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The subcommitee met, pursuant to call, at 10:00 a.m., in Room 2123, Rayburn 16 

House Office Building, Hon. H. Morgan Griffith [chairman of the subcommitee] presiding. 17 

Present:  Representa�ves Griffith, Harshbarger, Bilirakis, Carter of Georgia, Dunn, 18 

Crenshaw, Joyce, Balderson, Miller-Meeks, Obernolte, Bentz, Kean, Rulli, Guthrie (ex 19 

officio), DeGete, Ruiz, Dingell, Kelly, Barragan, Schrier, Veasey, Fletcher, Ocasio-Cortez, 20 

Auchincloss, Carter of Louisiana, Landsman, and Pallone (ex officio). 21 

Also Present:  Representa�ves Lata and Fedorchak.   22 

Staff Present:  Jessica Donlon, General Counsel; Kris�n Fritsch (Flukey), 23 

Professional Staff Member, Health; Sydney Greene, Director, Finance and Logis�cs; Jay 24 

Gulshen, Chief Counsel, Health; Emily Hale, Staff Assistant; Annabelle Huffman, Clerk, 25 
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Health; Megan Jackson, Staff Director; Brayden Lacefield, Special Assistant; Molly Lolli 26 

(Brimmer), Counsel, Health; Sarah Meier, Counsel and Parliamentarian; Joel Miller, Chief 27 

Counsel; Seth Rickets, Special Assistant; Jackson Rudden, Staff Assistant; Emma 28 

Schultheis, Policy Analyst, Health; Lydia Abma, Minority Policy Analyst; Shana Beavin, 29 

Minority Professional Staff Member; Keegan Cardman, Minority Staff Assistant; Waverly 30 

Gordon, Minority Deputy Staff Director and General Counsel; Tiffany Guarascio, Minority 31 

Staff Director; La'Zale Johnson, Minority Intern; Elizabeth Kitrie, Minority Health Fellow; 32 

and Una Lee Minority Chief Counsel, Health.  33 

34 
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 36 

Mr. Griffith.  The Subcommitee on Health will come to order, and I will take first 37 

a brief moment for a point of personal privilege.   38 

This is my first hearing as the new subcommitee chair, but I would be remiss if I 39 

didn't recognize the great work that my colleague, Buddy Carter, did.   40 

I understand he is trying to get a demo�on and go over to the Senate, and I wish 41 

him well in that endeavor.  But it made it so that he had to step aside.  But that does 42 

not mean he is not going to be an integral part of the running of this commitee and of 43 

the philosophies and policies that he has championed.   44 

I think we are in agreement at least 99.9 percent of the �me.  And I will look to 45 

him for help and guidance on a number of the issues. 46 

So thank you, Buddy.  We appreciate your service. 47 

[Applause.] 48 

Mr. Griffith.  That said, I now recognize myself for 5 minutes for an opening 49 

statement.   50 

Today's legisla�ve hearing is necessary to con�nue essen�al programs that are 51 

vital to our healthcare infrastructure.  Many of the bills before us expire at the end of 52 

this fiscal year and must be reauthorized.   53 

One of the bills that will be discussed today is H.R. 4273, the Over-the-Counter 54 

Monograph Drug User Fee amendments, led by Mr. Lata and Ranking Member DeGete.   55 

The Coronavirus Aid, Relief, and Economic Security -- CARES -- Act, which passed 56 

in 2020, modernized the regula�on of over-the-counter monograph drugs and products.  57 

It also created a new user fee program to support this new framework, also known as 58 

O-M-U-F-A, or colloquially, OMUFA.   59 
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And I hope I pronounced the colloquialism right.  But it is another one of those 60 

fees that we have that make important things happen.   61 

Generally, a company can market an over-the-counter drug if they either submit a 62 

new drug applica�on or go through the over-the-counter monograph process.  Prior to 63 

2020, that involved a lengthy, burdensome three-phase rulemaking process.   64 

This led to Congress crea�ng a new regulatory framework that allows FDA to issue 65 

administra�ve orders determining a product is generally recognized as safe and 66 

effec�ve -- or GRASE -- and simultaneously establishing a new user fee program to help 67 

ensure this process is effec�ve and is streamlined.   68 

This is the first reauthoriza�on of OMUFA.  We hope to work in a bipar�san way 69 

to address any outstanding issues to ensure this program is func�oning how Congress 70 

ini�ally intended, including minimizing regulatory burdens, suppor�ng innova�on, and 71 

increasing access to products in a safe and efficient manner.   72 

We will also consider other legisla�on that will help encourage the FDA to be 73 

more flexible in their review process.   74 

H.R. 3686, the SAFE Sunscreens Standards Act, led by Dr. Joyce and Mrs. Dingell, 75 

would require the FDA to consider the use of certain real world, evidence-based, and 76 

non-animal tes�ng methods when it comes to evalua�ng new sunscreen ac�ve 77 

ingredients in the United States.   78 

We are behind other countries in bringing innova�ve sunscreens to the market, 79 

and this bill will help to bridge the gap.   80 

During our last hearing on OMUFA we had a robust discussion about the need for 81 

more innova�ve sunscreens to be available in the United States, and I look forward to the 82 

discussion around these policies today.   83 

Along similar lines, the FDA must keep pace with current technological 84 
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advancements, which includes greater u�liza�on of non-animal tes�ng methods.  85 

H.R. 2821, led by Representa�ves Carter and Barragan, would help support FDA's efforts 86 

to do just that.   87 

Congress gave the FDA the ability in 2022, when FDA Moderniza�on 2.0 was 88 

signed into law, but the FDA has failed to fully implement these prac�ces.  This 89 

legisla�on would require the FDA to finally update its regula�ons to account for 90 

non-animal tes�ng.   91 

This bill does not require -- does not require -- non-animal tes�ng.  It simply 92 

provides an op�on that if companies wish to pursue less costly methods, such as 93 

computer AI modeling or organ chip tes�ng.   94 

There are also two important reauthoriza�ons in front of us today that serve a 95 

vital role in helping our medical workforce, which are the Title VII and Title VIII 96 

reauthoriza�ons.   97 

These programs allocate resources for scholarships and educa�onal assistance so 98 

students from underserved backgrounds, who are o�en from rural areas, can pursue 99 

medical careers and help support the medical workforce that Americans widely rely upon.   100 

It is crucial for Congress to take a close look at these programs to ensure resources 101 

are going to areas and pa�ents who need it most.   102 

We are also discussing legisla�on that will con�nue grants for certain healthcare 103 

services in rural areas to help to increase the use of telehealth, so pa�ents can access 104 

care more easily.   105 

Reauthorizing the Telehealth Resource Centers Grant Program will support our 106 

telehealth infrastructure that has become a lifeline for both providers and pa�ents across 107 

the country, especially in rural areas. 108 

Considering each of these reauthoriza�ons is an important step forward to ensure 109 
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the program is working as intended.   110 

I look forward to hearing from our witnesses today regarding the importance of 111 

these programs and to ensure that they are reauthorized in a �mely manner.   112 

That said, I would also say that the Health Subcommitee has great advantages in 113 

many ways, one of those being that when somebody is sick or needs healthcare, they 114 

don't look at what party they iden�fy with or what their philosophical background is.   115 

This subcommitee has a long history -- and I hope to be a part of con�nuing that 116 

long history -- of doing bipar�san work for the beterment of the American people and 117 

the American pa�ents.   118 

And I know that my colleague, the ranking member, Ms. DeGete, feels the same 119 

way.  We have worked on issues over the years that I have been in Congress. 120 

And I appreciate the opportunity to work with you as the ranking member.   121 

And I now recognize Ms. DeGete for her 5-minute opening.  122 

[The prepared statement of Mr. Griffith follows:] 123 

 124 

******** COMMITTEE INSERT ********  125 
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Ms. DeGete.  Thank you so much.  And I want to congratulate you, 126 

Chairman Griffith, on your new role as chair of this subcommitee.   127 

We have worked together on the Oversight Subcommitee with Mr. Griffith as 128 

chair, with me as chair, and most days we got along.  We at least agreed on 129 

parliamentary procedure, and there is that.   130 

Mr. Griffith.  Absolutely.   131 

Ms. DeGete.  So we have worked a lot together over the years.  We do have 132 

our ideological differences, which we discuss, because we represent very different 133 

cons�tuencies.   134 

But as you have heard, we do share a belief in this commitee, in this ins�tu�on, 135 

and we believe that we must achieve good things for the American people when it works 136 

effec�vely.   137 

And we want our cons�tuents to live longer and healthier lives.  That is what this 138 

is about.   139 

So today we are considering important legisla�on to reauthorize FDA's 140 

over-the-counter medicines program, cri�cal health workforce development programs, 141 

and more.   142 

I am par�cularly proud of our past work on over-the-counter medicines, and the 143 

chairman men�oned this briefly.  Five years in, we have seen early successes.   144 

