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HEARING ON; FDA USER FEE REAUTHORIZA-
TION: ENSURING SAFE AND EFFECTIVE
DRUGS AND BIOLOGICS

THURSDAY, FEBRUARY 3, 2022

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittee met, pursuant to call, at 10:02 a.m., in the
John D. Dingell Room 2123, Rayburn House Office Building and re-
motely via Cisco Webex online video conferencing, Hon. Anna G.
Eshoo, (chairman of the subcommittee) presiding.

Members present: Representatives Eshoo, Butterfield, Matsui,
Castor, Sarbanes, Welch, Schrader, Cardenas, Ruiz, Dingell,
Kuster, Kelly, Barragan, Blunt Rochester, Craig, Schrier, Trahan,
Fletcher, Pallone (ex officio); Guthrie (subcommittee ranking mem-
ber), Upton, Burgess, Griffith, Bilirakis, Long, Bucshon, Carter,
Dunn, Curtis, Crenshaw, Joyce, and McMorris Rodgers (ex officio).

Also present: Representative Schakowsky.

Staff present: Elizabeth Ertel, Office Manager; Waverly Gordon,
Deputy Staff Director and General Counsel; Tiffany Gutierrez,
Staff Member; Stephen Holland, Health Counsel; Mackenzie Kuhl,
Press Assistant; Una Lee, Chief Health Counsel; Meghan Mullon,
Policy Analyst; Kaitlyn Peel, Digital Director; Caroline Rinker,
Press Assistant; Chloe Rodriguez, Clerk; Kylea Rogers, Staff As-
sistant; Andrew Souvall, Director of Communications, Outreach
and Member Services; Kimberlee Trzeciak, Chief Health Advisor;
Asad Ramzanali, Legislative Director; and Vincent Amatrudo, FDA
Detailee; Sarah Burke, Minority Deputy Staff Director; Grace Gra-
ham, Minority Chief Counsel, Health; Nat Hodson, Minority Staff
Director; Peter Kielty, Minority General Counsel; Emily King, Mi-
nority member Services Director; Clare Paoletta, Minority Policy
Analyst, Health; Kristin Seum, Minority Counsel, Health; Kristen
Shatynski, Minority Professional Staff Member, Health; Olivia
Shields, Minority Communications Director; Michael Taggart, Mi-
nority Policy Director.

Ms. EsHOO. Good morning, colleagues. The Subcommittee on
Health will now come to order.

Due to COVID-19, today’s hearing is being held remotely as well
as in person. For members and witnesses taking part in person, we
are following the guidance of the CDC and the Office of the Attend-
ing Physician. So please wear a mask when you are not speaking.

o))
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For members and witnesses taking part remotely, microphones
will be set on mute to eliminate background noise. Members and
witnesses, you will need to unmute your microphone when you
wish to speak.

Since members are participating from different locations at to-
day’s hearing, recognition for members for questions will be in the
order of subcommittee seniority.

Documents for the record should be sent to Meghan Mullon at
the email address we have provided to your staffs, and all docu-
ments will be entered into the record at the conclusion of the hear-
ing.

OPENING STATEMENT OF HON. ANNA G. ESHOO, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

The Chair now recognizes herself for 5 minutes for an opening
statement.

Our Health Subcommittee today is holding its first hearing on
the FDA Medical Product User Fee Programs, each of which must
be reauthorized every five years.

The current User Fee Programs need to be reauthorized by Sep-
tember 30th of this year, and the focus of today’s hearing will cen-
ter on reauthorizing three of the four User Fee Programs for fiscal
years 2023 through 2027, prescription drugs, generic drugs, and
biosimilars.

The creation of the Prescription Drug User Fee Act, or PDUFA,
in 1992 came at a time in our country when HIV and AIDS had
reached epidemic proportions. In the late 1980s, Americans with
HIV, AIDS, and cancer had to wait years for lifesaving medicines
to work their way through the notoriously backlogged approval
process at the FDA.

