not subject to this section if an exemption
for investigational use under section 505(i) is
in effect for such drug.

‘“(0) INAPPLICABILITY OF PAPERWORK RE-
DUCTION AcT.—Chapter 35 of title 44, United
States Code, shall not apply to collections of
information made under this section.

“(p) INAPPLICABILITY OF NOTICE AND COM-
MENT RULEMAKING AND OTHER REQUIRE-
MENTS.—The requirements of subsection (b)
shall apply with respect to orders issued
under this section instead of the require-
ments of subchapter II of chapter 5 of title 5,
United States Code.

‘‘(q) DEFINITIONS.—In this section:

‘(1) The term ‘nonprescription drug’ refers
to a drug not subject to the requirements of
section 503(b)(1).

‘“(2) The term ‘sponsor’ refers to any per-
son marketing, manufacturing, or processing
a drug that—

““(A) is listed pursuant to section 510(j);
and

‘(B) is or will be subject to an administra-
tive order under this section of the Food and
Drug Administration.

“‘(3) The term ‘requestor’ refers to any per-
son or group of persons marketing, manufac-
turing, processing, or developing a drug.”’.

(b) GAO STUDY.—Not later than 4 years
after the date of enactment of this Act, the
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Comptroller General of the United States
shall submit a study to the Committee on
Energy and Commerce of the House of Rep-
resentatives and the Committee on Health,
Education, Labor, and Pensions of the Sen-
ate addressing the effectiveness and overall
impact of exclusivity under section 505G of
the Federal Food, Drug, and Cosmetic Act,
as added by subsection (a), and section 586C
of such Act (21 U.S.C. 360fff-3), including the
impact of such exclusivity on consumer ac-
cess. Such study shall include—

(1) an analysis of the impact of exclusivity
under such section 505G for nonprescription
drug products, including—

(A) the number of nonprescription drug
products that were granted exclusivity and
the indication for which the nonprescription
drug products were determined to be gen-
erally recognized as safe and effective;

(B) whether the exclusivity for such drug
products was granted for—

(i) a new active ingredient (including any
ester or salt of the active ingredient); or

(ii) changes in the conditions of use of a
drug, for which new human data studies con-
ducted or sponsored by the requestor were
essential;

(C) whether, and to what extent, the exclu-
sivity impacted the requestor’s or sponsor’s
decision to develop the drug product;

(D) an analysis of the implementation of
the exclusivity provision in such section
505G, including—

(i) the resources used by the Food and Drug
Administration;

(ii) the impact of such provision on innova-
tion, as well as research and development in
the nonprescription drug market;

(iii) the impact of such provision on com-
petition in the nonprescription drug market;

(iv) the impact of such provision on con-
sumer access to nonprescription drug prod-
ucts;

(v) the impact of such provision on the
prices of nonprescription drug products; and

(vi) whether the administrative orders ini-
tiated by requestors under such section 505G
have been sufficient to encourage the devel-
opment of nonprescription drug products
that would likely not be otherwise devel-
oped, or developed in as timely a manner;
and

(E) whether the administrative orders ini-
tiated by requestors under such section 505G
have been sufficient incentive to encourage
innovation in the nonprescription drug mar-
ket; and

(2) an analysis of the impact of exclusivity
under such section 586C for sunscreen ingre-
dients, including—

(A) the number of sunscreen ingredients
that were granted exclusivity and the spe-
cific ingredient that was determined to be
generally recognized as safe and effective;

(B) whether, and to what extent, the exclu-
sivity impacted the requestor’s or sponsor’s
decision to develop the sunscreen ingredient;

(C) whether, and to what extent, the sun-
screen ingredient granted exclusivity had
previously been available outside of the
United States;

(D) an analysis of the implementation of
the exclusivity provision in such section
586C, including—

(i) the resources used by the Food and Drug
Administration;

(ii) the impact of such provision on innova-
tion, as well as research and development in
the sunscreen market;

(iii) the impact of such provision on com-
petition in the sunscreen market;

(iv) the impact of such provision on con-
sumer access to sunscreen products;

(v) the impact of such provision on the
prices of sunscreen products; and

(vi) whether the administrative orders ini-
tiated by requestors under such section 505G
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have been utilized by sunscreen ingredient
sponsors and whether such process has been
sufficient to encourage the development of
sunscreen ingredients that would likely not
be otherwise developed, or developed in as
timely a manner; and

(E) whether the administrative orders ini-
tiated by requestors under such section 586C
have been sufficient incentive to encourage
innovation in the sunscreen market.

(¢c) CONFORMING AMENDMENT.—Section
751(d)(1) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 379r(d)(1)) is amended—

(1) in the matter preceding subparagraph
(A)—

(A) by striking ‘‘final regulation promul-
gated’” and inserting ‘‘final order under sec-
tion 505G”’; and

(B) by striking ‘‘and not misbranded’’; and

(2) in subparagraph (A), by striking ‘‘regu-
lation in effect’” and inserting ‘‘regulation or
order in effect’.

SEC. 1002. MISBRANDING.

Section 502 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 352) is amended by
adding at the end the following:

‘‘(ee) If it is a nonprescription drug that is
subject to section 505G, is not the subject of
an application approved under section 505,
and does not comply with the requirements
under section 505G.

“(ff) If it is a drug and it was manufac-
tured, prepared, propagated, compounded, or
processed in a facility for which fees have
not been paid as required by section 744M.”".
SEC. 1003. DRUGS EXCLUDED FROM THE OVER-

THE-COUNTER DRUG REVIEW.

(a) IN GENERAL.—Nothing in this Act (or
the amendments made by this Act) shall
apply to any nonprescription drug (as de-
fined in section 505G(q) of the Federal Food,
Drug, and Cosmetic Act, as added by section
1001 of this Act) which was excluded by the
Food and Drug Administration from the
Over-the-Counter Drug Review in accordance
with the paragraph numbered 25 on page 9466
of volume 37 of the Federal Register, pub-
lished on May 11, 1972.

(b) RULE OF CONSTRUCTION.—Nothing in
this section shall be construed to preclude or
limit the applicability of any other provision
of the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301 et seq.).

SEC. 1004. TREATMENT OF SUNSCREEN INNOVA-
TION ACT.

(a) REVIEW OF NONPRESCRIPTION SUNSCREEN
ACTIVE INGREDIENTS.—

(1) APPLICABILITY OF SECTION 505G FOR PEND-
ING SUBMISSIONS.—

(A) IN GENERAL.—A sponsor of a non-
prescription sunscreen active ingredient or
combination of nonprescription sunscreen
active ingredients that, as of the date of en-
actment of this Act, is subject to a proposed
sunscreen order under section 586C of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360fff-3) may elect, by means of giving
written notification to the Secretary of
Health and Human Services within 180 cal-
endar days of the enactment of this Act, to
transition into the review of such ingredient
or combination of ingredients pursuant to
the process set out in section 505G of the
Federal Food, Drug, and Cosmetic Act, as
added by section 1001 of this Act.

(B) ELECTION EXERCISED.—Upon receipt by
the Secretary of Health and Human Services
of a timely notification under subparagraph
(A)—

(i) the proposed sunscreen order involved is
deemed to be a request for an order under
subsection (b) of section 505G of the Federal
Food, Drug, and Cosmetic Act, as added by
section 1001 of this Act; and

(ii) such order is deemed to have been ac-
cepted for filing under subsection (b)(6)(A)()
of such section 505G.
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(C) ELECTION NOT EXERCISED.—If a notifica-
tion under subparagraph (A) is not received
by the Secretary of Health and Human Serv-
ices within 180 calendar days of the date of
enactment of this Act, the review of the pro-
posed sunscreen order described in subpara-
graph (A)—

(i) shall continue under section 586C of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 360fff-3); and

(ii) shall not be eligible for review under
section 506G, added by section 1001 of this
Act.

(2) DEFINITIONS.—In this subsection, the
terms ‘‘sponsor’’, ‘‘nonprescription’, ‘sun-
screen active ingredient’”, and ‘‘proposed
sunscreen order’ have the meanings given to
those terms in section 586 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
360£ff).

(b) AMENDMENTS TO SUNSCREEN PROVI-
SIONS.—

(1) FINAL SUNSCREEN ORDERS.—Paragraph
(3) of section 586C(e) of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 360fff-3(e))
is amended to read as follows:

“(3) RELATIONSHIP TO ORDERS UNDER SEC-
TION 505G.—A final sunscreen order shall be
deemed to be a final order under section
506G.”".

(2) MEETINGS.—Paragraph (7) of section
586C(b) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 360fff-3(b)) is amended—

(A) by striking ‘A sponsor may request’’
and inserting the following:

“‘(A) IN GENERAL.—A sponsor may request’’;
and

(B) by adding at the end the following:

‘(B) CONFIDENTIAL MEETINGS.—A sponsor
may request one or more confidential meet-
ings with respect to a proposed sunscreen
order, including a letter deemed to be a pro-
posed sunscreen order under paragraph (3), to
discuss matters relating to data require-
ments to support a general recognition of
safety and effectiveness involving confiden-
tial information and public information re-
lated to such proposed sunscreen order, as
appropriate. The Secretary shall convene a
confidential meeting with such sponsor in a
reasonable time period. If a sponsor requests
more than one confidential meeting for the
same proposed sunscreen order, the Sec-
retary may refuse to grant an additional
confidential meeting request if the Secretary
determines that such additional confidential
meeting is not reasonably necessary for the
sponsor to advance its proposed sunscreen
order, or if the request for a confidential
meeting fails to include sufficient informa-
tion upon which to base a substantive discus-
sion. The Secretary shall publish a post-
meeting summary of each confidential meet-
ing under this subparagraph that does not
disclose confidential commercial informa-
tion or trade secrets. This subparagraph does
not authorize the disclosure of confidential
commercial information or trade secrets
subject to 552(b)(4) of title 5, United States
Code, or section 1905 of title 18, United
States Code.”.