I want to thank my colleague from Ohio, Mr. Lata -- I don't see him here -- for 145 

introducing the legisla�on with me for this first reauthoriza�on of the over-the-counter 146 

medicines program, and I look forward to seeing con�nued success of the program in the 147 

next 5 years.   148 

We were supposed to do this last week, but the Republicans postponed it because 149 

I guess they were celebra�ng the passage of, frankly, the worst piece of legisla�on, both 150 
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in process and substance, that I have seen in my �me in Congress.   151 

The Republicans jammed through the Big Bad Bill and its handouts to the 152 

wealthiest Americans literally under the cover of night, including in our commitee, while 153 

real legisla�ng to help our cons�tuents was nonexistent.   154 

Between cuts to Medicaid and the Affordable Care Act and the choice not to 155 

extend tax credits for healthcare coverage, 17 million people will now be without health 156 

insurance.   157 

I don't see anything beau�ful in that.  I don't see anything that is going to help 158 

the health of Americans.   159 

I think the law rolls back much of the progress that we have made in ge�ng 160 

people enrolled early in healthcare when we passed the Affordable Care Act in the first 161 

place.   162 

Medicaid expansion was a lifeline to hospitals struggling to keep their doors open, 163 

not just for poor people, but for everybody in their community, and now, faced with a 164 

financial cliff, many of those hospitals might close.   165 

So just last week, during our unplanned recess, I visited a Planned Parenthood 166 

clinic in my district that can no longer serve individuals covered by Medicaid for 167 

rou�ne -- not abor�ons -- but for rou�ne medical exams like Pap smears, breast exams.   168 

They have already had to cancel hundreds of appointments for people coming into 169 

these things, and these are people who are not going to be able to find doctors anywhere 170 

else.   171 

Frankly, these cuts are just mean.  They don't save money.  And my colleagues 172 

across the aisle have preached for decades about fiscal responsibility.  But I guess that 173 

giving billionaires more tax cuts and kicking millions of Americans off their healthcare is 174 

more important.   175 
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The Big Bad Bill makes our moun�ng na�onal debt even worse, increasing it by 176 

trillions of dollars to finance these tax cuts, and now much of it is law.   177 

Much of it won't go into effect for years.  So I hope that we could work together 178 

in a bipar�san way to clean up this mess of a law before it hurts more people -- and 179 

apparently so does Senator Hawley, who a�er vo�ng for the law just 2 weeks ago, 180 

introduced a bill that would reverse many of the cuts in Medicaid that he just voted for.   181 

So, I mean, I pride myself in working in a bipar�san way on bills that will improve 182 

the health of our cons�tuents and of all Americans.  But I feel, and all of my colleagues 183 

on this subcommitee feel, that we have been frozen out of the work of this 184 

subcommitee from the beginning of the year, from issues that should be 185 

noncontroversial, to the Big Bad Bill that we just passed a couple of weeks ago.   186 

And so let's turn a new page, Mr. Chairman.  Let's have a new era in our 187 

commitee and go back to what we used to do, working together in a bipar�san way.   188 

I yield back.  189 

[The prepared statement of Ms. DeGete follows:] 190 

 191 

******** COMMITTEE INSERT ********  192 
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Mr. Griffith.  The gentlelady yields back.   193 

I now recognize the chairman of the full commitee, Chairman Guthrie, for 194 

5 minutes for his opening statement.   195 

The Chair.  Thank you, Chairman Griffith.  I congratulate you on your new role 196 

and excited as you lead your first Health Subcommitee hearing today as chairman. 197 

And I thank all the witnesses for being here before us today.   198 

I think Representa�ve Carter had to run upstairs.  There are two hearings kind of 199 

going on today upstairs.  So I just want to commend him on his excellent work as we 200 

talked about yesterday, and point out, I want to say this correctly because I don't want to 201 

be misquoted, that he was at the funeral of his granddaughter's cousin -- so it was not his 202 

granddaughter -- his granddaughter's cousin who all three of them were at Camp Mys�c.   203 

And, fortunately, his granddaughter survived, but so sad for the Hunt family in the 204 

loss of their -- and all the others. 205 

Buddy did a great job leading this commitee, and he is going to con�nue to help 206 

Americans from a new role he is seeking here in Washington, D.C.  I am excited for him.  207 

But we are here today to discuss the reauthoriza�ons of FDA's Over-the-Counter 208 

Monograph Drug User Fee Program, known as OMUFA, as well as several health 209 

workforce and rural healthcare programs administered by HRSA, which are all set to 210 

expire on September 30 of this year.   211 

This is the first reauthoriza�on of OMUFA, and I look forward to hearing from the 212 

FDA's Dr. Jacqueline Corrigan-Curay -- I think that is correct -- on the implementa�on of 213 

the program and outcomes of the first 5 years of the program.   214 

The original bill reformed the regula�on of over-the-counter drugs, products that 215 

so many of us and our cons�tuents use every day, to reduce the bureaucracy, increase 216 

transparency, and allow innova�on to flourish.   217 
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The safety and efficacy of these products is cri�cal, which is why reauthorizing this 218 

program in a �mely manner is so important.   219 

And I am also looking forward to hearing from our witnesses about ways we can 220 

improve par�cipa�on in the healthcare workforce and increase access to care in rural 221 

areas.   222 

Rural areas, like my home State of Kentucky, face a unique set of challenges, 223 

ranging from limited access to emergency services and specialized medical care, to higher 224 

rates of chronic condi�ons like high blood pressure and obesity.   225 

It is impera�ve for lawmakers to understand these nuances and ensure Federal 226 

support is targeted to those areas that need it the most.   227 

I am hopeful that this hearing will provide us with an update on how these various 228 

programs are opera�ng and any gaps that may need be addressed to streamline and 229 

improve healthcare outcomes.   230 

I appreciate my good friend from Colorado as she ended her opening statement 231 

saying that it is �me for us to find opportuni�es to work together.  I believe this is one of 232 

those great opportuni�es, and we will have others.   233 

Some of the great pieces of legisla�on that are las�ng and standing came out of 234 

this commitee, like Cures.  You worked with Cures with our previous chairman, Fred 235 

Upton, and hopefully we can follow some of those pathways and find ways to work 236 

together.   237 

When we were on the other side of this majority, on the minority side, we had 238 

issues that we didn't support that came out in a par�san way, but we found ways to work 239 

together, and I know that we will be able to do that on other issues as well.  So, thank 240 

you for that. 241 

And I thank the witnesses for your par�cipa�on today, and I look forward to 242 
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today's discussion and working together. 243 

And I will yield back.  244 
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[The prepared statement of The Chair follows:] 245 

 246 

******** COMMITTEE INSERT ********  247 
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Mr. Griffith.  The gentleman yields back.   248 

I now recognize the ranking member of the full commitee, Mr. Pallone, for 249 

5 minutes for an opening statement.   250 

Mr. Pallone.  Thank you, Mr. Chairman.  Congratula�ons on your new post.  I 251 

have always believed that the Health Commitee was one of our most important 252 

subcommitees.   253 

Now, I know we are here today to discuss several pieces of health legisla�on, but 254 

we can't forget that Republicans just cut more than a trillion dollars from our healthcare 255 

system and 17 million Americans stand to lose their health insurance.  That is an 256 

increase in our Na�on's uninsured rate of more than 50 percent.   257 

These are people who will not have access to the healthcare they need, who will 258 

get sicker, who will be overwhelmed with medical debt, and, sadly, some may die sooner.   259 

Moreover, hundreds of hospitals, nursing homes, and home care providers will be 260 

forced to close.   261 

We heard from hospitals, doctors, the elderly, and people with disabili�es who 262 

have lined our hallways and this hearing room pleading for their healthcare.   263 

We heard from families who are afraid of falling farther and further behind, from 264 

pa�ent groups who fear for people with cancer, substance use disorders, and countless 265 

others.   266 

But Republicans ignored these concerns.  They will literally do anything, including 267 

taking healthcare away from their own cons�tuents, to give giant tax breaks to the ultra 268 

rich who do not need them.   269 

And with that said, we are here to discuss several pieces of legisla�on.   270 

First, we are considering the bipar�san reauthoriza�on of the Over-the-Counter 271 

Monograph Drug User Fee Program.   272 
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Congress authorized this program in 2020 because of the need to more quickly 273 

provide safe and effec�ve over-the-counter drug products to consumers.   274 

I was vocal in my concerns at the �me that the FDA OTC program was dras�cally 275 

underresourced.  We gave FDA the authori�es and resources it needed to allow the 276 

program to keep up with evolving science and technology and introduc�on to new 277 

formuliza�ons for consumers.   278 

The authoriza�on also allowed FDA the ability to more swi�ly revise or update 279 

monographs in response to safety concerns, and this was cri�cal to ensuring the products 280 

that consumers use are safe.  And that is why I have concerns with the sunscreen bill.   281 