Thousands of patients were dying yearly because the agency sim-
ply did not have the resources nor the staff to review human drug
applications.

PDUFA introduced a new opportunity for the FDA to take a
transformative approach and vastly expedite its drug review proc-
ess.

By authorizing the collection of user fees from industry, PDUFA
provided the FDA with an additional revenue source to hire more
staff and meet ambitious review deadlines for new medicines to
treat the deadliest of diseases.

Prior to PDUFA the average review time for standard new drug
applications and biologics’ license applications was 29 months.
Today, PDUFA’s timeline for standard review is ten months, and
the timeline for priority review is only six months.

Following the success of the PDUFA Program, Congress enacted
the Generic Drug User Fee Act, or GDUFA, and the Biosimilar
User Fee Acts, or BsUFA. I do not know quite how to pronounce
that abbreviation. That was in 2012, to clear additional backlogs
and ensure patients have timely access to safe and effective generic
drugs and biosimilars.

These user fee agreements have successfully led to the develop-
ment of more lifesaving products at reduced cost for the American
people.
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The user fees of each of these programs are strictly used to accel-
erate the FDA’s drug and biologics review processes, and they sup-
plement but do not supplement congressional appropriations to the
FDA.

Every five years Congress reassesses the User Fee Programs to
ensure that each program has a fresh chance to improve its goals
of getting critical medicines to patients who need them.

Improvements to these programs are made with input from in-
dustry, regulators, and patient advocates while working in agree-
ment with the FDA to ensure the agency is appropriately equipped
to assess the next wave of diagnostics, vaccines, and therapeutics.

Today we are going to hear from representatives from the FDA,
industry, and public health who have worked, I know, very hard
together on negotiations for the User Fee Programs.

I am pleased that the parties have reached an agreement on the
three that we are taking up today and the negotiated recommenda-
tions for each of these programs actually builds upon the successes
of the existing programs and refined elements in light of the pan-
demic.

With these new programs, the FDA estimates that user fees for
PDUFA will average $1.4 billion per year. That is a hefty amount
of money.

The user fees for GDUFA will average over $600 million per
year, and the user fees for the biologics program will average $51
million per year.

So as we discuss the sixth reauthorization of PDUFA and the
third of the other two, it is my hope that Congress will act quickly
to reauthorize these User Fee Programs to ensure that companies
can continue to innovate and FDA can quickly assess the next
wave of lifesaving medications.

[The prepared statement of Ms. Eshoo follows:]
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PREPARED STATEMENT OF HON. ANNA ESHOO

Committee on Energy and Commerce

Opening Statement as Prepared for Delivery
of
Subcommittee on Health Chairwoman Anna G. Eshoo

Hearing on “FDA User Fee Reauthorization: Ensuring Safe and Effective Medical Devices”
March 30,2022

Every day Americans rely on safe and effective medical devices. From the joy of an
ultrasound during pregnancy to the distress of a cancer diagnosis via MRI, medical devices treat,
diagnose, and monitor the health of patients.

When I was working on the original legislation that created the Medical Device User Fee
Agreement process in 2002, we couldn’timagine the innovative devices that are on the market
today. And, without the user fees supplementing the FDA for the past 20 years, many of these
innovations would be stuck in a backloginstead of helping patients.

A few months ago, I visited El Camino Hospital in my district, which is using radiation
technology with Alto individually target tumors. This is just one example of the hundreds of
devices that the FDA has approved or authorized since MDUFA was last reauthorized in 2017.

With this impressive innovation comes an increasingly complex FDA review process.
Over the past 20 years, the User Fee Agreements have evolved to make sure that the FDA has
the resources necessary so that its reviews are timely, transparent, and predictable.

MDUFA V is the latest evolution. The recently announced draft agreement provides FDA
$1.78 billion over five years in user fees. This is about ten times the amount provided in the
original 2002 user fee agreement.

With this funding, the FDA’s Center for Devices and Radiological Health will be able to
hire 387 new full-time employees while also meeting rising payroll costs.