(3) EXCLUSIVITY.—Section 586C of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
360fff-3) is amended by adding at the end the
following:

“(f) EXCLUSIVITY.—

‘(1) IN GENERAL.—A final sunscreen order
shall have the effect of authorizing solely
the order requestor (or the licensees, assign-
ees, or successors in interest of such re-
questor with respect to the subject of such
request and listed under paragraph (5)) for a
period of 18 months, to market a sunscreen
ingredient under this section incorporating
changes described in paragraph (2) subject to
the limitations under paragraph (4), begin-
ning on the date the requestor (or any licens-
ees, assignees, or successors in interest of
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such requestor with respect to the subject of
such request and listed under paragraph (5))
may lawfully market such sunscreen ingre-
dient pursuant to the order.

‘“(2) CHANGES DESCRIBED.—A change de-
scribed in this paragraph is a change subject
to an order specified in paragraph (1) that
permits a sunscreen to contain an active
sunscreen ingredient not previously incor-
porated in a marketed sunscreen listed in
paragraph (3).

“(3) MARKETED SUNSCREEN.—The marketed
sunscreen ingredients described in this para-
graph are sunscreen ingredients—

‘“(A) marketed in accordance with a final
monograph for sunscreen drug products set
forth at part 352 of title 21, Code of Federal
Regulations (as published at 64 Fed. Reg.
27687); or

‘(B) marketed in accordance with a final
order issued under this section.

‘(4) LIMITATIONS ON EXCLUSIVITY.—Only
one 18-month period may be granted per in-
gredient under paragraph (1).

“(5) LISTING OF LICENSEES, ASSIGNEES, OR
SUCCESSORS IN INTEREST.—Requestors shall
submit to the Secretary at the time when a
drug subject to such request is introduced or
delivered for introduction into interstate
commerce, a list of licensees, assignees, or
successors in interest under paragraph (1).”.

(4) SUNSET PROVISION.—Subchapter I of
chapter V of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 360fff et seq.) is
amended by adding at the end the following:
“SEC. 586H. SUNSET.

‘““This subchapter shall cease to be effec-
tive at the end of fiscal year 2022.”.

(6) TREATMENT OF FINAL SUNSCREEN
ORDER.—The Federal Food, Drug, and Cos-
metic Act is amended by striking section
586E of such Act (21 U.S.C. 360fff-5).

(¢c) TREATMENT OF AUTHORITY REGARDING
FINALIZATION OF SUNSCREEN MONOGRAPH.—

(1) IN GENERAL.—

(A) REVISION OF FINAL SUNSCREEN ORDER.—
Not later than November 26, 2019, the Sec-
retary of Health and Human Services (re-
ferred to in this subsection as the ‘‘Sec-
retary’’) shall amend and revise the final ad-
ministrative order concerning nonprescrip-
tion sunscreen (referred to in this subsection
as the ‘‘sunscreen order’’) for which the con-
tent, prior to the date of enactment of this
Act, was represented by the final monograph
for sunscreen drug products set forth in part
352 of title 21, Code of Federal Regulations
(as in effect on May 21, 1999).

(B) ISSUANCE OF REVISED SUNSCREEN ORDER;
EFFECTIVE DATE.—A revised sunscreen order
described in subparagraph (A) shall be—

(i) issued in accordance with the proce-
dures described in section 505G(c)(2) of the
Federal Food, Drug, and Cosmetic Act;

(ii) issued in proposed form not later than
May 28, 2019;

(iii) effective not later than November 26,
2020; and

(iv) issued by the Secretary at least 1 year
prior to the effective date of the revised
order.

(2) REPORTS.—If a revised sunscreen order
issued under paragraph (1) does not include
provisions related to the effectiveness of var-
ious sun protection factor levels, and does
not address all dosage forms known to the
Secretary to be used in sunscreens marketed
in the United States without a new drug ap-
plication approved under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355), the Secretary shall submit a re-
port to the Committee on Energy and Com-
merce of the House of Representatives and
the Committee on Health, Education, Labor,
and Pensions of the Senate on the rationale
for omission of such provisions from such
order, and a plan and timeline to compile
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any information necessary to address such
provisions through such order.

(d) TREATMENT OF NON-SUNSCREEN TIME
AND EXTENT APPLICATIONS.—

(1) IN GENERAL.—Any application described
in section 586F of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 360fff-6) that was
submitted to the Secretary pursuant to sec-
tion 330.14 of title 21, Code of Federal Regula-
tions, as such provisions were in effect im-
mediately prior to the date of enactment
date of this Act, shall be extinguished as of
such date of enactment, subject to paragraph
(2).

(2) ORDER REQUEST.—Nothing in paragraph
(1) precludes the submission of an order re-
quest under section 505G(b) of the Federal
Food, Drug, and Cosmetic Act, as added by
section 1001 of this Act, with respect to a
drug that was the subject of an application
extinguished under paragraph (1).

SEC. 1005. ANNUAL UPDATE TO CONGRESS ON
APPROPRIATE PEDIATRIC INDICA-
TION FOR CERTAIN OTC COUGH AND
COLD DRUGS.

(a) IN GENERAL.—Subject to subsection (c),
the Secretary of Health and Human Services
shall, beginning not later than 1 year after
the date of enactment of this Act, annually
submit to the Committee on Energy and
Commerce of the House of Representatives
and the Committee on Health, Education,
Labor, and Pensions of the Senate a letter
describing the progress of the Food and Drug
Administration—

(1) in evaluating the cough and cold mono-
graph described in subsection (b) with re-
spect to children under age 6; and

(2) as appropriate, revising such cough and
cold monograph to address such children
through the order process under section
505G (b) of the Federal Food, Drug, and Cos-
metic Act, as added by section 1001 of this
Act.

(b) CoOUGH AND CoOLD MONOGRAPH DE-
SCRIBED.—The cough and cold monograph de-
scribed in this subsection consists of the con-
ditions under which nonprescription drugs
containing antitussive, expectorant, nasal
decongestant, or antihistamine active ingre-
dients (or combinations thereof) are gen-
erally recognized as safe and effective, as
specified in part 341 of title 21, Code of Fed-
eral Regulations (as in effect immediately
prior to the date of enactment of this Act),
and included in an order deemed to be estab-
lished under section 505G(b) of the Federal
Food, Drug, and Cosmetic Act, as added by
section 1001 of this Act.

(c) DURATION OF AUTHORITY.—The require-
ment under subsection (a) shall terminate as
of the date of a letter submitted by the Sec-
retary of Health and Human Services pursu-
ant to such subsection in which the Sec-
retary indicates that the Food and Drug Ad-
ministration has completed its evaluation
and revised, in a final order, as applicable,
the cough and cold monograph as described
in subsection (a)(2).

SEC. 1006. TECHNICAL CORRECTIONS.

(a) IMPORTS AND EXPORTS.—Section
801(e)(4)(E)(iii) of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 381(e)(4)(E)(ii))
is amended by striking ‘‘subparagraph’ each
place such term appears and inserting ‘‘para-
graph”.

(b) FDA REAUTHORIZATION ACT OF 2017.—

(1) IN GENERAL.—Section 905(b)(4) of the
FDA Reauthorization Act of 2017 (Public
Lawl15-52) is amended by striking ‘‘Section

T44H(e)(2)(B)”’ and inserting ‘““‘Section
T44H(H)(2)(B)".
(2) EFFECTIVE DATE.—The amendment

made by paragraph (1) shall take effect as of
the enactment of the FDA Reauthorization
Act of 2017 (Public Law 115-52).
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TITLE II—USER FEES
SEC. 2001. SHORT TITLE; FINDING.

(a) SHORT TITLE.—This title may be cited
as the ‘‘Over-the-Counter Monograph User
Fee Act of 2018,

(b) FINDING.—The Congress finds that the
fees authorized by the amendments made in
this title will be dedicated to OTC mono-
graph drug activities, as set forth in the
goals identified for purposes of part 10 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act, in the letters from
the Secretary of Health and Human Services
to the Chairman of the Committee on
Health, Education, Labor, and Pensions of
the Senate and the Chairman of the Com-
mittee on Energy and Commerce of the
House of Representatives, as set forth in the
Congressional Record.

SEC. 2002. FEES RELATING TO OVER-THE-
COUNTER DRUGS.

Subchapter C of chapter VII of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 379f
et seq.) is amended by inserting after part 9
the following:

“PART 10—FEES RELATING TO OVER-THE-
COUNTER DRUGS
“SEC. 744L. DEFINITIONS.

“In this part:

‘(1) The term ‘affiliate’ means a business
entity that has a relationship with a second
business entity if, directly or indirectly—

‘““(A) one business entity controls, or has
the power to control, the other business enti-
ty: or

“(B) a third party controls, or has power to
control, both of the business entities.

‘(2) The term ‘contract manufacturing or-
ganization facility’ means an OTC mono-
graph drug facility where neither the owner
of such manufacturing facility nor any affil-
iate of such owner or facility sells the OTC
monograph drug produced at such facility di-
rectly to wholesalers, retailers, or consumers
in the United States.

‘(3) The term ‘costs of resources allocated
for OTC monograph drug activities’ means
the expenses in connection with OTC mono-
graph drug activities for—

‘““(A) officers and employees of the Food
and Drug Administration, contractors of the
Food and Drug Administration, advisory
committees, and costs related to such offi-
cers, employees, and committees and costs
related to contracts with such contractors;

‘(B) management of information, and the
acquisition, maintenance, and repair of com-
puter resources;

“(C) leasing, maintenance, renovation, and
repair of facilities and acquisition, mainte-
nance, and repair of fixtures, furniture, sci-
entific equipment, and other necessary ma-
terials and supplies; and

‘(D) collecting fees under section 744M and
accounting for resources allocated for OTC
monograph drug activities.

‘“(4) The term ‘FDA establishment identi-
fier’ is the unique number automatically
generated by Food and Drug Administra-
tion’s Field Accomplishments and Compli-
ance Tracking System (FACTS) (or any suc-
cessor system).

‘“(6) The term ‘OTC monograph drug’
means a nonprescription drug without an ap-
proved new drug application which is gov-
erned by the provisions of section 505G.