As dra�ed, the sunscreen bill undermines the exis�ng bedrock safety and efficacy 282 

framework set forth in statute.   283 

However, I look forward to con�nuing bipar�san discussion to get to a solu�on 284 

that provides more op�ons for consumers, while ensuring that those op�ons are safe and 285 

effec�ve.   286 

We also consider today the FDA Moderniza�on Act 3.0, which would require the 287 

agency to publish a final rule on alterna�ve tes�ng methods.  And I am pleased to hear 288 

from FDA that we will con�nue to see guidance come out of the agency, as we have in the 289 

past, unimpacted by Trump's 10-for-1 execu�ve order.   290 

We will also discuss important workforce reauthoriza�ons, including the 291 

reauthoriza�on of many of the Health Resources and Services Administra�on's Title VII 292 

and Title VIII health professions development programs.   293 

We con�nue to face na�onwide shortages in health providers, and con�nuing all 294 

of the Title VII programs is essen�al to crea�ng a robust network of providers.   295 

Similarly, the Title VIII programs address all aspects of the nursing workforce, from 296 

educa�on and recruitment to prac�ce and reten�on.  As the nursing shortage con�nues 297 
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to grow, it is impera�ve that we reauthorize all of these crucial programs to support the 298 

nursing workforce.   299 

Despite their proven track record in bolstering the health workforce, some of 300 

these important programs may be eliminated by the Trump administra�on because they 301 

include words like "diversity" and "representa�on."   302 

In reality, what these programs are doing is helping us build a health workforce 303 

that is actually reflec�ve of our country and is large enough to meet the needs of all of 304 

our communi�es.   305 

Elimina�ng these programs will only exacerbate the health workforce shortages, 306 

and vulnerable communi�es will suffer the most.   307 

We are also examining a few bills that support parents and infants across the 308 

country, including reauthoriza�on of the Healthy Start Program.   309 

This program partners with local providers to improve health outcomes before, 310 

during, and a�er pregnancy, with the ul�mate goal of reducing infant mortality and 311 

lowering rates of preterm birth, low birth weight, and maternal illness.  I am pleased to 312 

see it included in this hearing and want to stress the importance of reauthorizing this 313 

program for the future.   314 

And relatedly, we are considering legisla�on that will reauthorize the newborn 315 

screening program.  While I am concerned the Trump administra�on is disbanding the 316 

advisory commitee that supports this life-saving work, by reauthorizing this commitee 317 

and program we will show that Congress stands with families na�onwide who rely on this 318 

cri�cal program.   319 

So thanks again to the witnesses for being here.  I look forward to the discussion. 320 

And with that, our new chairman of the subcommitee, I yield back the balance of 321 

my �me.  322 
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[The prepared statement of Mr. Pallone follows:] 323 

 324 

******** COMMITTEE INSERT ********  325 
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Mr. Griffith.  The gentleman yields back.   326 

We now conclude with member opening statements.   327 

The chair would like to remind members that pursuant to commitee rules, all 328 

members' opening statements will be made a part of the record.   329 

We want to thank our witnesses for taking the �me to tes�fy before the 330 

subcommitee.   331 

Although it is not the prac�ce of this subcommitee to swear in witnesses, I would 332 

remind our witnesses that knowingly and willfully making materially false statements to 333 

the legisla�ve branch is against the law under Title 18, Sec�on 1001, of the United States 334 

Code.   335 

You will have the opportunity to give an opening statement, followed by ques�ons 336 

from members.   337 

Our witnesses today are Dr. Jacqueline Corrigan-Curay, JD, M.D., Ac�ng Director 338 

for the Center for Drug Evalua�on and Research, U.S. Food and Drug Administra�on.   339 

Thank you for being here.   340 

Dr. Candice Chen, M.D., MPH, Ac�ng Associate Administrator for Health 341 

Workforce, U.S. Health Resources and Services Administra�on; 342 

And Mr. Tom Morris, MPA, Associate Administrator for Rural Health Policy, U.S. 343 

Health Resources and Services Administra�on.   344 

Per commitee custom, each witness will have the opportunity for a 5-minute 345 

opening statement, followed by a round of ques�ons from members.  The light on the 346 

�mer in front of you will turn from green to yellow when you have 1 minute le�.   347 

I now recognize Dr. Jacqueline Corrigan-Curay for 5 minutes to give her opening 348 

statement.   349 

The floor is yours.350 
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 351 

STATEMENTS OF DR. JACQUELINE CORRIGAN-CURAY, JD, MD, ACTING DIRECTOR FOR 352 

THE CENTER FOR DRUG EVALUATION AND RESEARCH (CDER), U.S. FOOD AND DRUG 353 

ADMINISTRATION; DR. CANDICE CHEN, MD, MPH, ACTING ASSOCIATE ADMINISTRATOR 354 

FOR HEALTH WORKFORCE, U.S. HEALTH RESOURCES AND SERVICES ADMINISTRATION; 355 

AND MR. TOM MORRIS, MPA, ASSOCIATE ADMINISTRATOR FOR RURAL HEALTH 356 

POLICY, U.S. HEALTH RESOURCES AND SERVICES ADMINISTRATION  357 

 358 

STATEMENT OF JACQUELINE CORRIGAN-CURAY  359 

   360 

Dr. Corrigan-Curay.  Thank you very much.   361 

Good morning, Chair Griffith, Ranking Member DeGete, and members of the 362 

subcommitee, and thank you for the opportunity to speak with you today.   363 

I want to talk about something that benefits nearly every American household:  364 

over-the-counter medica�on.  These are the products that millions rely on every 365 

day -- an an�sep�c when your child has a scrape, an�histamines when our pollen count 366 

goes up, or an antacid a�er a large meal.   367 

They are trusted, they are essen�al, and they must be safe, effec�ve, and up to 368 

date.  That is where the OTC Monograph User Free Program, or OMUFA, comes in.   369 

Prior to 2020, our ability to regulate OTC drugs hadn't been modernized in 370 

decades.  It was slow, outdated, and inflexible.  Reform was overdue.   371 

When Congress passed OTC monograph reform as part of the CARES Act, it was a 372 

bipar�san success that has brought real change.  Cri�cally, the user fees that Congress 373 

authorized, OMUFA, are what facilitated and supported OTC monograph reform and has 374 

set this program up for success.   375 
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Now, with congressional support and �mely reauthoriza�on, we have the 376 

opportunity to realize the full poten�al of OTC monograph reform, ensuring a more 377 

nimble regulatory process, fostering innova�on to beter serve pa�ents and consumers, 378 

and enhancing transparency and accountability from FDA and the industry.   379 

So what have we accomplished?   380 

In just 5 years, OMUFA has helped FDA modernize the OTC drug review process, 381 

transforming it from a paper-heavy rulemaking system to a responsive electronic one.   382 

We delivered five key guidances.  These provide clarity to manufacturers and 383 

enhance public health protec�on.   384 

We posted 33 final administra�ve orders and five proposed administra�ve orders, 385 

providing transparency to manufacturers on what is expected to legally market a 386 

par�cular OTC drug.   387 

And I want to highlight one recent proposed order because we believe it can really 388 

foster some exci�ng innova�on for children and families.   389 

If finalized, this order would let companies create new, easier-to-take forms of 390 

OTC medica�ons, like chewable tablets, tablets that melt in your mouth, and thin films.   391 

These would be for certain medica�ons that currently only come as tablets and 392 

capsules and would help people who have trouble swallowing those meds.   393 

OMUFA has also helped us hire 85 dedicated staff members.  These are 394 

scien�sts, safety reviewers, and regulatory experts who help ensure that the products on 395 

our shelves are safe and effec�ve.   396 

And, importantly, it has opened the door to more innova�ve products, like new 397 

sunscreen ingredients through the new administra�ve order process.   398 

If Congress does not reauthorize OMUFA this year, that momentum will come to a 399 

grinding halt.  The impact would be immediate and damaging.   400 
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Engagement on development programs and ac�vi�es to oversee the safety and 401 

quality of OTC monograph products would slow or stop as dozens of FDA staff and clinical 402 

quality and safety experts would lose their jobs.   403 

Cri�cal progress on the proposed and final orders from our FDA monograph 404 

forecast would be shelved, and these include essen�al updates on labeling drug fact 405 

ingredients, including for products intended for pregnant women and children.   406 

No new agreements from the recent commitment leter could be implemented, 407 

including important steps like improving mee�ng management with sponsors and more 408 

quickly assessing the quality of facili�es bringing new OTC products to the U.S. market.   409 

And perhaps most concerning, we risk sliding backwards, losing the transparency, 410 

predictability, and innova�on that OMUFA was designed to create.   411 

Without reauthoriza�on, the system that was finally fixed can begin to fail.   412 