The user fees will also fund successful FDA policies, such as the use of real-world
evidence, the harmonization of international medical device regulatory activities, and patient
engagement to inform the evaluation of products.

While MDUFA V is a significant increase in user fees from medical device makers, it’s
important to keep in mind that user fees cannot and should not relieve Congress from its
responsibility to fund the FDA in a robust way. That’s why I was pleased to see President
Biden’s budgetincluded a $95 million increase for FDA’s medical product safety work.

Today, we will hear from representatives from the FDA, private industry, and public
health about the negotiated medical device user fee agreement. As the mother of MDUFA, 11look



March 30,2022
Page 2

forward to shepherding this agreement through a swift reauthorization before the program
expires on September 30%.
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Ms. EsHoO. With that, the Chair now recognizes our wonderful
ranking member, Mr. Guthrie, for 5 minutes for his opening state-
ment.

OPENING STATEMENT OF HON. BRETT GUTHRIE, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
STATE OF KENTUCKY

Mr. GUTHRIE. Thank you, Madam Chair, and thanks to our wit-
nesses for being here with us today.

Today marks the last stretch of a more than two-year process to
reauthorize the four critical FDA user fee agreements that are
foundational building blocks for medical innovation in the United
States. These agreements ensure safe and effective lifesaving treat-
ments and devices are approved and eventually reach patients.

We are here today to examine three of these four programs,
PDUFA, the Prescription Drug User Fee Act; GDUFA, the Generic
Drug User Fee Amendments—and I am going to go with the
BsUFA—BsUFA, the Biosimilar User Fee Act.

The U.S. Food and Drug Administration, or the FDA, industry
and other key stakeholders have been meeting regularly since 2020
to identify barriers to bringing drugs to market.

Although we will not be discussing medical devices today, I look
forward to discussing the Medical Device User Fee Act with indus-
try and FDA before this committee once an agreement is reached.

Congress originally passed PDUFA in 1992 to address significant
delays in the drug review process at the FDA. The law authorized
FDA to collect from companies who were submitting drug applica-
tions.

These fees helped ensure a timely review of drug applications by
the FDA drug reviewers. As a result of the early successes of
PDUFA, Congress in 2002 passed the Medical Device User Fee Act,
and 2012 passed the Generic Drug User Fee Amendments and the
Biosimilar Drug Fee Act to enhance competition in other parts of
the life science industry.

These must pass agreements are reauthorized by Congress every
five years on a strong bipartisan basis. For example, the FDA Re-
authorization Act of 2017 passed under suspension in the House
and by a 94-to-one vote in the Senate.

Since Congress established the first User Fee Program three dec-
ades ago, the FDA has approved over 1,700 drugs. By approving
more drugs and generic options, Americans have more options and
more affordable lifesaving medications.

User fees have also given the United States pharmaceutical in-
dustry a competitive advantage globally. In 2021, 38 out of 50
novel drugs approved globally in 2021 were first approved in the
United States.

Another success of these programs has been the ability to bring
more generic biosimilars to market, providing lower cost options for
patients. In the first five years after the authorization of generic
or the GDUFA in 2012, the FDA reviewed 98 percent of abbre-
viated new drug applications, or generic drug application, that had
been backlogged.

Further, since reauthorizing the Biosimilar or BsUFA the same
year, the U.S. healthcare system is modeled to save $100 billion in
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analyzed savings resulting from increased marketplace competition
due to the availability of FDA approved biosimilars over the next
five years, according to a report by—and I will spell this one out—
IQVIA.

Since passage of 2017 FDA Reauthorization Act, which reauthor-
ized all four user fee agreements, members of this committee have
been building on a policy this bipartisan legislation established.

For example, Mr. Schrader and I introduced the Protecting Ac-
cess to Safe Protective Medicines Act, and it was signed into law
last year. This law helps increase competition in the marketplace
by taking a technical clarification to the drug application process
to prevent drug companies from gaming the system for more mar-
ket exclusivity and in some case eliminating generics from coming
to the market sooner.