¢(6) The term ‘OTC monograph drug activi-
ties’ means activities of the Secretary asso-
ciated with OTC monograph drugs and in-
spection of facilities associated with such
products, including the following activities:

‘““(A) The activities necessary for review
and evaluation of OTC monographs and OTC
monograph order requests, including—

‘(i) orders proposing or finalizing applica-
ble conditions of use for OTC monograph
drugs;
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‘(ii) orders affecting status regarding gen-
eral recognition of safety and effectiveness
of an OTC monograph ingredient or combina-
tion of ingredients under specified conditions
of use;

‘(iii) all OTC monograph drug develop-
ment and review activities, including intra-
agency collaboration;

‘“(iv) regulation and policy development
activities related to OTC monograph drugs;

‘“(v) development of product standards for
products subject to review and evaluation;

“(vi) meetings referred to in section
505G (1);

‘“(vii) review of labeling prior to issuance
of orders related to OTC monograph drugs or
conditions of use; and

“‘(viii) regulatory science activities related
to OTC monograph drugs.

‘“(B) Inspections related to OTC monograph
drugs.

‘“(C) Monitoring of clinical and other re-
search conducted in connection with OTC
monograph drugs.

‘(D) Safety activities with respect to OTC
monograph drugs, including—

‘“(i) collecting, developing, and reviewing
safety information on OTC monograph drugs,
including adverse event reports;

‘(i) developing and using improved ad-
verse event data-collection systems, includ-
ing information technology systems; and

‘‘(iii) developing and using improved ana-
lytical tools to assess potential safety risks,
including access to external databases.

““(E) Other activities necessary for imple-
mentation of section 505G.

“(7) The term ‘OTC monograph order re-
quest’ means a request for an order sub-
mitted under section 505G (b)(5).

““(8) The term ‘Tier 1 OTC monograph order
request’ means any OTC monograph order re-
quest not determined to be a Tier 2 OTC
monograph order request.

‘“(9(A) The term ‘Tier 2 OTC monograph
order request’ means, subject to subpara-
graph (B), an OTC monograph order request
for—

‘(i) the reordering of existing information
in the drug facts label of an OTC monograph
drug;

‘“(ii) the addition of information to the
other information section of the drug facts
label of an OTC monograph drug, as limited
by section 201.66(c)(7) of title 21, Code of Fed-
eral Regulations (or any successor regula-
tions);

‘“(iii) modification to the directions for use
section of the drug facts label of an OTC
monograph drug, if such changes conform to
changes made pursuant to section
505G(c)(3)(A);

‘“(iv) the standardization of the concentra-
tion or dose of a specific finalized ingredient
within a particular finalized monograph;

‘“(v) a change to ingredient nomenclature
to align with nomenclature of a standards-
setting organization; or

‘“(vi) addition of an interchangeable term
in accordance with section 330.1 of title 21,
Code of Federal Regulations (or any suc-
cessor regulations).

‘(B) The Secretary may, based on program
implementation experience or other factors
found appropriate by the Secretary, charac-
terize any OTC monograph order request as a
Tier 2 OTC monograph order request (includ-
ing recharacterizing a request from Tier 1 to
Tier 2) and publish such determination in a
proposed order issued pursuant to section
505G

‘“(10)(A) The term ‘OTC monograph drug fa-
cility’ means a foreign or domestic business
or other entity that—

“1) is—

‘() under one management, either direct
or indirect; and
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‘(IT) at one geographic location or address
engaged in manufacturing or processing the
finished dosage form of an OTC monograph
drug;

¢“(ii) includes a finished dosage form manu-
facturer facility in a contractual relation-
ship with the sponsor of one or more OTC
monograph drugs to manufacture or process
such drugs; and

‘‘(iii) does not include a business or other
entity whose only manufacturing or proc-
essing activities are one or more of the fol-
lowing: production of clinical research sup-
plies, testing, or placement of outer pack-
aging on packages containing multiple prod-
ucts, for such purposes as creating
multipacks, when each monograph drug
product contained within the overpackaging
is already in a final packaged form prior to
placement in the outer overpackaging.

‘“B) For purposes of subparagraph
(A)({)(II), separate buildings or locations
within close proximity are considered to be
at one geographic location or address if the
activities conducted in such buildings or lo-
cations are—

‘(i) closely related to the same business
enterprise;

‘“(ii) under the supervision of the same
local management; and

‘“(iii) under a single FDA establishment
identifier and capable of being inspected by
the Food and Drug Administration during a
single inspection.

‘“(C) If a business or other entity would
meet criteria specified in subparagraph (A),
but for being under multiple management,
the business or other entity is deemed to
constitute multiple facilities, one per man-
agement entity, for purposes of this para-
graph.

‘“(11) The term ‘OTC monograph drug meet-
ing’ means any meeting regarding the con-
tent of a proposed OTC monograph order re-
quest.

‘(12) The term ‘person’ includes an affil-
iate of a person.

“(13) The terms ‘requestor’ and ‘sponsor’
have the meanings given such terms in sec-
tion 505G.

“SEC. 744M. AUTHORITY TO ASSESS AND USE OTC
MONOGRAPH FEES.

‘‘(a) TYPES OF FEES.—Beginning with fiscal
year 2019, the Secretary shall assess and col-
lect fees in accordance with this section as
follows:

(1) FACILITY FEE.—

‘“(A) IN GENERAL.—Each person that owns a
facility identified as an OTC monograph drug
facility on December 31 of the fiscal year or
at any time during the preceding 12-month
period shall be assessed an annual fee for
each such facility as determined under sub-
section (c).

*(B) EXCEPTIONS.—

‘(i) A fee shall not be assessed under sub-
paragraph (A) if the identified OTC mono-
graph drug facility—

“(I) has ceased all activities related to
OTC monograph drugs prior to January 31,
2019, for the first program year, and Decem-
ber 31 of the fiscal year for subsequent fiscal
years; and

‘“(ITI) has updated its registration to reflect
such change under the requirements for drug
establishment registration set forth in sec-
tion 510.

‘‘(ii) The amount of the fee for a contract
manufacturing organization facility shall be
equal to two-thirds of the amount of the fee
for an OTC monograph drug facility that is
not a contract manufacturing organization
facility.

“(C) AMOUNT.—The amount of fees estab-
lished under subparagraph (A) shall be estab-
lished under subsection (c).

‘(D) DUE DATE.—
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‘(i) FOR FIRST PROGRAM YEAR.—For fiscal
year 2019, the facility fees required under
subparagraph (A) shall be due 45 calendar
days after publication of the Federal Reg-
ister notice provided for under subsection
©)(DH(A).

‘‘(ii) SUBSEQUENT FISCAL YEARS.—For each
fiscal year after fiscal year 2019, the facility
fees required under subparagraph (A) shall be
due on the later of—

““(I) the first business day of June of such
year; or

“‘(IT) the first business day after the enact-
ment of an appropriations Act providing for
the collection and obligation of fees under
this section for such year.

¢(2) OTC MONOGRAPH ORDER REQUEST FEE.—

‘“(A) IN GENERAL.—Each person that sub-
mits an OTC monograph order request shall
be subject to a fee for an OTC monograph
order request. The amount of such fee shall
be—

‘(i) for a Tier 1 OTC monograph order re-
quest, $500,000, adjusted for inflation for the
fiscal year (as determined under subsection
(c)(1)(B)); and

‘‘(ii) for a Tier 2 OTC monograph order re-
quest, $100,000 adjusted for inflation for the
fiscal year (as determined under subsection
(©@)(B)).

‘“(B) DUE DATE.—The OTC monograph order
request fees required under subparagraph (A)
shall be due on the date of submission of the
OTC monograph order request.

‘(C) EXCEPTION FOR CERTAIN SAFETY
CHANGES.—A person who is named as the re-
questor in an OTC monograph order shall not
be subject to a fee under subparagraph (A) if
the Secretary finds that the OTC monograph
order request seeks to change the drug facts
labeling of an OTC monograph drug in a way
that would add to or strengthen—

‘(i) a contraindication, warning, or pre-
caution;

‘(ii) a statement about risk associated
with misuse or abuse; or

‘“(iii) an instruction about dosage and ad-
ministration that is intended to increase the
safe use of the OTC monograph drug.

‘(D) REFUND OF FEE IF ORDER REQUEST IS
RECATEGORIZED AS A TIER 2 OTC MONOGRAPH
ORDER REQUEST.—If the Secretary determines
that an OTC monograph request initially
characterized as Tier 1 shall be re-character-
ized as a Tier 2 OTC monograph order re-
quest, and the requestor has paid a Tier 1 fee
in accordance with subparagraph (A)(i), the
Secretary shall refund the requestor the dif-
ference between the Tier 1 and Tier 2 fees de-
termined under subparagraphs (A)(i) and
(A)(ii), respectively.

‘“(E) REFUND OF FEE IF ORDER REQUEST RE-
FUSED FOR FILING OR WITHDRAWN BEFORE FIL-
ING.—The Secretary shall refund 75 percent
of the fee paid under subparagraph (B) for
any order request which is refused for filing
or was withdrawn before being accepted or
refused for filing.

“(F) FEES FOR ORDER REQUESTS PREVIOUSLY
REFUSED FOR FILING OR WITHDRAWN BEFORE
FILING.—An OTC monograph order request
that was submitted but was refused for fil-
ing, or was withdrawn before being accepted
or refused for filing, shall be subject to the
full fee under subparagraph (A) upon being
resubmitted or filed over protest.

‘(G) REFUND OF FEE IF ORDER REQUEST
WITHDRAWN.—If an order request is with-
drawn after the order request was filed, the
Secretary may refund the fee or a portion of
the fee if no substantial work was performed
on the order request after the application
was filed. The Secretary shall have the sole
discretion to refund a fee or a portion of the
fee under this subparagraph. A determina-
tion by the Secretary concerning a refund
under this subparagraph shall not be review-
able.

CONGRESSIONAL RECORD —HOUSE

““(3) REFUNDS.—

‘“(A) IN GENERAL.—Other than refunds pro-
vided pursuant to any of subparagraphs (D)
through (G) of paragraph (2), the Secretary
shall not refund any fee paid under para-
graph (1) except as provided in subparagraph
(B).

“(B) DISPUTES CONCERNING FEES.—To qual-
ify for the return of a fee claimed to have
been paid in error under paragraph (1) or (2),
a person shall submit to the Secretary a
written request justifying such return within
180 calendar days after such fee was paid.

““(4) NOoTICE.—Within the timeframe speci-
fied in subsection (c), the Secretary shall
publish in the Federal Register the amount
of the fees under paragraph (1) for such fiscal
year.