The recently nego�ated agreement for the next 5 years of OMUFA includes smart, 413 

achievable goals.  We are going to increase opportuni�es for industry-FDA interac�ons 414 

to foster innova�on, improve transparency of the User Fee Program, invest in product 415 

quality and safety, and con�nue to publish the annual guidance forecast that gives 416 

industry and public health stakeholders a clear roadmap for the future.   417 

These aren't just words.  They are a commitment to the public, a commitment to 418 

keep this progress going.   419 

Every delay in regula�on or review affects real people.  Without OMUFA 420 

innova�ons are stalled, safety improvements are delayed, and consumers may 421 

unknowingly con�nue to use products that haven't been adequately reviewed with 422 

modern science.  423 

In closing, Congress made a smart investment in 2020 when it created OMUFA.  424 

That investment is paying off, but we can't stop now.  Reauthorizing OMUFA means 425 
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con�nued moderniza�on, suppor�ng innova�on, and most importantly, keeping 426 

American families safe.   427 

Thank you, and I look forward to your ques�ons.  428 

[The prepared statement of Dr. Corrigan-Curay follows:] 429 

 430 

******** COMMITTEE INSERT ********  431 
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Mr. Griffith.  The gentlelady yields back.   432 

I now recognize Dr. Chen. 433 

 434 

STATEMENT OF CANDICE CHEN  435 

   436 

Dr. Chen.  Chairman Griffith, Ranking Member DeGete, members of the 437 

subcommitee, thank you for the opportunity to tes�fy on behalf of the Health Resources 438 

and Services Administra�on and to speak about our cri�cal --  439 

Mr. Griffith.  If you could move your mike a litle closer so we can get a litle bit 440 

louder.  Yes, thank you.   441 

Dr. Chen.  Is that beter?  Okay.   442 

My name is Candice Chen.  I am the Associate Administrator of the Bureau of 443 

Health Workforce.  I am also a pediatrician, and for most of my career I have prac�ced 444 

primary care in a children's health center about 5 miles from here in Southeast 445 

Washington, D.C.   446 

The health workforce faces significant challenges, and when communi�es face 447 

health workforce shortages, access to care, quality, and costs are all nega�vely affected.   448 

HRSA's Na�onal Center for Health Workforce Analysis is the leading Federal en�ty 449 

that collects, analyzes, and reports on the U.S. health workforce.  Our Na�onal Center 450 

conducts workforce projec�ons on over a hundred healthcare occupa�ons, the majority 451 

of which are projected to face shortages in the next 10 to 15 years.   452 

These include a shortage of over 87,000 primary care physicians, 210,000 nurses, 453 

or RNs, and over 400,000 behavioral health providers. 454 

And we know this workforce is poorly distributed across the U.S., with rural and 455 

other underserved communi�es experiencing the greatest shortages.   456 
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HRSA's health workforce programs aim to address these shortages across the U.S.  457 

Through scholarship and loan repayment programs, we support the recruitment and 458 

reten�on of cri�cal healthcare professionals in rural and underserved areas.   459 

One of our best known programs is the Na�onal Health Service Corps, which 460 

offers scholarship and loan repayment to primary care, oral health, and mental health 461 

professionals in exchange for at least 2 years of clinical service in a health professional 462 

shortage area.   463 

The program has a specific focus on suppor�ng the substance use disorder 464 

workforce as well as rural and Tribal communi�es, and it is in high demand.   465 

In fiscal year 2024, the Na�onal Health Service Corps received over 14,000 466 

applica�ons and made nearly 7,000 awards.  And due to the mul�year service 467 

commitments, the Na�onal Health Service Corps is currently suppor�ng over 17,000 468 

healthcare professionals, providing healthcare in every State and the District of Columbia 469 

and in the U.S. territories.   470 

The Nurse Corps Program similarly is an important scholarship and loan 471 

repayment program that supports nursing students and nurses in prac�ce who commit to 472 

work in healthcare facili�es in underserved communi�es.  These include primary care 473 

clinics, hospitals, nursing home se�ngs, many other se�ngs.   474 

The Nurse Corps Program also provides loan repayments for nurse faculty, an area 475 

of the workforce that our schools of nursing have told us is par�cularly challenging to 476 

recruit for.  The faculty are essen�al to train the future workforce.   477 

In fiscal year 2024, the Nurse Corps Program received nearly 10,000 applica�ons 478 

and made 1,200 awards.   479 

The Teaching Health Center Graduate Medical Educa�on Program funds 81 480 

primary care residency programs in community-based se�ngs across the Na�on.   481 
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Seventy-five percent of teaching health centers are in Federally Qualified Health 482 

Centers, and this year the Teaching Health Center Program is suppor�ng just over 1,200 483 

medical and dental residents.   484 

The program has a strong track record.  Eighty-five percent of graduates go on to 485 

prac�ce in medically underserved communi�es.   486 

HRSA is also focusing on the cri�cal behavioral health workforce needed to 487 

address mental and behavioral health disorders, including substance use disorders, that is 488 

rising in communi�es across the Na�on.   489 

Behavioral health workforce programs provide grants to support the training of 490 

behavioral health professionals.  These programs increase the number of students and 491 

graduates, they enhance curriculums, they train for rural and underserved communi�es, 492 

and they promote the team-based behavioral health integrated with primary care that is 493 

really needed.   494 

Last year, the Behavioral Health Workforce Program supported the training of 495 

over 11,000 individuals and graduated over 7,000 new behavioral health providers.   496 

I know at the start of my tes�mony I shared that I am a primary care pediatrician, 497 

but I should also share that I have personally benefited from these HRSA programs which 498 

supported my training and career.   499 

And as a healthcare provider and a beneficiary of these programs, I know firsthand 500 

how important both the health workforce and these programs are to the health and 501 

well-being of American communi�es.   502 

I and my colleagues at HRSA are deeply commited to strengthening the health 503 

workforce, addressing the challenges and gaps, and ensuring that people in all 504 

communi�es across America have access to high quality healthcare providers.   505 

Thank you for this opportunity and for the commitee's bipar�san support for the 506 
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health workforce programs.  I look forward to your ques�ons.  507 

[The prepared statement of Dr. Chen follows:] 508 

 509 

******** COMMITTEE INSERT ********  510 
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Mr. Griffith.  Thank you very much.   511 

I now recognize Mr. Morris for his 5 minutes for an opening statement. 512 

 513 

STATEMENT OF TOM MORRIS  514 

   515 

Mr. Morris.  Chairman Griffith, Ranking Member DeGete, members of the 516 

subcommitee, thank you so much for the opportunity to tes�fy today on behalf of the 517 

Health Resources and Services Administra�on, an agency within the U.S. Department of 518 

Health and Human Services.   519 

As someone who has worked in rural health for more than 25 years, I am honored 520 

to have the opportunity to talk about the importance of reauthorizing congressional 521 

programs that provide essen�al services and telehealth services to rural and underserved 522 

areas, addressing important challenges like addressing chronic disease.   523 

The challenges facing rural communi�es are well known.  We see higher rates of 524 

mortality, lower life expectancy, higher rates of chronic disease, and also challenges of 525 

recrui�ng and retaining the needed doctors, nurses, and other clinicians in rural 526 

communi�es.   527 

There are also structural challenges, such as geographic isola�on, limited clinical 528 

infrastructure, and higher poverty.   529 

Despite all these challenges, rural communi�es are amazingly resilient, crea�ve, 530 

and innova�ve in leveraging the resources they have to develop innova�ve approaches to 531 

address their unique needs.   532 

I saw this firsthand living in rural eastern North Carolina during the early part of 533 

my career.  I have seen that same dynamic play out �me and again in the many rural 534 

and Tribal communi�es I have had the benefit of visi�ng during my �me at HHS.  I 535 
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appreciate the opportunity to talk to you today about these programs.   536 

It was in the late 1990s that Congress had the foresight to create several new 537 

grant and telehealth programs, and they were really worth no�ng the crea�vity that you 538 

brought to this need, in the sense that there was a lot of flexibility built into all of these 539 

programs.   540 

And I think that is really important because you want to make sure the programs 541 

can meet the needs of the community in the Upper Midwest and Great Plains as easily as 542 

it does in the Deep South or the Mountain West.   543 

This emphasis on flexibility ensures that communi�es can come up with their own 544 

solu�ons that meet their unique iden�fied needs.   545 

I believe the Rural Health Care Services Outreach Program is a real success story.  546 

This program has helped rural communi�es increase access to primary care, behavioral 547 

health, and oral healthcare services.  We have seen it improve outcomes for pa�ents 548 

with diabetes, heart disease, and hypertension.   549 

We have also been able to help provide funding to help hospitals work with local 550 

health departments, community health centers, rural health clinics to form networks of 551 

care that beter serve their rural regions.   552 

And we have also seen it be used to expand access to services otherwise not 553 

available.  Examples like this include pulmonary rehab and medica�on-assisted 554 

treatment, just to iden�fy a few.   555 

All told, more than 500,000 rural residents across more than 300 rural 556 

communi�es received services through these grants in our most recent cohort.   557 