I look forward to finding more opportunities to create bipartisan
solutions to bring more drugs to the marketplace as quickly and
safely as possible.

And looking ahead to the next few months, this committee will
have a unique opportunity to help shape the drug and medical de-
vice approval process for years to come. Members will be given a
chance to raise questions directly with industry leaders and regu-
lators about past reauthorization agreements or specific policy pri-
orities designed to increase innovation.

A top priority for me will be to ensure the FDA approved drugs
or devices receive coverage by both public and private insurers as
quickly as possible. This will be possible by allowing drug or device
companies to share real time economic and clinical data with pay-
ers which will allow payers to plan ahead for formulary placement.

This policy ensures patients would receive timely access to new
and novel treatments once approved by the FDA. Timely coverage
of a drug will not only address critical care gaps, but will also fur-
ther incentivize innovation.

Above all, I can underscore how critical it is for this committee
and for Congress to reauthorize these agreements before September
30th. Doing so is imperative for patients to have access to life-
saving treatments.

I thank you for the time, and I yield back.

[The prepared statement of Mr. Guthrie follows:]
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PREPARED STATEMENT OF HON. BRETT GUTHRIE

Opening Statement for the Honorable Brett Guthrie
“FDA User Fee Reauthorization: Ensuring Safe and Effective Medical
Devices”
March 30, 2022

As Prepared for Delivery

Thank you, Madam Chair, for holding this important hearing.

Today we are building off the work we’ve done over the past several weeks
to find additional opportunities to foster American biopharmaceutical innovation.
The focus of today’s hearing is to discuss the recently announced Medical Device
User Fee Amendments (ma-dew-fa). This will be critical to continuing to enhance

our medical device ecosystem here in the United States.

Like the prescription drug industry, innovators working to develop new and
innovative medical technologies experienced significant delays in getting their
products reviewed by Food and Drug Administration experts. That is why
Congress, regulators, and industry all came together to develop a solution in the
Medical Device User Fee and Modernization Act of 2002 that would streamline
the review process and help get these devices to patients more quickly. This

agreement has since been reauthorized by Congress every five years.

The original MDUFA Act gave the FDA the necessary tools to hire more
clinical experts to review device applications. It also offered industry the assurance

of being able to hold the FDA to higher performance standards. The successes of
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this partnership are clear as the FDA’s Center for Devices and Radiological Health
(CDRH) has granted novel technologies four times as many approvals, marketing
authorizations and clearances over the past decade, largely resulting from policies

made possible by past MDUFA authorizations.

The agreement before us today represents an ambitious agenda set by
industry and CDRH experts. The goal is to ensure the FDA is doing everything it
can to protect patient safety, while also supporting the development of medical

device technologies.

Highlights include authorizing the FDA to collect $1.78 billion from
industry and potentially up to $1.9 billion over the next five years to bolster
CDRH’s workforce to help get products reviewed and approved as quickly and as
safely as possible. Of note, is the creation of the new Total Lifecycle Advisory
Program, which CDRH states will help promote the long-term sustainability of the

Breakthrough Device Program.

I was proud to support the creation of the Breakthrough Devices Program
that was created as a part of the bipartisan 21* Century Cures Act. In 2021, CDRH
granted breakthrough designation to 213 devices, and there have been over 600

designations made since the program’s inception. This includes a device that
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harnesses machine learning to help health care providers diagnose autism spectrum

disorder.

However, I am still frustrated by the Biden Administration’s actions to
undermine the bipartisan supported Trump-era Medical Coverage of Innovation
Technologies rule that would have helped to get breakthrough devices to seniors
once a breakthrough device was approved by the FDA. This directly conflicts with
earnest efforts made by Congress, CDRH, and the medical device industry to
encourage investments in these emerging technologies. I encourage CMS to work
to reverse this decision and work with the industry as well as their FDA partners to

address outstanding concerns.