“(b) FEE REVENUE AMOUNTS.—

(1) FISCAL YEAR 2019.—For fiscal year 2019,
fees under subsection (a)(1) shall be estab-
lished to generate a total facility fee revenue
amount equal to the sum of—

““(A) the annual base revenue for fiscal
year 2019 (as determined under paragraph
3);

“(B) the dollar amount equal to the oper-
ating reserve adjustment for the fiscal year,
if applicable (as determined under subsection
(¢)(2)); and

““(C) additional direct cost adjustments (as
determined under subsection (¢)(3)).

‘(2) SUBSEQUENT FISCAL YEARS.—For each
of the fiscal years 2020 through 2023, fees
under subsection (a)(1) shall be established
to generate a total facility fee revenue
amount equal to the sum of—

““(A) the annual base revenue for the fiscal
year (as determined under paragraph (3));

“(B) the dollar amount equal to the infla-
tion adjustment for the fiscal year (as deter-
mined under subsection (¢)(1));

“(C) the dollar amount equal to the oper-
ating reserve adjustment for the fiscal year,
if applicable (as determined under subsection
(©)(2));

‘(D) additional direct cost adjustments (as
determined under subsection (c)(3)); and

‘‘(E) additional dollar amounts for each fis-
cal year as follows:

‘(1) $7,000,000 for fiscal year 2020.

€“(ii) $6,000,000 for fiscal year 2021.

€‘(iii) $7,000,000 for fiscal year 2022.

““(iv) $3,000,000 for fiscal year 2023.

‘“(3) ANNUAL BASE REVENUE.—For purposes
of paragraphs (1)(A) and (2)(A), the dollar
amount of the annual base revenue for a fis-
cal year shall be—

‘“(A) for fiscal year 2019, $8,000,000; and

‘(B) for fiscal years 2020 through 2023, the
dollar amount of the total revenue amount
established under this subsection for the pre-
vious fiscal year, not including any adjust-
ments made under subsection (¢)(2) or (¢)(3).

““(c) ADJUSTMENTS; ANNUAL FEE SETTING.—

‘(1) INFLATION ADJUSTMENT.—

‘“(A) IN GENERAL.—For purposes of sub-
section (b)(2)(B), the dollar amount of the in-
flation adjustment to the annual base rev-
enue for fiscal year 2020 and each subsequent
fiscal year shall be equal to the product of—

‘‘(1) such annual base revenue for the fiscal
year under subsection (b)(2); and

‘(i) the inflation adjustment percentage
under subparagraph (C).

“(B) OTC MONOGRAPH ORDER REQUEST
FEES.—For purposes of subsection (a)(2), the
dollar amount of the inflation adjustment to
the fee for OTC monograph order requests for
fiscal year 2020 and each subsequent fiscal
yvear shall be equal to the product of—

‘“(i) the applicable fee under subsection
(a)(2) for the preceding fiscal year; and

‘“(ii) the inflation adjustment percentage
under subparagraph (C).

¢“(C) INFLATION ADJUSTMENT PERCENTAGE.—
The inflation adjustment percentage under
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this subparagraph for a fiscal year is equal
to—

‘(i) for each of fiscal years 2020 and 2021,
the average annual percent change that oc-
curred in the Consumer Price Index for
urban consumers (Washington-Baltimore,
DC-MD-VA-WV; Not Seasonally Adjusted;
All items; Annual Index) for the first 3 years
of the preceding 4 years of available data;
and

‘‘(ii) for each of fiscal years 2022 and 2023,
the sum of—

“(I) the average annual percent change in
the cost, per full-time equivalent position of
the Food and Drug Administration, of all
personnel compensation and benefits paid
with respect to such positions for the first 3
years of the preceding 4 fiscal years, multi-
plied by the proportion of personnel com-
pensation and benefits costs to total costs of
OTC monograph drug activities for the first
3 years of the preceding 4 fiscal years; and

“(II) the average annual percent change
that occurred in the Consumer Price Index
for urban consumers (Washington-Baltimore,
DC-MD-VA-WV; Not Seasonally Adjusted;
All items; Annual Index) for the first 3 years
of the preceding 4 years of available data
multiplied by the proportion of all costs
other than personnel compensation and ben-
efits costs to total costs of OTC monograph
drug activities for the first 3 years of the
preceding 4 fiscal years.

‘‘(2) OPERATING RESERVE ADJUSTMENT.—

‘“‘(A) IN GENERAL.—For fiscal year 2019 and
subsequent fiscal years, for purposes of sub-
sections (b)(1)(B) and (b)(2)(C), the Secretary
may, in addition to adjustments under para-
graph (1), further increase the fee revenue
and fees if such an adjustment is necessary
to provide operating reserves of carryover
user fees for OTC monograph drug activities
for not more than the number of weeks spec-
ified in subparagraph (B).

‘(B) NUMBER OF WEEKS.—The number of
weeks specified in this subparagraph is—

‘(i) 3 weeks for fiscal year 2019;

‘“(ii) 7 weeks for fiscal year 2020;

‘“(iii) 10 weeks for fiscal year 2021;

‘(iv) 10 weeks for fiscal year 2022; and

“(v) 10 weeks for fiscal year 2023.

‘(C) DECREASE.—If the Secretary has car-
ryover balances for such process in excess of
10 weeks of the operating reserves referred to
in subparagraph (A), the Secretary shall de-
crease the fee revenue and fees referred to in
such subparagraph to provide for not more
than 10 weeks of such operating reserves.

‘(D) RATIONALE FOR ADJUSTMENT.—If an
adjustment under this paragraph is made,
the rationale for the amount of the increase
or decrease (as applicable) in fee revenue and
fees shall be contained in the annual Federal
Register notice under paragraph (4) estab-
lishing fee revenue and fees for the fiscal
year involved.

“(3) ADDITIONAL DIRECT COST ADJUST-
MENT.—The Secretary shall, in addition to
adjustments under paragraphs (1) and (2),
further increase the fee revenue and fees for
purposes of subsection (b)(2)(D) by an
amount equal to—

““(A) $14,000,000 for fiscal year 2019;

“(B) $7,000,000 for fiscal year 2020;

“(C) $4,000,000 for fiscal year 2021;

(D) $3,000,000 for fiscal year 2022; and

“(B) $3,000,000 for fiscal year 2023.

‘‘(4) ANNUAL FEE SETTING.—

“(A) FISCAL YEAR 2019.—The Secretary
shall, not later than the second Monday in
March of 2019—

‘(i) establish OTC monograph drug facility
fees for fiscal year 2019 under subsection (a),
based on the revenue amount for such year
under subsection (b) and the adjustments
provided under this subsection; and
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‘‘(ii) publish fee revenue, facility fees, and
OTC monograph order requests in the Fed-
eral Register.

‘(B) SUBSEQUENT FISCAL YEARS.—The Sec-
retary shall, not later than the second Mon-
day in March of each fiscal year that begins
after September 30, 2019—

‘(i) establish for each such fiscal year,
based on the revenue amounts under sub-
section (b) and the adjustments provided
under this subsection—

“(I) OTC monograph drug facility fees
under subsection (a)(1); and

‘“(II) OTC monograph order request fees
under subsection (a)(2); and

‘‘(ii) publish such fee revenue amounts, fa-
cility fees, and OTC monograph order re-
quest fees in the Federal Register.

‘(d) IDENTIFICATION OF FACILITIES.—Each
person that owns an OTC monograph drug fa-
cility shall submit to the Secretary the in-
formation required under this subsection
each year. Such information shall, for each
fiscal year—

‘(1) be submitted as part of the require-
ments for drug establishment registration
set forth in section 510; and

‘(2) include for each such facility, at a
minimum, identification of the facility’s
business operation as that of an OTC mono-
graph drug facility.

‘“(e) EFFECT OF FAILURE TO PAY FEES.—

‘(1) OTC MONOGRAPH DRUG FACILITY FEE.—

‘““(A) IN GENERAL.—Failure to pay the fee
under subsection (a)(1) within 20 calendar
days of the due date as specified in subpara-
graph (D) of such subsection shall result in
the following:

‘(i) The Secretary shall place the facility
on a publicly available arrears list.

‘“(ii) All OTC monograph drugs manufac-
tured in such a facility or containing an in-
gredient manufactured in such a facility
shall be deemed misbranded under section
502(ff).

‘“(B) APPLICATION OF PENALTIES.—The pen-
alties under this paragraph shall apply until
the fee established by subsection (a)(1) is
paid.

‘“(2) ORDER REQUESTS.—An OTC monograph
order request submitted by a person subject
to fees under subsection (a) shall be consid-
ered incomplete and shall not be accepted for
filing by the Secretary until all fees owed by
such person under this section have been
paid.

‘(3) MEETINGS.—A person subject to fees
under this section shall be considered ineli-
gible for OTC monograph drug meetings
until all such fees owed by such person have
been paid.

‘“(f) CREDITING AND AVAILABILITY OF
FEES.—

‘(1 IN GENERAL.—Fees authorized under
subsection (a) shall be collected and avail-
able for obligation only to the extent and in
the amount provided in advance in appro-
priations Acts. Such fees are authorized to
remain available until expended. Such sums
as may be necessary may be transferred from
the Food and Drug Administration salaries
and expenses appropriation account without
fiscal year limitation to such appropriation
account for salaries and expenses with such
fiscal year limitation. The sums transferred
shall be available solely for OTC monograph
drug activities.

“(2) COLLECTIONS
ACTS.—

‘“(A) IN GENERAL.—Subject to subparagraph
(C), the fees authorized by this section shall
be collected and available in each fiscal year
in an amount not to exceed the amount spec-
ified in appropriation Acts, or otherwise
made available for obligation, for such fiscal
year.

‘“(B) USE OF FEES AND LIMITATION.—The
fees authorized by this section shall be avail-
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able to defray increases in the costs of the
resources allocated for OTC monograph drug
activities (including increases in such costs
for an additional number of full-time equiva-
lent positions in the Department of Health
and Human Services to be engaged in such
activities), only if the Secretary allocates
for such purpose an amount for such fiscal
year (excluding amounts from fees collected
under this section) no less than $12,000,000,
multiplied by the adjustment factor applica-
ble to the fiscal year involved under sub-
section (c¢)(1).