Telehealth, as the commitee knows, is also an important lifeline for rural 558 

communi�es.  It helps bridge �me and geographic distances to link rural residents to 559 

healthcare otherwise not available in their community.   560 
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For more than 30 years, HRSA has been able to invest in telehealth networks 561 

thanks to Congress' ongoing support.   562 

These grants bring together all the key partners.  That is including the specialists 563 

at academic health centers, working with rural hospitals, community health centers, all 564 

with an eye towards bringing care to where the pa�ents are.   565 

I have seen this link rural residents to services such as behavioral health, 566 

cardiology, neurology, dermatology, that otherwise they would have had to drive long 567 

distances to get to.   568 

It has created telestroke programs that provide really important �mely care for 569 

those at risk of serious stroke damage, and it has helped connect pa�ents ge�ng services 570 

in their home.   571 

I think the common link in all of these programs is a commitment to its community 572 

partners working collec�vely to address their unique challenges.   573 

I have seen these programs con�nue on well a�er the Federal funding, and I think 574 

that is because all the partners have a stake in the ongoing success of the program.   575 

We thank you for your considera�on of the reauthoriza�on of these programs.  576 

We look forward to working with you on any ques�ons you might have about them.  577 

And I thank you for the opportunity to be here today and look forward to your ques�ons.  578 

[The prepared statement of Mr. Morris follows:] 579 

 580 

******** COMMITTEE INSERT ********  581 
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Mr. Griffith.  The gentleman yields back.   582 

We will now begin ques�oning.  I ask that members not begin a new ques�on to 583 

our witnesses as their 5 minutes is about to expire.  I would encourage members to use 584 

that process where they can submit writen ques�ons for the record.   585 

I now recognize myself for 5 minutes.   586 

Dr. Chen, in your writen tes�mony you men�oned our country will have a 587 

shortage of over 87,000 primary care physicians and nearly 210,000 nurses by 2037.  588 

And these shortages are not evenly distributed.  They are especially acute in rural areas, 589 

like the area I represent.   590 

I understand there are common challenges shared by mul�ple types of 591 

communi�es.   592 

Given this disparity that you highlighted, would it make more sense to beter 593 

target our Title VII and Title VIII resources to include geographic need instead of just 594 

looking at that based on race or ethnicity as some of the programs are currently 595 

opera�ng?   596 

Dr. Chen.  Thank you for the ques�on, and it is a very good ques�on, par�cularly 597 

as I sit here next to the head of the Federal Office of Rural Health Policy.   598 

Rural health workforce faces significant -- 599 

Mr. Griffith. Yeah, if you could speak up just a litle bit   600 

Dr. Chen. I am sorry. Significant and very unique challenges, and it does take 601 

inten�onality in addressing rural health workforce shortages.   602 

I would say Tom Morris is probably one of the people that I work the most with at 603 

HRSA to coordinate some of our programs.   604 

However, there are ongoing workforce challenges in urban and suburban 605 

communi�es.  For example, out of that 87,000 primary care physician shortage that we 606 
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are projec�ng, 18,000 of that is in rural communi�es; 69,000 is actually in nonrural 607 

communi�es.   608 

And so it really does require that we consider all communi�es and all communi�es 609 

facing those challenges.   610 

Mr. Griffith.  I appreciate that.  And you men�oned the Na�onal Health 611 

Service Corps and the Nurse Corps in your opening statement, and I have got one of these 612 

curious ques�ons that comes to me when witnesses are tes�fying.   613 

Did you grow up in the D.C. area?   614 

Dr. Chen.  I did.  I grew up --  615 

Mr. Griffith.  Okay.  Because one of the things I love about the, I call it the 616 

"Northern Exposure" model that the Na�onal Health Service Corps -- for those who don't 617 

know, it is an old TV show where a doctor goes to Alaska because he needs to pay off his 618 

student loans and he goes up there with a 5-year commitment.   619 

And it was a nice show, but it also shows how some�mes you go to another place 620 

and you end up staying.  And that is why I was curious as to what area you had originally 621 

come from.  I was thinking maybe you came to D.C. because of the Na�onal Health 622 

Service Corps.  But we are glad you are here.   623 

That said, do you think we need to authorize more funding for the Na�onal Health 624 

Service Corps and the Nurse Corps in order to expand those opportuni�es for rural and 625 

underserved areas?   626 

Dr. Chen.  We defer funding decisions to Congress, of course.  However, as I 627 

men�oned, the Na�onal Health Service Corps is able to award about 50 percent.   628 

The Nurse Corps is only able to award about 6 percent of all new applica�ons in a 629 

year.  So there is a lot of opportunity there.   630 

Mr. Griffith.  Yeah.  And of course this commitee only can do authoriza�on.  631 
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We can't do the actual expenditure.  That goes to Appropria�ons.  But I appreciate 632 

that.   633 

Mr. Morris, love you are talking about telehealth.  I have always loved telehealth.  634 

And, in fact, I carried the House version of the telestroke bill when it first came forward.   635 

The resource centers, the telehealth resource centers, which we are looking to 636 

reauthorize in the bills today, serve a vital role across the country, especially in rural areas 637 

like my district.   638 

The University of Virginia is currently the resource center for my district and all 639 

the Mid-Atlan�c.  Does HRSA distribute resources based on need or are the alloca�ons 640 

the same for each center?   641 

Mr. Morris.  For our Telehealth Network Grant Program, like many of our 642 

programs, it is a combina�on of those things.  Certainly need is a key factor in it, but we 643 

also want to make sure they have a viable work plan to move forward and that they have 644 

the personnel necessary to carry it out.  So it is a combina�on.   645 

Mr. Griffith.  Okay.  I appreciate that.   646 

The University of Virginia has experienced a 24 percent increase in telehealth 647 

visits from their program from fiscal year 2024 to fiscal year 2025.   648 

As we look to extend telehealth flexibili�es and coverage, do you think that we 649 

need to expand the number of centers that we have, thus reducing the geographic 650 

footprint that each center serves?   651 

Mr. Morris.  Well, thank you for the ques�on.   652 

It is interes�ng, we have been focusing on telehealth in rural areas for more than 653 

30 years.  And your record goes back -- I think I talked to Karen Rubin (ph) 654 

yesterday -- back to the mid-1990s when you were advoca�ng for this.   655 

And so with the pandemic, we saw the benefits of telehealth universally.  And so 656 
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the technology is ge�ng less expensive each year.  You can now use a personal 657 

computer.   658 

And so we are moving less from a hub-and-spoke model to a distributed.  And so 659 

the more access points, the beter.  It can be in your home.  It can be in the clinic.  It 660 

is a con�nually evolving technology, but it is certainly being tailored more to the pa�ent.  661 

So the more access points, the more access.   662 

Mr. Griffith.  All right.  I appreciate that.   663 

And we all lost friends.  I lost a dear friend in the COVID crisis.  The one thing 664 

that came out of that was healthcare providers suddenly realized that telehealth was not 665 

as alien as they originally thought, and it was greatly expanded, and we should con�nue 666 

that.   667 

I see that I am out of �me.  I was about to start a ques�on and I can't do that.  I 668 

said that myself.   669 

So I yield back, and now recognize the ranking member of the subcommitee, 670 

Ms. DeGete, for her 5 minutes of ques�ons.   671 

Ms. DeGete.  Thank you so much, Mr. Chairman.   672 

And, Dr. Corrigan-Curay, I want to thank you for your work on OMUFA and thank 673 

you for your tes�mony today.  I do think that this is something -- we have worked on it 674 

for many years.  And when I would talk to my cons�tuents about over-the-counter 675 

drugs, they couldn't believe that we weren't regula�ng them.   676 

So I am glad the program is working, and I do think this is something that we can 677 

absolutely get moving quickly so that it can be reauthorized by the end of the year.   678 

Dr. Chen, I want to talk to you a litle bit more about Title VII and the issues that 679 

we are having in training new healthcare workers.   680 

The chairman talked about shortages in rural areas, and that is a real problem, but 681 
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in districts like mine -- my district is the city and county of Denver -- we have challenges 682 

with some of our local community health centers in underserved areas as well.   683 

Is this what we see na�onwide, is there can be shortages everywhere?   684 

Dr. Chen.  No, absolutely.  We are facing, as I said, significant overall shortages 685 

in a number of different occupa�ons, but it is almost always in our rural and underserved.  686 

And community health centers obviously are designed to serve underserved communi�es 687 

that have the hardest �mes recrui�ng and retaining.   688 

Ms. DeGete.  Yeah.  And I think it is about 75 million people live in a primary 689 

care shortage area in this country.  So it is a real problem.  Is that right?   690 

Dr. Chen.  Yes, that is correct.   691 

Ms. DeGete.  It is about 22 percent of the country lives in an area without a bare 692 

minimum necessary primary care physician.  That is not even including the nurses or the 693 

mental health professionals, right?   694 

Dr. Chen.  That is correct, yes.   695 

Ms. DeGete.  So here is my ques�on.  How many addi�onal physicians do we 696 

need to train to eliminate the primary care shortages and to get to the bare minimum 697 

na�onwide?   698 

Dr. Chen.  As I shared earlier, we are projec�ng that for primary care physicians 699 

by 2037 we are facing a shortage of 87,000.   700 

Ms. DeGete.  We need 87,000 by 2037?  So that means we have got a lot of 701 

work to do.   702 

Now I want to talk about something that is becoming even more of an issue for 703 

me and most of the people on this subcommitee.   704 

We have an acute shortage of geriatricians now, which is alarming at how fast the 705 

popula�on is aging.  Is that correct?   706 
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Dr. Chen.  Yes, that is correct.   707 