To that end, I am also continuing to push for the codification of the 2018
FDA guidance that permits pre-approval information exchanges between product
sponsors and payors. These information exchanges help get products covered more
quickly once they are approved by the FDA. My bill, the Pre-approval Information
Exchange Act, would do just this and help public and private payors to make
coverage determinations earlier based off real-time health care economic

information exchanged between entities.

Additionally, offering needed clarity around the FDA’s 2016 guidance on

emerging signals is another important priority of mine in the device policy space,
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and I am working on a solution to offer needed regulatory certainty on this issue.
Outlining a process that affords companies the chance to work with regulators on
addressing reported adverse health events associated with their devices will not
only protect patients, but also create regulatory predictability that will protect

against gaps in care for patients who rely on these devices.

1 look forward to working with my colleagues over the next several months
to reauthorize this important user fee agreement that will promote even greater

innovation for decades to come. Thank you, and I yield back.
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Ms. EsHOO. The gentleman yields back. A wonderful and impor-
tant opening statement.

The Chair is now pleased to recognize the chairman of the full
committee, Mr. Pallone, for his 5 minutes for an opening state-
ment.

OPENING STATEMENT OF HON. FRANK PALLONE, Jr., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Chairwoman Eshoo.

Today the Health Subcommittee is beginning the critical process
of reauthorizing the FDA’s User Fee Program for prescription
drugs, generic drugs, and biosimilars.

We will also discuss FDA’s agreements with industry stake-
holders on improvements to the review and development of impor-
tant medicines.

The fees collected from these programs support the timely review
of drug applications and other activities needed to support drug de-
velopment, and as such, these programs are essential to FDA’s mis-
sion to ensure that the agency has the resources and personnel it
needs to review and approve safe and effective medical treatments
in a timely fashion.

The current user fee authorizations expire later this year on Sep-
tember 30th, and it is critical that we pass these reauthorizations
well ahead of the deadline so that FDA can continue its operations
without interruption.

Over the past two years as we have confronted the COVID-19
pandemic, the American people have witnessed the important work
the FDA does every day. The agency has led the critical review
process and supported the development of lifesaving vaccines that
are essential to our efforts to once day end this terrible virus.

The FDA has also reviewed and approved important therapies
that are helping people fight the virus, and it has also helped to
respond to medical supply chain issues that have led to shortages
of some medical products.

The unprecedented nature of the pandemic has stretched FDA to
its limit over the last two years, and the entire FDA workforce
should be commended for their outstanding work not only in re-
sponding to this pandemic, but also for continuing to do all the
other important work they are charged to do.

As we continue to face the COVID-19 pandemic, we simply can-
not put FDA’s funding in jeopardy, and that is why we must act
expeditiously to reauthorize these important user fees.

It is also why Ranking Member Rodgers and I, along with our
counterparts on the Senate Health Committee, sent a letter last
week to Acting Commissioner Woodcock expressing concern that
the FDA and industry have not yet reached agreement on the Med-
ical Device User Fee Program.

This is troubling because we are now more than two weeks past
the statutory deadline for Congress to receive the agreement, and
this deadline is set by law. It is not a mere suggestion.

It is in everyone’s interest for FDA and industry to reach an
agreement, and I look forward to receiving a status update soon.
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The proposed legislation and performance goals of the drug pro-
grams before us today show the progress and improvements that
can be made with these user fee agreements. The performance
goals include new policies that will help increase the consistency,
efficiency, and effectiveness of drug reviews.

The proposed legislation strengthens staff capacity for the review
of cell and gene therapies; improves review timelines for complex
generic products; and develops the more competitive biosimilar
markets.

So it is my hope that these proposals from FDA will lead to a
more efficient and effective review of drugs and biosimilars while
maintaining the agency’s highest standards for safety and efficacy.

The focus on safe and effective development should ultimately
provide for a greater number of approvals of lifesaving drugs and
improved competition in a way that will help lower costs for our
healthcare system and the American people.

And, Madam Chair, if I just may ask for a moment of privilege
and address the subcommittee on a different topic.