‘“(C) COMPLIANCE.—The Secretary shall be
considered to have met the requirements of
subparagraph (B) in any fiscal year if the
costs funded by appropriations and allocated
for OTC monograph drug activities are not
more than 15 percent below the level speci-
fied in such subparagraph.

‘(D) PROVISION FOR EARLY PAYMENTS IN
SUBSEQUENT YEARS.—Payment of fees author-
ized under this section for a fiscal year (after
fiscal year 2019), prior to the due date for
such fees, may be accepted by the Secretary
in accordance with authority provided in ad-
vance in a prior year appropriations Act.

‘(3) AUTHORIZATION OF APPROPRIATIONS.—
For each of the fiscal years 2019 through 2023,
there is authorized to be appropriated for
fees under this section an amount equal to
the total amount of fees assessed for such
fiscal year under this section.

‘“(g) COLLECTION OF UNPAID FEES.—In any
case where the Secretary does not receive
payment of a fee assessed under subsection
(a) within 30 calendar days after it is due,
such fee shall be treated as a claim of the
United States Government subject to sub-
chapter II of chapter 37 of title 31, United
States Code.

““(h) CONSTRUCTION.—This section may not
be construed to require that the number of
full-time equivalent positions in the Depart-
ment of Health and Human Services, for offi-
cers, employers, and advisory committees
not engaged in OTC monograph drug activi-
ties, be reduced to offset the number of offi-
cers, employees, and advisory committees so

engaged.
“SEC. 744N. REAUTHORIZATION; REPORTING RE-
QUIREMENTS.
‘‘(a) PERFORMANCE REPORT.—Beginning

with fiscal year 2019, and not later than 120
calendar days after the end of each fiscal
year thereafter for which fees are collected
under this part, the Secretary shall prepare
and submit to the Committee on Energy and
Commerce of the House of Representatives
and the Committee on Health, Education,
Labor, and Pensions of the Senate a report
concerning the progress of the Food and
Drug Administration in achieving the goals
identified in the letters described in section
2001(b) of the Over-the-Counter Monograph
Safety, Innovation, and Reform Act of 2018
during such fiscal year and the future plans
of the Food and Drug Administration for
meeting such goals.

‘““(b) F1scAL REPORT.—Not later than 120
calendar days after the end of fiscal year 2019
and each subsequent fiscal year for which
fees are collected under this part, the Sec-
retary shall prepare and submit to the Com-
mittee on Energy and Commerce of the
House of Representatives and the Committee
on Health, Education, Labor, and Pensions of
the Senate a report on the implementation
of the authority for such fees during such fis-
cal year and the use, by the Food and Drug
Administration, of the fees collected for such
fiscal year.

“(c) PUBLIC AVAILABILITY.—The Secretary
shall make the reports required under sub-
sections (a) and (b) available to the public on
the internet website of the Food and Drug
Administration.

““(d) REAUTHORIZATION.—
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‘(1) CONSULTATION.—In developing rec-
ommendations to present to the Congress
with respect to the goals described in sub-
section (a), and plans for meeting the goals,
for OTC monograph drug activities for the
first 5 fiscal years after fiscal year 2023, and
for the reauthorization of this part for such
fiscal years, the Secretary shall consult
with—

‘““(A) the Committee on Energy and Com-
merce of the House of Representatives;

“(B) the Committee on Health, Education,
Labor, and Pensions of the Senate;

“(C) scientific and academic experts;

‘(D) health care professionals;

‘““(E) representatives of patient and con-
sumer advocacy groups; and

“(F) the regulated industry.

/(2) PUBLIC REVIEW OF RECOMMENDATIONS.—
After negotiations with the regulated indus-
try, the Secretary shall—

‘““(A) present the recommendations devel-
oped under paragraph (1) to the congres-
sional committees specified in such para-
graph;

‘“(B) publish such recommendations in the
Federal Register;

‘(C) provide for a period of 30 calendar
days for the public to provide written com-
ments on such recommendations;

‘(D) hold a meeting at which the public
may present its views on such recommenda-
tions; and

‘“(E) after consideration of such public
views and comments, revise such rec-
ommendations as necessary.

“(3) TRANSMITTAL OF RECOMMENDATIONS.—
Not later than January 15, 2023, the Sec-
retary shall transmit to the Congress the re-
vised recommendations under paragraph (2),
a summary of the views and comments re-
ceived under such paragraph, and any
changes made to the recommendations in re-
sponse to such views and comments.”’.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Texas (Mr. BURGESS) and the gentle-
woman from California (Ms. ESHO0O0)
each will control 20 minutes.

The Chair recognizes the gentleman
from Texas.

GENERAL LEAVE

Mr. BURGESS. Mr. Speaker, I ask
unanimous consent that all Members
have 5 legislative days in which to re-
vise and extend their remarks and in-
sert extraneous materials in the
RECORD on the bill.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Texas?

There was no objection.

Mr. BURGESS. Mr. Speaker, I yield
myself such time as I may consume.

H.R. 7328 includes both the Pandemic
and All-Hazards Preparedness Act and
the Over-the-Counter Monograph re-
form language. Both of these bills have
passed this House separately, and this
today in front of us includes bipar-
tisan, bicameral agreements on these
programs. Passage of this bill is crit-
ical to our national security; and on
this 100-year anniversary of the Span-
ish flu, I can think of no more appro-
priate piece of legislation to be consid-
ering.

I urge all Members to support the
bill, and I yield back the balance of my
time.

Ms. ESHOO. Mr. Speaker, I yield my-
self such time as I may consume.

Mr. Speaker, I rise in support of H.R.
7328. This is a good bill. I think it is an
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important one. It is the Over-the-
Counter Monograph Safety, Innova-
tion, and Reform Act of 2018. Kind of a
mouthful, but what it does is it
streamlines how over-the-counter
drugs are regulated. This will enable
the FDA, the Food and Drug Adminis-
tration, to act faster to address safety
issues associated with over-the-counter
drugs and bring innovative over-the-
counter drugs to market.

The legislation will also establish a
new user fee program to provide the
FDA with reliable and stable funding
to implement the reforms in this bill.
These user fees are already in place
with the pharmaceutical industry, with
others. It works very well, and it al-
lows hiring the necessary additional
staff to oversee the over-the-counter
market.

This updated legislation, very impor-
tantly, reflects that it is both bipar-
tisan and bicameral, and I urge the en-
tire House to support the bill.

I also want to point out that, rolled
into this bill, H.R. 7328, is what we call
PAHPA, the Pandemic and All-Hazards
Preparedness and Advancing Innova-
tion Act. I am very proud to have au-
thored this originally in a past Con-
gress. But also my partner in this Con-
gress has been Congresswoman SUSAN
BRrROOKS. I couldn’t ask for a finer part-
ner.

The legislation really reflects
months of negotiations and com-
promise reached by both the House and
the Senate, and the bill makes impor-
tant updates to, as I said, the over-the-
counter monograph program.

What we are considering in terms of
this particular bill is an update, and it
directs Federal agencies to respond to
new and emerging threats and
strengthens our Nation’s existing pre-
paredness and response programs. This
has a great deal to do with our na-
tional security, and that is why it is so
important.

The legislation not only reauthorizes
critical programs to allow our country
to be prepared to respond to naturally
occurring and manmade disasters—and
we know these threats are real—but it
also meets the challenges that we face
today and those that we anticipate fac-
ing in the future.

I am very glad that this legislation
was rolled into H.R. 7328, and I once
again want to salute the work that
Congresswoman SUSAN BROOKS did on
this particular bill that is part of H.R.
7328.

Mr. Speaker, I have two speakers on
my side, but I will reserve the balance
of my time.

The SPEAKER pro tempore. The gen-
tlewoman from California has the only
time remaining. The gentleman from
Texas has yielded back the balance of
his time.

Ms. ESHOO. Mr. Speaker, I yield 2
minutes to the gentlewoman from
Michigan (Mrs. DINGELL), my friend
and colleague.

Mrs. DINGELL. Mr. Speaker, I rise in
strong support of H.R. 7328, and I thank
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all of my colleagues for the very hard
work that has gone into this.

This important bill reauthorizes the
Pandemics and All-Hazards Prepared-
ness Act, and it also gives the FDA rev-
enue and authority to improve their
oversight of the over-the-counter
drugs.

Although the hour is late, I am very
glad we are sending this bill to the
Senate today, and I urge my colleagues
to quickly pass this bill before the
115th Congress expires. I know we all
want it to expire, but we can do some
good things before it does.

Today, 60 percent of all medicines
sold in the U.S. are over the counter;
yet the FDA has only 18 full-time em-
ployees overseeing that entire market.
That is not reflective of the way that
our healthcare systems run, and it is
putting patients at risk every single
day.

Our bill reforms the system for the
better by creating a new user fee pro-
gram to give the FDA resources it
needs to improve public health, and it
allows the agency to update OTC
monographs by administrative order
rather than the ineffective rulemaking
process we have been watching. This
will be a big win for patients, who will
benefit from the improved safety of
their products, as well as the industry,
as they will have a reliable pathway to
bring new, innovative products to mar-
ket. We haven’t seen a new sunscreen
on the market in more than a decade.

I want to thank all of my colleagues
on both sides of the aisle in the Energy
and Commerce Committee for all of the
time and the effort they put into this
legislation. I especially want to thank
Kim Trzeciak of the committee staff
for all of her hard work.

Let’s get this done before we g0 home
for the holidays. I urge my colleagues
to support H.R. 7328.

Ms. ESHOO. Mr. Speaker, I yield 2
minutes to the gentlewoman from Col-
orado (Ms. DEGETTE).

Ms. DEGETTE. Mr. Speaker, today
we have an opportunity, as well as the
wonderful items in this bill that Mrs.
DINGELL talked about, to make long
overdue reforms to the way that the
Food and Drug Administration reviews
over-the-counter medicines.

Nearly 7 in 10 parents report giving
their children an OTC medicine to help
treat a sudden medical symptom. Simi-
larly, 81 percent of adults use OTC
drugs as a first response to a minor ail-
ment.

Despite the widespread use of these
medicines, though, the FDA is forced
to use a cumbersome and archaic
monograph pathway for review and ap-
proval. This antiquated, 40-year review
system does not keep pace with recent
medical advances and the burgeoning
of the OTC market, which now has over
300,000 drugs. As a result, the current
monograph fails to respond to OTC
safety issues in a timely and effective
manner.