Ms. DeGete.  Okay.  And that is why Title VII includes programs for educa�on 708 

and training in geriatrics.  Is that right?   709 

Dr. Chen.  It does.   710 

Ms. DeGete.  Now, the Title VII geriatrics programs support the career 711 

development of junior faculty in geriatrics, and they help train the primary care workforce 712 

on issues rela�ng to aging, among other things.  Is that right?   713 

Dr. Chen.  Yes, that is correct.  714 

Ms. DeGete.  In the 2022-2023 academic year, over 67,000 healthcare 715 

professionals, students, pa�ents, and caregivers received training under the Title VII 716 

geriatrics programs.  Is that right?   717 

Dr. Chen.  I don't know the numbers off the top of my head.   718 

Ms. DeGete.  Okay.  Do you know how many people received the training in 719 

the 2023-2024 year?   720 

Dr. Chen.  It should likely be about the same.   721 

Ms. DeGete.  About the same.  Okay.   722 

So this year the administra�on, instead of repor�ng those numbers in the fiscal 723 

year 2026 congressional jus�fica�on for HRSA, the administra�on instead proposed to 724 

eliminate Title VII geriatrics programs, and I think that is kind of the wrong way to go.  I 725 

think Congress needs to double down on this work.   726 

So, Mr. Chairman, that is one thing I want to talk to you about, is the geriatrics 727 

program.   728 

In academic year 2022-2023, 59 percent of the graduates who received one of the 729 

scholarships worked or trained in medically underserved communi�es 1 year a�er 730 

gradua�on and 30 percent in primary care se�ngs.   731 
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So I want to ask you, Dr. Chen, are students who go to school with this kind of a 732 

scholarship more likely to work in a medically underserved area a�er gradua�on?   733 

Dr. Chen.  We do find that across our programs that students that are supported 734 

by either our grant programs or our scholarship programs are more likely to prac�ce in 735 

high-need special�es as well as --  736 

Ms. DeGete.  Yeah, I am sorry.  This is the Scholarships for Disadvantaged 737 

Students program.   738 

Dr. Chen.  Oh, okay.   739 

Ms. DeGete.  I am sorry, I apologize, I skipped a line.   740 

Dr. Chen.  Yes, yes, absolutely.   741 

Ms. DeGete.  Okay.  And how many -- have any Scholarships for Disadvantaged 742 

Students grants been awarded this year?   743 

Dr. Chen.  We did not award Scholarships for Disadvantaged grants this year.   744 

Ms. DeGete.  Why is that?   745 

Dr. Chen.  We did have compe��ons that were cancelled.  And with those 746 

cancelled compe��ons, we did not make --  747 

Ms. DeGete.  Those were cancelled by the Trump administra�on?   748 

Dr. Chen.  Well, the funding decisions were made across the administra�on 749 

between the agency, the Department, OMB --  750 

Ms. DeGete.  And DOGE?   751 

Dr. Chen.  I cannot speak to DOGE.   752 

Ms. DeGete.  Okay.  Thank you.   753 

Thank you, Mr. Chairman.   754 

Mr. Griffith.  The gentlelady yields back.   755 

I now recognize the chairman of the full commitee, Mr. Guthrie, for his 5 minutes 756 
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of ques�ons.   757 

The Chair.  Thank you, Mr. Chair. 758 

And thank all of you for being here today.   759 

And, Dr. Corrigan-Curay, first, before I get started on my ques�on, I see Brian 760 

Fahey si�ng behind you.  And I saw him walking around here, and I was just thinking it 761 

was normal.  Then he goes and sits behind you.   762 

So, do you realize you got one of the top healthcare staffers from Capitol Hill to 763 

join you?   764 

So, I really appreciate Brian's service in my office and on our commitee and now 765 

in his role in the execu�ve branch.  So, I appreciate you having great, great -- he is a 766 

great -- you will enjoy working with him.  He has two beau�ful girls too, so they are -- I 767 

saw him start his young family in my office.   768 

So, first, I want to start with, I appreciate what FDA has done on the work to 769 

implement OMUFA over the last 5 years.   770 

My ques�on, what do you think has been successful with OMUFA, and then what 771 

would you like to see different?   772 

Dr. Corrigan-Curay.  Under OMUFA I, it was really let's build this program and 773 

star�ng from scratch and ge�ng our electronic system, ge�ng those founda�onal 774 

guidances, ge�ng the staff who could do the work.   775 

And then by year, we started to get mee�ngs with companies to start innova�on, 776 

and we received our first new OMOR for a sunscreen.   777 

I think OMUFA II really reflects the learnings from OMUFA I.  So one is that we 778 

need to provide more opportuni�es for innova�on, and we are going to do that by certain 779 

mee�ngs need to go longer if it is a complex ques�on.  We are going to offer 780 

opportuni�es to look at protocol synopsis.   781 
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We understand there are s�ll ques�ons about the GRASE standard, and so we are 782 

going to elicit what those ques�ons are and do some more educa�on.   783 

We are going to provide more clarity on when you are doing a proposed order for 784 

a new ac�ve ingredient, including some clarity on the confiden�ality of the data that 785 

comes along with that and how we treat that.   786 

We also understand there is room to grow in the quality area of OMUFA.  And so 787 

one of the things that we are going to do is, we are going to try -- we are going to staff up 788 

and get those assessments in new facili�es.   789 

So, a facility comes online and starts selling their drug, and we start asking them 790 

ques�ons and understand their facility.   791 

And we are also going to release those, what we call informa�on requests -- they 792 

are the ques�ons we ask -- because that gives industry more insight into what we are 793 

expec�ng.  And of course we will -- any warning leters that might come out, we will.   794 

And we are going to update our risk model.  So, when we are deciding where to 795 

go for an inspec�on, it is specific to the kind of risk factors we might see in an OTC facility.   796 

Finally, a lot of transparency we have.  So, we got our indexing up of our older 797 

documents.  We want to further give those documents.   798 

We are going to have transparency not only around those who don't pay their 799 

fees, but those who do pay their fees.  We are going to give transparency around 800 

exclusivity.   801 

And we are generally going to con�nue to work with those companies on 802 

innova�ve.  We have some proposed orders, as I said, the one about changing the 803 

dosage forms.  So, we are really hoping to move forward on that.   804 

So those are some of the examples.  Thank you.   805 

Mr. Guthrie.  Thank you.  Thank you for your answer.   806 
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Mr. Morris, I men�oned in my opening statement about rural health.  Can you 807 

elaborate on the metrics HRSA uses to measure and improve health outcomes through 808 

the rural healthcare services and outreach program?   809 

Mr. Morris.  I am sorry, sir.  Could you repeat the ques�on?   810 

Mr. Guthrie.  Can you elaborate on the metrics HRSA uses on the healthcare 811 

program to measure and improve health outcomes on rural healthcare services?   812 

Mr. Morris.  And sort of how we measure --  813 

The Chair.  In the outreach program.   814 

Mr. Morris.  How we measure the impact of our --  815 

Mr. Guthrie.  How do you measure the impact of that program?   816 

Mr. Morris.  Yes, sir.   817 

For the Rural Healthcare Outreach Program, we look at three main areas.   818 

We track do they improve health outcomes.  That is one area.   819 

We also look at whether they are able to con�nue the grant a�er -- con�nue the 820 

project a�er Federal funding.  Because these grants are essen�ally startup funding.  821 

They are not ongoing grants in perpetuity.   822 

So, the idea is, we are funding an idea in a community, and the hope is that they 823 

are going to keep it sustainable.  And we find that about over 90 percent of the grantees 824 

con�nue the project a�er Federal funding.   825 

And we do find that, like in our most recent cohort, more than 90 percent of the 826 

grantees were able to show improved health status for the people they served.   827 

The third area we look at is economic impact, because these dollars have a 828 

secondary role in these communi�es.  So, for every dollar invested in our most recent 829 

cohort, it generated another $2 in economic ac�vity.   830 

Mr. Guthrie.  Okay.  Thank you.   831 
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And, Dr. Chen, we are es�mated to be over 170,000 physicians short in the next 832 

decade.  Title VII and Title VIII were created to help increase par�cipa�on in the 833 

healthcare workforce.   834 

How can these programs be improved -- I have about 30 seconds -- or streamlined 835 

to beter meet the need, Title VII and VIII, to help atract more physicians?   836 