For those of you who have not yet heard, Kim Trzceciak, the sub-
committee’s Chief Public Health Advisor, will be departing after
nearly seven years on my staff. Kim was one of the first hires when
I became the Democratic leader of the committee in 2015, handling
the FDA portfolio first and then being promoted to lead the public
health team in the majority, and she has shined throughout.

This committee and Congress have taken so much action over
the last seven years in the public health space and Kim’s finger-
prints are on each of these laws.

She has been a trusted member of my team who has dedicated
her career to public health, and I am incredibly grateful to her for
her service to our country and for her counsel over the years, and
I wish her nothing but the best.

And with that, Madam Chair, I yield back.

[The prepared statement of Mr. Pallone follows:]
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Today we are continuing our work to reauthorize the Food and Drug Administration
(FDA) user fees, which provide critical resources for the agency’s medical product review
programs. All of the user fees expire on September 30th of this year, and Congress must pass
these reauthorizations well ahead of that deadline to ensure FDA can continue to operate without
interruption.

At today’s hearing, we will review the Medical Device User Fee Program, also known as
MDUFA. Throughout the COVID-19 pandemic, the FDA’s Center for Devices and Radiological
Health, or CDRH, has been at the forefront of regulating and adapting guidance to help develop
and authorize diagnostic tests. It has also managed the supply chain for critical items like gloves,
masks, respirators, swabs, and ventilators. The staff at CDRH have been working day and night
to stay ahead of the virus, and they deserve our recognition and appreciation. Their work over the
last two years has underscored the importance of ensuring that FDA resources are in place to
make sure we have a safe and effective medical device supply chain. The draft agreement that
we are discussing today between FDA and industry will substantially increase funds for CDRH,
which will lead to a significant increase in staff capacity at the agency.

The performance goals included in the draft agreement will also allow for innovation
through the creation of the Total Product Life Cycle Advisory Program Pilot, or the TAP
Pilot. This pilot program will allow for earlier interaction between FDA and developers and will
facilitate regular engagement throughout the medical device review cycle. This will hopefully
lead to a sustainable program that builds safety and efficacy discussions into the front end of
development, to speed innovation in a responsible way.

The draft also lays out new transparency measures that will ensure funds are being spent
efficiently and going to the programs authorized by the agreement and the legislation we pass.

When I mention transparency, I want to also note the importance of the process we are
undertaking here in the Committee today, and the process Congress has laid out for FDA and
industry to reach the agreement we are now reviewing. By statute, as part of the MDUFA
reauthorization, FDA is mandated to consult with regulated industry, patient and consumer
representatives, and health care professionals, receive public comment, and submit
recommendations to Congress no later than January 15th of this year.

This deadline is not a mere suggestion, it is law, and the process is important because it
allows for FDA, industry, and members of the public to examine what has worked well, and
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where review programs can be improved through the reauthorization process. It also provides
Congress with sufficient time to thoroughly review these recommendations and reauthorize the
program ahead of the funding deadline.

FDA released its draft commitment letter to the Committee last Tuesday, more than two
months after the January 15 deadline. FDA has not received public comment on the draft
yet. This is troubling considering there are serious questions about numerous issues including
how the agency and industry contemplated the extensions of programs due to sunset in their
agreement.

There is still much to review and more work to be done, and we must act quickly. Failure
to reauthorize the program on time would be catastrophic for patients relying on safe and
effective medical devices.

While FDA and industry missed their deadline, this Committee will not. I appreciate
FDA and industry being here today to help us understand their proposal. I also think it is
important for us to discuss how we can improve the process, so this does not happen again in the
future.

We will also review two other commonsense proposals. One bill, from Representative
Schrier, would create a new advisory panel at FDA to bring an independent public health focus
to regulatory decisions involving diagnostic tests, the importance of which we are still seeing
during the COVID-19 pandemic. Another bill, from Representative Burgess, would incorporate
cybersecurity into medical device applications, which is critical as medical devices become more
interconnected and technologically advanced.