During the 2 years between 2004 and
2005, the CDC reported 1,500 cases of
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children under the age of 2 visiting
emergency rooms due to serious side
effects of over-the-counter drugs of
cough and cold products. Since this
finding, the FDA has been trying to re-
vise the cough and cold monograph to
warn parents about the risks that these
common drugs can cause. But the FDA
can’t do that because they are ham-
strung due to the burdensome process
it has to undergo to revise these mono-
graphs.

This bill, H.R. 7328, which I worked
on with my colleagues, Mr. LATTA,
Mrs. DINGELL, Mr. GREEN, Mr. BUR-
GESS, and Mr. GUTHRIE, is a rare triple
win because it helps regulators, con-
sumers, and industry:

It modernizes an outdated FDA proc-
ess;

It ensures consumers get access to
safe and effective over-the-counter
drugs;

It provides industry with the cer-
tainty to innovate and develop cutting-
edge OTC products; and

It gives the FDA the tools and re-
sources to remove dangerous and inef-
fective products from the market.

Let’s pass this bill right now, and
let’s urge the Senate to get something
done and pass this before the Congress
ends.

Ms. ESHOO. Mr. Speaker, I yield my-
self such time as I may consume.

I don’t have any other speakers, but
let me just close by saying I think
that, between the chairman of our sub-
committee and my two colleagues and
their remarks—and mine included—
that these are very good bills that are
going to accomplish good things for the
American people. So whether it is what
was rolled into H.R. 7328—PAHPA and
the underlying bill, the Over-the-
Counter Monograph Safety, Innova-
tion, and Reform Act—I feel very con-
fident that, with its passage, we will
have accomplished something that is
excellent for the American people.

Mr. Speaker, I yield back the balance
of my time.

Mr. LATTA. Mr. Speaker, | rise today in sup-
port of H.R. 7328, which includes the bill | au-
thored, H.R. 5333, the Over-the-Counter
Monograph Safety, Innovation, and Reform
Act.

With more than 240 million Americans using
OTC products every year, it is time to update
and complete the outdated regulatory frame-
work used for oversight of these medicines.

This bill will modernize the broken mono-
graph system, strengthen consumer protec-
tion, spur innovation, and increase consumer
choice.

Mrs. BROOKS of Indiana. Mr. Speaker, |
rise today to speak in support of my bill—the
Pandemic and All-Hazards Preparedness and
Advancing Innovation Act of 2018 or PAHPA.
I’'m proud to have introduced this important bill
with my good friend Representative ANNA
EsSHOO who was one of the original authors of
the 2006 PAHPA bill and lead author of the
last reauthorization in 2013.

This bipartisan public health and national
security effort will ensure our nation is better
prepared to respond to natural disasters like
hurricanes, emerging infectious diseases like
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Zika or Ebola, and chemical, biological, radio-
logical or nuclear attacks whether from ter-
rorist groups or from nation states.

The threats we face are not hypothetical.

Since August of this year, 315 people in the
Democratic Republic of Congo have died from
Ebola. The ongoing Ebola outbreak in the
Democratic Republic of Congo is now the sec-
ond largest outbreak in history. More than 530
cases have been reported with 18 new con-
firmed cases over the weekend.

Thanks to PAHPA and the 21st Century
Cures Act, we are more prepared for biologi-
cal threats and attacks. In July, the FDA ap-
proved the first drug to treat smallpox—
TPOXX. But, TPOXX is not the only recent
approval at the FDA. On July 10th, the FDA
approved an autoinjector which provides a
one-time dose of an antidote to block effects
of a nerve agent. This new antidote and
TPOXX will help protect Americans from bio-
logical attacks.

But, PAHPA is much more than just a bio-
defense bill. It also helps ensure a coordinated
health care response to hurricanes. During the
2017 hurricane season, Hurricanes Florence,
Harvey, Irma, Jose, and Maria killed hundreds
of Americans and showed us that we need to
do better to prioritize the needs of every per-
son in our communities. The PAHPA bill we
are considering today does that by prioritizing
our nation’s most vulnerable populations—our
children, senior citizens, and people with dis-
abilities. It reauthorizes the advisory com-
mittee focused on the specific needs of chil-
dren, and creates NEW advisory committees
to ensure the needs of the elderly and people
with disabilities are considered.

The bill provides liability protections for doc-
tors who volunteer after a medical disaster. In
addition to these Good Samaritan provisions,
the bill also ensures more health care profes-
sionals like nurses and doctors can be hired
and trained when facing a public health crisis
by strengthening the National Disaster Medical
System, which provides grants to our regional
health care network. It also ensures we have
a robust supply of vaccines, basic equipment
like gloves, hazmat suits, masks and more in
our Strategic National Stockpiles located all
across the country, so these professionals
have the equipment they need.

PAHPA ensures our preparedness and re-
sponse capabilities will include a robust pipe-
line of medical countermeasures by reauthor-
izing and increasing funding for the BioShield
Special Reserve Fund and BARDA—the Bio-
medical Advanced Research and Develop-
ment Authority. BARDA’s work over the last
decade has resulted in FDA approvals for
more than 42 different medical counter-
measures. The development of medical coun-
termeasures is a lengthy and often risky en-
deavor, which is why sending a clear signal
that BARDA remains a strong and committed
partner with academic institutions and the pri-
vate sector in these efforts is so important.

In September, we saw another example of
the success of research funded by BARDA
when the FDA approved ReCell—the first
spray on skin product ever approved for use
in the United States. This new treatment will
help treat burn victims so that they can heal
faster and with less risk of infection from pain-
ful skin grafts. By using a piece of a patient’s
skin about the size of a credit card, a doctor
can turn it into a single cell based solution that
can be sprayed over the patient’s burns so
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that new skin can grow and replace the dam-
aged and burnt skin.

While the investments BARDA is making
into innovative research and new treatments
are critical, it is also important that we con-
tinue to address threats that have been
around for years. It has been 100 years since
the 1918 pandemic influenza killed millions of
people around the globe including 675,000 in
the United States. Some experts predict that
we are due for another global pandemic influ-
enza. To address that threat, the bill we are
considering today authorizes $250 million for
the Assistant Secretary for Preparedness and
Response (the ASPR) to address threats like
pandemic influenza. Specifically, the bill di-
rects the ASPR to work to increase manufac-
turing capacity and stockpile medical counter-
measures. While the PAHPA bill we are con-
sidering today authorizes funding for research
into known threats like pandemic influenza it
also maintains the flexibility that is the founda-
tion of our medical countermeasure enterprise
to deal with unknown threats for which we
may have no defense today.

The PAHPA reauthorization bill we are con-
sidering is the process of months of committee
work in both the House and Senate. | cannot
emphasize enough how critically important it is
to reauthorize PAHPA this year, and | encour-
age the Senate to quickly take up and pass
H.R. 7328.

| would urge all Members to support this
critical piece of legislation.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from Texas (Mr. BUR-
GESS) that the House suspend the rules
and pass the bill, H.R. 7328.

The question was taken.

The SPEAKER pro tempore. In the
opinion of the Chair, two-thirds being
in the affirmative, the ayes have it.

Mr. MASSIE. Mr. Speaker, on that I
demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this motion will be post-
poned.

———
O 1200
ASHANTI ALERT ACT OF 2018

Mr. COLLINS of Georgia. Mr. Speak-
er, I move to suspend the rules and
concur in the Senate amendment to
the bill (H.R. 5075) to encourage, en-
hance, and integrate Ashanti Alert
plans throughout the United States,
and for other purposes.

The Clerk read the title of the bill.

The text of the Senate amendment is
as follows:

Senate amendment:

Strike all after the enacting clause and in-
sert the following:

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“Ashanti Alert
Act of 2018”°.

SEC. 2. ESTABLISHMENT OF ASHANTI
COMMUNICATIONS NETWORK.

Kristen’s Act (Public Law 106-468; 114 Stat.
2027) is amended—

(1) by inserting before section 2 (34 U.S.C.
40504) the following:

“TITLE I—GRANTS”;

(2) by redesignating sections 2 (34 U.S.C.
40504) and 3 (34 U.S.C. 40504 note) as sections
101 and 102, respectively;
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(3) in section 101(b), as so redesignated, by
striking ‘‘this Act’ and inserting ‘‘this title’’;

(4) in section 102, as so redesignated, by strik-
ing “‘this Act”’ and inserting ‘‘this title’’; and

(5) by adding at the end the following:

“TITLE II—ASHANTI ALERT
COMMUNICATIONS NETWORK
“SEC. 201. DEFINITIONS.

“In this title:

“(1) AMBER ALERT COMMUNICATIONS NET-
WORK.—The term ‘AMBER Alert communica-
tions network’ means the AMBER Alert commu-
nications network established under subtitle A
of title I1II of the PROTECT Act (34 U.S.C. 20501
et seq.).

“(2) ASHANTI ALERT.—The term ‘Ashanti
Alert’ means an alert issued through the
Ashanti Alert communications network, related
to a missing adult.

“(3) ASHANTI ALERT COMMUNICATIONS NET-
WORK.—The term ‘Ashanti Alert communica-
tions network’ means the national communica-
tions network established by the Attorney Gen-
eral under section 202(a).

““(4) ASHANTI ALERT COORDINATOR OF THE DE-
PARTMENT OF JUSTICE; COORDINATOR.—The term
‘Ashanti Alert Coordinator of the Department of
Justice’ or ‘Coordinator’ means the employee
designated by the Attorney General to act as the
national coordinator of the Ashanti Alert com-
munications network under section 203(a).

““(5) ASHANTI ALERT PLAN.—The term ‘Ashanti
Alert plan’ means a local element of the Ashanti
Alert communications network.

‘““(6) INDIAN TRIBE.—The term ‘Indian Tribe’
means a federally recogniced Indian Tribe or a
Native village, Regional Corporation, or Village
Corporation (as those terms are defined in sec-
tion 3 of the Alaska Native Claims Settlement
Act (43 U.S.C. 1602)).