Dr. Chen.  I think the most important thing is that they are reauthorized.   837 

These programs have been very impac�ul.  We find that our health profession 838 

training programs rely on them to support training that is, again, focused on areas of 839 

need, whether it is special�es and professions that are in need, as well as integra�ng 840 

content into curriculum and training, for example, behavioral health into primary care, as 841 

well as training for rural and underserved communi�es.   842 

So, we do find that these programs are very effec�ve.   843 

The Chair.  Okay.  Thank you.   844 

My �me is expired, and I will yield back.  845 

Mr. Griffith.  The gentleman yields back.   846 

I now recognize the ranking member of the full commitee, Mr. Pallone, for 847 

5 minutes of ques�oning.   848 

Mr. Pallone.  Thank you, Mr. Chairman.   849 

I wanted to ask a few ques�ons of Dr. Corrigan-Curay.   850 

First, star�ng with sunscreen, which is an important topic right now at the 851 

Jersey Shore, which I represent.  For the summer of course, everybody uses sunscreen 852 

and worries about the type.   853 

At our stakeholder hearing in April, we heard that the current review system has 854 

caused delays in ge�ng new sunscreens to market.  We also heard the importance of 855 

ensuring safety of the product.   856 
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So given those concerns, I don't think that the language in the sunscreen 857 

legisla�on we are considering today is the right approach.  In fact, in a statement from 858 

the Environmental Working Group, they said, and I quote, that the bill would lower the 859 

bar for sunscreen safety.   860 

So, Mr. Chair, I would like to offer the statement from the Environmental 861 

Working Group on the sunscreen bill into the record.   862 

Mr. Griffith.  Without objec�on, so ordered.  863 

[The informa�on follows:] 864 

 865 

******** COMMITTEE INSERT ********  866 
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Mr. Pallone.  Thank you, Mr. Chairman.   867 

So, Dr. Corrigan-Curay, from what I can tell, because they are regulated as drugs, 868 

for sunscreen products to come to market FDA requires rigorous safety data.   869 

What are some of the harms that the agency is concerned about?  Briefly, 870 

because I have got two more ques�ons for you.   871 

Dr. Corrigan-Curay.  Sure.  Thank you.   872 

The harms that we are worried about is, if these products are absorbed 873 

systemically, they can have systemic effects across.   874 

So that can be the endocrine system, your hormones in development.  They can 875 

also affect cells and we could have abnormal growth or tumors.   876 

So these are the kinds of tests that any drug that reaches systemic levels we test 877 

for, whether it is an over-the-counter or a prescrip�on drug.  Those are the kind of tests 878 

that we do.   879 

Mr. Pallone.  Well, thank you.   880 

So what kinds of studies does FDA need to show products are safe from these 881 

risks?  In other words, has the FDA worked with manufacturers in ge�ng data that show 882 

products are safe from these risks that you just men�oned?   883 

Dr. Corrigan-Curay.  Yes.  So the first thing we had done was, we published the 884 

MUsT studies, which is the first thing you need to do and see what level these are 885 

absorbed.   886 

And then once they -- if they are absorbed, then we have studies that, including 887 

animal studies, that will tell us whether there are any unexpected toxici�es.   888 

And we are very much suppor�ve of what we are doing, the roadmap that 889 

Dr. Makary and the work that we have done to reducing, or even elimina�ng, animal 890 

studies.   891 
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But at this �me for some of those more complex, mul�-organ-system toxici�es we 892 

are using animal studies.  We don't have a replacement.   893 

Mr. Pallone.  But are these Federal studies, or are these studies that the 894 

companies are doing that make sunscreen?   895 

Dr. Corrigan-Curay.  These are the studies that the company would do.  We did 896 

the MUsT studies ourselves to show that they could be done and to provide sort of a 897 

roadmap for that.   898 

Mr. Pallone.  Okay.   899 

Well, let me go to the provider workforce issue.   900 

HRSA's Na�onal Center for Workforce Analysis has said there is a projected 901 

shortage of over 187,000 physicians and a projected 6 percent shortage of registered 902 

nurses by 2037.   903 

However -- oh, this actually is of Dr. Chen.  I am sorry.  I want to move to you.   904 

However, Dr. Chen, many of the programs within Title VII and VIII were proposed 905 

to be eliminated in the President's budget even though health workforce shortages only 906 

con�nue to increase.   907 

So if I could ask, Dr. Chen, if Congress reauthorizes these programs and 908 

appropriates funding for them, can you confirm that HRSA will follow the law and carry 909 

out these programs?   910 

We are always worried that we authorize things or we fund things and then the 911 

administra�on zeros them out or just freezes the funding.   912 

Can you comment on that?   913 

Dr. Chen.  What I can say is that if Congress authorizes and appropriates for 914 

these programs, we will implement them.   915 

Mr. Pallone.  All right.  Well, that is really important.  I really appreciate your 916 
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telling me that.  Because I do think that these workforce programs are more important 917 

than ever, and any atempt to eliminate them is really going to exacerbate the country's 918 

workforce shortages.   919 

The other thing I would say too is, I know that we have relied a lot in the past on 920 

going overseas to get doctors and to get nurses.   921 

And, I mean, that is fine in theory because we have such a shortage, but I really 922 

would much prefer that we train those people here and don't have to rely on other 923 

countries, because a lot of �mes I think it drains the doctors and the nurses in the other 924 

countries.   925 

I mean, people tell me that that is not the case, but it is hard for me to believe 926 

that it is not the case.   927 

So thank you. 928 

And thank you, Mr. Chairman.   929 

Mr. Griffith.  The gentleman yields back.   930 

I now recognize the new vice chair of the Health Subcommitee, Mrs. Harshbarger 931 

of Tennessee.   932 

Mrs. Harshbarger.  Thank you, Chairman Griffith.  I appreciate that.  And it is 933 

an honor to be the vice chair.   934 

It is the first reauthoriza�on of OMUFA, and it is important that we get it right.  935 

And we have made a lot of progress in the first 5 years of this, but I don't think we have 936 

realized the full poten�al of what Congress set out to achieve on behalf of consumers 937 

with this.   938 

So we need to work through that to improve the regulatory certainty and 939 

minimize regulatory burdens where possible.  And I have got a lot more ques�ons for 940 

you. 941 
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But, anyway, we will start with Dr. Chen.   942 

I represent a very rural area in east Tennessee, and I also co-chair the 943 

Congressional Bipar�san Rural Health Caucus.  And we con�nue to hear that pa�ents in 944 

rural areas have a much harder �me accessing quality healthcare services, which is o�en 945 

due to a lack of providers in the immediate area.  And we need to ensure that taxpayer 946 

resources are reaching the communi�es that need it most.   947 

And the term "disadvantaged" is used throughout Title VII and Title VIII of the 948 

Public Health Service Act.  And my ques�on is, how does the Secretary define such a 949 

term?   950 

Dr. Chen.  The defini�on that we use in our programs o�en is directed by statute, 951 

and if there is a par�cular program that you are interested in, we can follow up with you 952 

a�erwards with the specifics.   953 

Mrs. Harshbarger.  Okay.   954 

Mr. Morris, I joined Representa�ve Emanuel Cleaver to introduce bipar�san 955 

legisla�on to expand the scope of rural health grants to include mobile integrated health 956 

and community paramedic grantees, enabling Americans in rural communi�es to receive 957 

centralized mobile and preventa�ve care through local paramedics.  And it is an 958 

increasingly popular ini�a�ve in healthcare known as Community Paramedic.   959 

Currently, EMS is considered a service provider of transporta�on.  However, EMS 960 

has progressed over the years to become a crucial part of the healthcare system.   961 

What are your thoughts on reform of the current EMS system, and does HRSA see 962 

the value of Community Paramedic as a part of the future of EMS and healthcare as a 963 

whole? 964 
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RPTR BRYANT 965 

EDTR ROSEN 966 

[11:00 a.m.]   967 

Mr. Morris.  Thank you for the ques�on.  Yes, the use of community 968 

paramedicine local integrated care has been growing for the last 10 years.  And it is 969 

another example, I think, of the crea�vity that rural communi�es can bring to this.   970 

I think what spurred its crea�on was you had EMTs and paramedics with 971 

down�me between calls, and somebody had the idea that they could go do blood 972 

pressure checks and home visits, and it extended a somewhat some constrained 973 

workforce.  So I think it has worked well.   974 

We funded a number of those programs through the Rural Health Outreach over 975 

the years, and I am sure we are going to con�nue to fund them because they really do 976 

work.   977 

I think the larger challenges are how to sustain them.  There are some pathways 978 

forward where it might work well in a value-based care system, but we are also on a 979 

fee-for-service system.  So part of the challenge is figuring out the best way to cover 980 

those services.   981 

Mrs. Harshbarger.  Yes, really a lot of different ways to pay for different services.  982 

Telemedicine is another.   983 

So they fundamentally believe in the right care at the right place at the right �me.  984 

And that mentality means that the emergency department isn't always the best place for 985 

that pa�ent, and o�en, those pa�ents can be treated in place or via telehealth.   986 