I look forward to the discussion today.
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Ms. EsHoo. I often say we really are nothing without great staff.

So, Kim, we are all grateful to you for the incredible work that
has taken place and your leadership in working with both sides of
the aisle over all of these years.

I am sure it has been a rich experience for you, but you have
made it even richer for all of us. So God bless you on your con-
tinuing journey.

Did you say where she is going?

Mr. PALLONE. She is going to the FDA.

Ms. EsHOO. She is going to the FDA. How is that?

Do not forget us. Always remember your roots in this family. So
(Iiguess we will look forward to seeing you on the other side of the

ais.

But thank you and bravo.

The Chair now is pleased to recognize the ranking member of the
full committee, Represent Cathy McMorris Rodgers, for her open-
ing statement.

And, Cathy, remember to unmute.

Mrs. MCMORRIS RODGERS. All right.

Ms. EsHOO. There you are. I am looking at the screen. I did not
see you come in.

Mrs. McMORRIS RODGERS. Madam Chair, yes.

Ms. EsHOO. That is great. It is great to see you.

Mrs. McMoRRIS RODGERS. And I agree. Kim, do not forget us
when you get over at the FDA.

Thank you, Madam Chair.

OPENING STATEMENT OF HON. CATHY McMORRIS RODGERS,
A REPRESENTATIVE IN CONGRESS FROM THE STATE OF
WASHINGTON

Today we are discussing the critical task of reauthorizing several
key FDA User Fee Programs.

Thank you to the FDA and industry for submitting these agree-
ments, these three agreements, before January’s deadline and for
your engagement over the last year.

These programs are designed to innovate as fast as possible
while maintaining the FDA’s gold standard of safety.

The goal is to provide FDA with the resources necessary to con-
duct timely and efficient reviews of human medical products, in-
vesting cutting edge technologies, and hire and retain agency ex-
perts to carry out these tasks.

These recommendations reflect a shared commitment to America
leading the world in medical innovation, spurring competition, and
ensuring timely access to safe and effective drugs.

The committee is in the process of reviewing the proposed agree-
ments for the three User Fee Programs before us today. These
agreements include provisions that will support emerging areas of
drug discovery and streamlining the review and approval of treat-
ment for rare diseases.

The PDUFA agreement also directs significant investments for
the development, review, and approval of gene and cell therapy
products.

The next five years can be game-changing with one-time curative
therapies for diseases such as hemophilia, sickle cell, and rare pe-
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diatric diseases. That innovation means hope for patients and their
families, as well as lower overall healthcare costs required to treat
those diseases today.

The new Star Pilot Program also proposed in PDUFA will expe-
dite the delivery of promising therapeutics for diseases with unmet
clinic needs.

I look forward to hearing from our witnesses on how PDUFA and
GDUFA—that is what I was told—will bring competition to the
market, increasing options and lowering cost for patients.

Competition, not price controls, has demonstrated the ability to
lower drug prices, and these agreements are key to bringing more
lower cost generics and biosimilar drugs to market. I am pleased
to see proposals in both packages that will enhance approval of
these complex generics and interchangeable products.

Over the course of the negotiation process we have heard from
FDA, industry, and stakeholders on how the COVID-19 pandemic
has impacted new treatments and cures to the American people.
FDA gave rolling reviews to expedite the review of treatments and
vaccines while not lowering the bar on safety.

Can FDA continue those process improvements for other dis-
eases?

I also want to discuss today how the FDA is planning for an or-
derly transition from emergency use authorizations to full approv-
als and how we can get back to normal.

We clearly have more supply of vaccines than demand. So why
do we not transition to routine distribution?

Rumor is that the Biden administration may ask for more
COVID-19 funding, and I want to know how long the administra-
tion plans to be the sole purchaser of COVID-19 vaccines in the
country.

At some point, and I hope it can be soon, the public health emer-
gency will end. When that happens, American patients need to con-
tinue to have access to ne