““(7) MISSING ADULT.—The term ‘missing adult’
means an individual who—

““(A) is older than the age for which an alert
may be issued through the AMBER Alert com-
munications network in the State or territory of
an Indian Tribe in which the individual is iden-
tified as a missing individual;

‘““(B) is identified by a law enforcement agen-
cy as a missing individual; and

“(C) meets the requirements to be designated
as a missing adult, as determined by the State in
which, or the Indian Tribe in the territory of
which, the individual is identified as a missing
individual.

‘“(8) STATE.—The term ‘State’ means each of
the 50 States, the District of Columbia, the Com-
monwealth of Puerto Rico, the United States
Virgin Islands, Guam, American Samoa, and the
Commonwealth of the Northern Mariana Is-
lands.

“SEC. 202. ASHANTI ALERT COMMUNICATIONS
NETWORK.

‘““(a) IN GENERAL.—The Attorney General
shall, subject to the availability of appropria-
tions, establish a national communications net-
work within the Office of Justice Programs of
the Department of Justice to provide assistance
to regional and local search efforts for missing
adults through the initiation, facilitation, and
promotion of local elements of the network, in
coordination with States, Indian Tribes, units of
local government, law enforcement agencies,
and other concerned entities with expertise in
providing services to adults.

“(b) INTEGRATION WITH EXISTING COMMUNICA-
TIONS NETWORK.—In establishing the Ashanti
Alert communications network under subsection
(a), the Attorney General shall coordinate,
when advisable, with missing person alert sys-
tems in existence as of the date of enactment of
this title, such as the AMBER Alert communica-
tions network and Silver Alert communications
networks.

“SEC. 203. ASHANTI ALERT COORDINATOR.

“(a) NATIONAL COORDINATOR WITHIN DEPART-
MENT OF JUSTICE.—The Attorney General shall
designate an employee of the Office of Justice



H10394

Programs of the Department of Justice to act as
the national coordinator of the Ashanti Alert
communications network.

“(b) DUTIES OF THE COORDINATOR.—In acting
as the national coordinator of the Ashanti Alert
communications network, the Coordinator
shall—

‘(1) work with States and Indian Tribes to
encourage the development of additional
Ashanti Alert plans in the network;

““(2) establish voluntary guidelines for States
and Indian Tribes to use in developing Ashanti
Alert plans that will promote compatible and in-
tegrated Ashanti Alert plans throughout the
United States, including—

““(A) a list of the resources necessary to estab-
lish an Ashanti Alert plan;

‘““(B) criteria for evaluating whether a situa-
tion warrants issuing an Ashanti Alert, taking
into consideration the need for the use of
Ashanti Alerts to be limited in scope because the
effectiveness of the Ashanti Alert communica-
tions network may be affected by overuse, in-
cluding criteria to determine—

““(i) whether the mental capacity of an adult
who is missing, and the circumstances of his or
her disappearance, including any history of do-
mestic violence, sexual assault, child abuse, or
human trafficking, warrant the issuance of an
Ashanti Alert; and

“‘(ii) whether the individual who reports that
an adult is missing is an appropriate and cred-
ible source on which to base the issuance of an
Ashanti Alert;

“(C) a description of the appropriate uses of
the Ashanti Alert name to readily identify the
nature of search efforts for missing adults; and

‘““(D) recommendations on how to protect the
privacy, dignity, independence, autonomy, and
safety of any missing adult who may be the sub-
ject of an Ashanti Alert;

“(3) develop proposed protocols for efforts to
recover missing adults and to reduce the number
of adults who are reported missing, including
protocols for procedures that are needed from
the time of initial notification of a law enforce-
ment agency that the adult is missing through
the time of the return of the adult to family,
guardian, or domicile, as appropriate, includ-
ing—

“(A) public safety communications protocol;

‘““(B) case management protocol;

“(C) command center operations;

‘““(D) reunification protocol;

‘“(E) incident review, evaluation, debriefing,
and public information procedures; and

‘““(F) protocols for declining to issue an
Ashanti Alert;

““(4) work with States and Indian Tribes to
ensure appropriate regional coordination of var-
ious elements of the network;

‘“(5) establish an advisory group to assist
States, Indian Tribes, units of local government,
law enforcement agencies, and other entities in-
volved in the Ashanti Alert communications net-
work with initiating, facilitating, and promoting
Ashanti Alert plans, which shall include—

‘“(A) to the maximum extent practicable, rep-
resentation from the various geographic regions
of the United States; and

‘““(B) members who are—

‘(i) representatives of adult citizen advocacy
groups, law enforcement agencies, victim service
providers (as defined in section 40002(a) of the
Violence Against Women Act of 1994 (34 U.S.C.
12291(a)), and public safety communications;

‘““(i1))  broadcasters, first responders,
patchers, and radio station personnel; and

““(iii) representatives of any other individuals
or organizations that the Coordinator deter-
mines are mnecessary to the success of the
Ashanti Alert communications network; and

‘“(6) act as the nationwide point of contact
for—

‘““(A) the development of the network; and

‘““(B) regional coordination of alerts for miss-
ing adults through the network.

““(c) COORDINATION.—

dis-
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““(1) COORDINATION WITH OTHER AGENCIES.—
The Coordinator shall coordinate and consult
with the Secretary of Transportation, the Fed-
eral Communications Commission, the Assistant
Secretary for Aging of the Department of Health
and Human Services, and other appropriate of-
fices of the Department of Justice, including the
Office on Violence Against Women, in carrying
out activities under this title.

“(2) STATE, TRIBAL, AND LOCAL COORDINA-
TION.—The Coordinator shall consult with local
broadcasters and State, Tribal, and local law
enforcement agencies in establishing minimum
standards under section 204 and in carrying out
other activities under this title, as appropriate.

“(d) ANNUAL REPORTS.—

‘(1) IN GENERAL.—Not later than 1 year after
the date of enactment of this title, and annually
thereafter, the Coordinator shall submit to Con-
gress a report on—

““(A) the activities of the Coordinator; and

‘“(B) the effectiveness and status of the
Ashanti Alert plan of each State or Indian Tribe
that has established or is in the process of estab-
lishing such a plan.

““(2) CONTENTS.—Each report under para-
graph (1) shall include—

“(A) a list of each State or Indian Tribe that
has established an Ashanti Alert plan;

“(B) a list of each State or Indian Tribe that
is in the process of establishing an Ashanti Alert
plan;

“(C) for each State or Indian Tribe that has
established an Ashanti Alert plan, to the extent
the data is available—

‘(i) the number of Ashanti Alerts issued;

““(ii) the number of missing adults located suc-
cessfully;

“‘(iii) the average period of time between the
issuance of an Ashanti Alert and the location of
the missing adult for whom the Alert was issued;

“(iv) the State or Tribal agency or authority
issuing Ashanti Alerts, and the process by
which Ashanti Alerts are disseminated;

“(v) the cost of establishing and operating the
Ashanti Alert plan;

“‘(vi) the criteria used by the State or Indian
Tribe to determine whether to issue an Ashanti
Alert; and

“‘(vii) the extent to which missing adults for
whom Ashanti Alerts were issued crossed State
lines or territorial borders of an Indian Tribe;

“(D) actions States and Indian Tribes have
taken to protect the privacy and dignity of the
missing adults for whom Ashanti Alerts are
issued;

“(E) ways that States and Indian Tribes have
facilitated and improved communication about
missing adults between families, caregivers, law
enforcement officials, and other authorities; and

“(F) any other information the Coordinator
determines to be appropriate.

“SEC. 204. MINIMUM STANDARDS FOR ISSUANCE
AND DISSEMINATION OF ALERTS
THROUGH ASHANTI ALERT COMMU-
NICATIONS NETWORK.

“(a) ESTABLISHMENT OF MINIMUM STAND-
ARDS.—Subject to subsection (b), the Coordi-
nator shall establish minimum standards for—

‘(1) the issuance of alerts through the
Ashanti Alert communications network; and

““(2) the extent of the dissemination of alerts
issued through the Ashanti Alert communica-
tions network.

“(b) LIMITATIONS.—

“(1) DISSEMINATION OF INFORMATION.—The
minimum standards established under sub-
section (a) shall, to the maximum extent prac-
ticable (as determined by the Coordinator in
consultation with State, Tribal, and local law
enforcement agencies), provide for the dissemi-
nation of appropriate information relating to
the special needs of a missing adult (including
health care needs) to the appropriate law en-
forcement, public health, and other public offi-
cials.

““(2)  GEOGRAPHIC  AREAS.—The minimum
standards established wunder subsection (a)
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shall, to the maximum extent practicable (as de-
termined by the Coordinator in consultation
with State, Tribal, and local law enforcement
agencies), provide that the dissemination of an
alert through the Ashanti Alert communications
network shall be limited to the geographic areas
that the missing adult could reasonably reach,
considering—

““(A) the circumstances and physical and men-
tal condition of the missing adult;

‘““(B) the modes of transportation available to
the missing adult; and

“(C) the circumstances of the disappearance.

‘““(3) OTHER REQUIREMENTS.—The minimum
standards established under subsection (a) shall
require that, in order for an Ashanti Alert to be
issued for a missing adult, the missing adult—

“(A) suffers from a proven mental or physical
disability, as documented by a source deter-
mined credible by an appropriate law enforce-
ment agency, or

‘““(B) be missing under circumstances that in-
dicate, as determined by an appropriate law en-
forcement agency—

‘““(i) that the physical safety of the missing
adult may be endangered; or

‘““(ii) that the disappearance of the missing
adult may not have been voluntary, including
an abduction or kidnapping.

‘““(4) SAFETY, PRIVACY, AND CIVIL LIBERTIES
PROTECTIONS.—The minimum standards estab-
lished under subsection (a) shall—

‘“(A) ensure that alerts issued through the
Ashanti Alert communications network comply
with all applicable Federal, State, Tribal, and
local privacy laws and regulations;

‘“(B) include standards that specifically pro-
vide for the protection of the civil liberties and
sensitive medical information of missing adults;
and

‘“(C) include standards requiring, as appro-
priate, a review of relevant court records, prior
contacts with law enforcement, and other infor-
mation relevant to the missing adult or the indi-
vidual reporting, in order to provide protections
against domestic violence.

““(5) STATE, TRIBAL, AND LOCAL VOLUNTARY
COORDINATION.—In establishing minimum stand-
ards under subsection (a), the Coordinator may
not interfere with the system of voluntary co-
ordination between local broadcasters and
State, Tribal, and local law enforcement agen-
cies for purposes of regional and local search ef-
forts for missing adults that was in effect on the
day before the date of enactment of this title.
“SEC. 205. VOLUNTARY PARTICIPATION.

“The minimum standards established under
section 204(a), and any other guidelines and
programs established under section 203, shall be
adoptable on a voluntary basis only.

“SEC. 206. TRAINING AND EDUCATIONAL PRO-
GRAMS.

“The Coordinator shall make available to
States, Indian Tribes, units of local government,
law enforcement agencies, and other concerned
entities that are involved in initiating, facili-
tating, or promoting Ashanti Alert plans, in-
cluding broadcasters, first responders, dis-
patchers, public safety communications per-
sonnel, and radio station personnel—

‘“(1) training and educational programs re-
lated to the Ashanti Alert communications net-
work and the capabilities, limitations, and an-
ticipated behaviors of missing adults, which the
Coordinator shall update regularly to encourage
the use of new tools, technologies, and resources
in Ashanti Alert plans; and

“(2) informational materials, including bro-
chures, videos, posters, and websites to support
and supplement the training and educational
programs described in paragraph (1).

“SEC. 207. AUTHORIZATION OF APPROPRIATIONS.

“There is authorized to be appropriated to the
Attorney General $3,000,000 to carry out the
Ashanti Alert communications network as au-
thorized under this title for each of fiscal years
2019 through 2022.”.
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SEC. 3. EMERGENCY FEDERAL LAW ENFORCE-
MENT ASSISTANCE.

Section 609Y(a) of the Justice Assistance Act
of 1984 (34 U.S.C. 50112(a)) is amended by strik-
ing ‘‘September 30, 2021”° and inserting ‘‘Sep-
tember 30, 2022°°.

The SPEAKER pro tempore (Mr.
ROGERS of Kentucky). Pursuant to the
rule, the gentleman from Georgia (Mr.
CoLLINS) and the gentlewoman from
Texas (Ms. JACKSON LEE) each will con-
trol 20 minutes.

The Chair recognizes the gentleman
from Georgia.

GENERAL LEAVE

Mr. COLLINS of Georgia. Mr. Speak-
er, I ask unanimous consent that all
Members have 5 legislative days within
which to revise and extend their re-
marks and include extraneous mate-
rials on H.R. 5075, currently under con-
sideration.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Georgia?

There was no objection.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield myself such time as I may
consume.

Mr. Speaker, I strongly urge my col-
leagues to support H.R. 5075, the
Ashanti Alert Act of 2018.

This bill directs the Department of
Justice to establish a national commu-
nications network, the Ashanti Alert
Communications Network, to support
the regional and local search efforts for
missing adults. It fills the gap between
the AMBER Alert and the Silver Alert.

Mr. Speaker, I want to thank Con-
gressman ScCOTT TAYLOR for cham-
pioning this bill.

Mr. Speaker, I reserve the balance of
my time.

Ms. JACKSON LEE. Mr. Speaker, I
yield myself such time as I may con-
sume.

Mr. Speaker, this is H.R. 5075, the
Ashanti Alert Act of 2018. I rise to sup-
port the Senate amendment to H.R.
5075, the Ashanti Alert Act of 2018.

This bill seeks to establish a national
communications network to help lo-
cate missing adults by providing assist-
ance to State, Tribal, and local search
efforts. This bill would initiate, facili-
tate, and promote Ashanti Alert plans
in coordination with States, Indian
Tribes, units of local government, law
enforcement agencies, and other con-
cerned entities with expertise in pro-
viding services to adults.

I was pleased when we initially
passed this bill last September, and I
am even more pleased with the Senate
amendment, and so I rise to support
this legislation and indicate that as of
December 31, 2017, the National Crime
Information Center database included
records of 55,968 missing adults. In fact,
many adults go missing each year that
are not found until it is too late.

In particular, the young woman who
the bill is named after, Ashanti Billie,
was too old for the assistance of an
AMBER Alert on her behalf and too
young for a Silver Alert. Had these re-
sources been available when Ashanti
Billie was abducted, she may be here
today.
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Mr. Speaker, I enthusiastically sup-
port this legislation, and I yield back
the balance of my time.

Mr. COLLINS of Georgia. Mr. Speak-
er, I urge adoption of H.R. 5075, and I
yield back the balance of my time.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from Georgia (Mr. COL-
LINS) that the House suspend the rules
and concur in the Senate amendment
to the bill, H.R. 5075.

The question was taken.

The SPEAKER pro tempore. In the
opinion of the Chair, two-thirds being
in the affirmative, the ayes have it.

Mr. MASSIE. Mr. Speaker, on that I
demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this motion will be post-
poned.

CLEAN UP THE CODE ACT OF 2018

Mr. COLLINS of Georgia. Mr. Speak-
er, I move to suspend the rules and
pass the bill (H.R. 7093) to eliminate
unused sections of the United States
Code, and for other purposes.

The Clerk read the title of the bill.

The text of the bill is as follows:

H.R. 7093

Be it enacted by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the ‘“‘Clean Up the
Code Act of 2018"".

SEC. 2. REPEALS.

The following provisions of title 18, United
States Code, are repealed:

(1) Section 46 relating to transportation of
water hyacinths.

(2) Section 511A relating to unauthorized
application of theft prevention decal or de-
vice.

(3) Section 707 relating to 4-H club emblem
fraudulently used.

(4) Section 708 relating to Swiss Confed-
eration coat of arms.

(5) Section 711 relating to ‘‘Smokey Bear”
character or name.

(6) Section 7lla relating to ‘“Woodsy Owl”’
character, name, or slogan.

(7) Section 715 relating to
Eagle Insignia’’.

(8) Chapter 89—Professions and Occupa-
tions.

(9) Section 1921 relating to receiving Fed-
eral employees’ compensation after mar-
riage.

SEC. 3. CLERICAL AMENDMENTS.

(a) TABLE OF CHAPTERS FOR TITLE 18.—The
table of chapters for title 18, United States
Code, is amended by striking the item relat-
ing to chapter 89.

(b) TABLE OF SECTIONS FOR CHAPTER 3.—
The table of sections for chapter 3 of title 18,
United States Code, is amended by striking
the item relating to section 46.

(c) TABLE OF SECTIONS FOR CHAPTER 25.—
The table of sections for chapter 25 of title
18, United States Code, is amended by strik-
ing the item relating to section 511A.

(d) TABLE OF SECTIONS FOR CHAPTER 33.—
The table of sections for chapter 33 of title
18, United States Code, is amended—

(1) by striking the item relating to section
707;

(2) by striking the item relating to section
708;
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(3) by striking the item relating to section
711;

(4) by striking the item relating to section
T1la; and

(5) by striking the item relating to section
715.

(e) TABLE OF SECTIONS FOR CHAPTER 39.—
The table of sections for chapter 93 of title
18, United States Code, is amended by strik-
ing the item relating to section 1921.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Georgia (Mr. COLLINS) and the gentle-
woman from Texas (Ms. JACKSON LEE)
each will control 20 minutes.

The Chair recognizes the gentleman
from Georgia.

GENERAL LEAVE

Mr. COLLINS of Georgia. Mr. Speak-
er, I ask unanimous consent that all
Members have 5 legislative days within
which to revise and extend their re-
marks and include extraneous mate-
rials to H.R. 7093, currently under con-
sideration.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Georgia?

There was no objection.

Mr. COLLINS of Georgia. Mr. Speak-
er, I yield myself as much time as I
may consume.

Mr. Speaker, this bill is in part a re-
sponse to the work of the current com-
mittee’s Over-Criminalization Task
Force. The Judiciary Committee cre-
ated this task force to look at the
growing problems of over-criminaliza-
tion and over-Federalization of crimi-
nal law.

The bill before us adheres to these
principles by eliminating several sec-
tions of the Federal Criminal Code that
have either mnever been charged,
criminalized conduct that should not
land someone in Federal prison, such
as unauthorized use of the Woodsy Owl
image or slogan, or both.

This is a sensible, good-government
measure, and I urge my colleagues to
support it.

Mr. Speaker, I would also like to
thank the gentleman from Ohio (Mr.
CHABOT) for his work on this bill, and I
reserve the balance of my time.

Ms. JACKSON LEE. Mr. Speaker, 1
yield myself such time as I might con-
sume.

Mr. Speaker, I join with the manager
of the bill to support H.R. 7093, the
Clean Up the Code Act, as a measure
that takes a small step toward address-
ing the problem of over-criminalization
as a result of the hard work of the
Over-Criminalization Task Force, of
which we look forward to continuing in
the next Congress.

This bill repeals several criminal
penalties for violations that do not in-
volve serious wrongdoing, or at least
not serious enough to warrant criminal
prosecution and the consequences of a
criminal record. For example, this bill
repeals laws that make the unauthor-
ized for-profit use of the Smoky the
Bear and Woodsy Owl characters pun-
ishable by fine and/or imprisonment for
up to 6 months.

The conduct that these laws are de-
signed to deter or punish certainly do
not merit criminal sanctions.
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We are grateful for the Clean Up the
Code Act, and I ask my colleagues to
support H.R. 7093.

Mr. Speaker, I reserve the balance of
my time.

Mr. COLLINS of Georgia. Mr. Speak-
er, I urge adoption of H.R. 7093, and I
yield back the balance of my time.

Ms. JACKSON LEE. Mr. Speaker, I
would like to recognize and thank for
their efforts Representative STEVE
CHABOT and Representative HANK JOHN-
SON for their work on this bill.

I ask my colleagues to support this
bill, and I yield back the balance of my
time.

The SPEAKER pro tempore. The
question is on the motion offered by
the gentleman from Georgia (Mr. COL-
LINS) that the House suspend the rules
and pass the bill, H.R. 7093.

The question was taken.

The SPEAKER pro tempore. In the
opinion of the Chair, two-thirds being
in the affirmative, the ayes have it.

Mr. MASSIE. Mr. Speaker, on that I
demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to clause 8 of rule XX, further pro-
ceedings on this motion will be post-
poned.

————

JUSTICE AGAINST CORRUPTION ON
K STREET ACT OF 2018

Mr. COLLINS of Georgia. Mr. Sp