Do you see how that is not only good for the pa�ents, but also for really the 987 

financial por�olio of the healthcare system as a whole?   988 

Mr. Morris.  Yes, ma'am.   989 
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Mrs. Harshbarger.  Dr. Corrigan-Curay, independent pharmacies are the bedrock 990 

of our communi�es.  And can you tell us how CDER is opera�onalizing the OTC-ACNU 991 

pathway in order to expand the role of consumer health products and helping consumers 992 

manage their health?   993 

Dr. Corrigan-Curay.  Sure.  You are referring to our addi�onal condi�on of use, 994 

which is a PDUFA program.  Yes, there is lots of flexibility in opera�onalizing.  A 995 

company will come in and they will establish that the usual sort of drug facts label is not 996 

sufficient for selec�on, and then there will be another condi�on of use that will be put on.  997 

Whether that would be going to a website, whether you could have something within a 998 

pharmacy, some ques�ons, electronic kind of ques�ons, but something that you would 999 

have to sa�sfy that condi�on of use before you access the product.   1000 

And we really think that this is going to be key to ge�ng more of those products 1001 

that we just can't get that self-selec�on through the label, and perhaps for chronic 1002 

diseases.  And so we will be working with companies on how to innovate in this area.  1003 

Mrs. Harshbarger.  Okay.  That is very, very good.  As a pharmacist, that 1004 

makes me feel good.  And then there are certain things that should be kept behind the 1005 

counter, but we will talk about that later.   1006 

Thank you, and I yield back.  1007 

Mr. Griffith.  The gentlelady yields back.   1008 

I now recognize the gentleman from California, Dr. Ruiz.   1009 

Mr. Ruiz.  Thank you, Mr. Chairman.   1010 

I represent a very rural district in southern California, and I am an emergency 1011 

physician by background.  So I have seen the real need for investments and 1012 

improvements in rural healthcare systems.   1013 

Pa�ents experience unique barriers to carry in rural communi�es, like long 1014 
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distances to the nearest clinic and transporta�on challenges; long ambulance wait �mes 1015 

that delay cri�cal care; and provider shortages.  That is why con�nued investments in 1016 

workforce pipelines and programs to improve pa�ents' access to care and quality of care 1017 

are so important.   1018 

The commitee is considering a bipar�san bill today that would reauthorize several 1019 

programs that help strengthen healthcare in rural communi�es:  H.R. 2493, the 1020 

Improving Care in Rural America Reauthoriza�on Act of 2025 by Representa�ves Carter 1021 

and Schrier that I support.   1022 

The bill would reauthorize three important programs:  The Rural Healthcare 1023 

Services Outreach Program, the Rural Health Network Development Planning Program, 1024 

and the Small Healthcare Provider Quality Improvement Program.   1025 

Mr. Morris, in what ways have you seen these programs lead to improved access 1026 

to care in rural communi�es, and how does HRSA measure the impacts of these grants?   1027 

Mr. Morris.  Thank you for the ques�on.  The programs -- let me speak to the 1028 

outcomes first.  I noted earlier that we have three primary ways that we measure the 1029 

impact they are having on our community.   1030 

The first is we look at whether they are improving health status.  And so our 1031 

most recent cohort, which is around 90 percent of the grantees, were able to show 1032 

improved health status for the folks they served.   1033 

The second way is these are essen�ally --  1034 

Mr. Ruiz.  So beter health?   1035 

Mr. Morris.  What is that? 1036 

Mr. Ruiz.  So beter health? 1037 

Mr. Morris.  Yes, beter health.   1038 

So these are startup funds.  They tend to be the 4-year grant.  In the case of the 1039 
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planning grants, it is a 1-year grant.  So they are not grants that somebody gets in 1040 

perpetuity, but just to get a good idea off the ground.   1041 

So one of the things we look at is sustainability.  And typically, a litle more than 1042 

90 percent of our grantees are able to keep the project going a�er the grant ends.   1043 

Mr. Ruiz.  So they add new healthcare services.  1044 

Mr. Morris.  Yes.  So the Federal funding got it started, but the community kept 1045 

it going.  And one of the ways that we do that is we don't fund a single en�ty, we fund a 1046 

consor�um of folks.  So we have a health department coming together with a hospital 1047 

or a clinic.  And we find if you have more people involved in the program, they feel more 1048 

vested.  1049 

Mr. Ruiz.  So more access to care because there are more services and there are 1050 

beter health outcomes.   1051 

What aspects of rural health do you see the greatest need for improvement?   1052 

Mr. Morris.  Well, I think you look at the five leading causes of death, and in 1053 

every State in the country, you see people in rural areas tend to die at a higher rate for 1054 

avoidable or excess death.  So cardiac disease, diabetes, injury, pulmonary disease, 1055 

diabetes, all of those are high-need areas.   1056 

Mr. Ruiz.  Would access to a hospital nearby affect health outcomes in rural 1057 

communi�es?   1058 

Mr. Morris.  Definitely.  I mean a hospital can o�en --  1059 

Mr. Ruiz.  So if a hospital would close, it would put in jeopardy the health 1060 

outcomes of that community?   1061 

Mr. Morris.  When any healthcare en�ty closes in a community, you have --  1062 

Mr. Ruiz.  The big ugly bill is projected to close about 20 percent of rural 1063 

hospitals.  That is a big problem.  That is going to take us backwards in improving the 1064 
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health. 1065 

Also vital to the improvement of healthcare quality and access in rural 1066 

communi�es are programs to support the physician workforce pipeline.  Title VII of the 1067 

Public Health Service Act promotes educa�on and training for healthcare professionals.  1068 

Title VII programs help bolster our healthcare workforce.  So we must ensure these 1069 

programs con�nue to have the resources needed to help our communi�es.   1070 

According to HRSA's own data, our health system is projected to be short by at 1071 

least 187,000 physicians by 2037.  As we face increased provider shortages, I am 1072 

concerned about recent ac�ons that not only make it harder for those who want to 1073 

pursue medical educa�on.   1074 

The Republicans' big ugly bill capped Federal student loans for professional 1075 

schools at 200,000, which is far below the average cost of atending medical school, and 1076 

eliminated, completely eliminated the Graduate PLUS Loan Program that helped them fill 1077 

the gap between their loans and the cost of medical school.   1078 

So this will be par�cularly devasta�ng for economically disadvantaged students 1079 

from underserved communi�es, exactly where we need the physicians the most.  As we 1080 

know, physicians are more likely to prac�ce medicine where they grow up, and we need 1081 

more providers in underserved communi�es.  To make maters worse, the Trump 1082 

administra�on has proposed cu�ng numerous workforce development programs from 1083 

Title VII.   1084 

Dr. Chen, what impact would cu�ng these programs have on the healthcare 1085 

workforce?   1086 

Dr. Chen.  Well, as I have men�oned, our programs definitely have had posi�ve 1087 

impacts on all the things that you are talking about, and we recognize that funding 1088 

decisions have impact.   1089 
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Mr. Ruiz.  So elimina�ng them would have nega�ve impacts?  It is okay to say 1090 

yes.   1091 

Dr. Chen.  Yes.   1092 

Mr. Ruiz.  Thank you.  I yield back.   1093 

Mr. Griffith.  The gentleman yields back.   1094 

I now recognize the gentleman from Florida, Gus Bilirakis.   1095 

Mr. Bilirakis.  Thank you very much, Mr. Chairman.  I appreciate it.  1096 

Congratula�ons on your chairmanship.  I know you will do a great job.  1097 

So, Mr. Chairman, thank you again for the opportunity to discuss a number of 1098 

important reauthoriza�ons to support the public health workforce, rural health, of 1099 

course, and over-the-counter medicines, all of which reach every aspect of our daily lives.  1100 

I look forward to learning more from our witnesses on how our commitee can improve 1101 

these cri�cal programs.   1102 

First, I would like to highlight the Newborn Screening Saves Lives Reauthoriza�on.  1103 

Newborn screening is one of our Na�on's most successful public health programs, as you 1104 

know, serving nearly 4 million infants each year and saving thousands of babies' lives.   1105 

As co-chair of the Rare Disease Caucus, I am acutely aware of how iden�fica�ons 1106 

and interven�ons significantly improve health outcomes for those born with rare 1107 

diseases.  I remain commited to strengthening the cri�cal program while embracing 1108 

innova�on that allows it to keep pace with the rapid advances in diagnos�c science and 1109 

technology.   1110 

I also am interested in learning more about the Over-the-Counter Monograph 1111 

Drug Reauthoriza�on and promo�ng innova�on in the over-the-counter space for 1112 

American consumers.   1113 

So the ques�on, the first ques�on is for Dr. Corrigan-Curay.  I hope I got that 1114 
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right.  As you are well aware, ma'am, the monograph sets the condi�ons under which 1115 

the OTC drug products are generally recognized as safe and effec�ve, also known as 1116 

GRASE.  We have heard from stakeholders in our last hearing that more clarity could be 1117 

provided around the standards for GRASE determina�ons.   1118 

Can you provide a high-level overview of the current standards the FDA uses when 1119 

making these determina�ons, and how do you think the FDA can clarify and improve the 1120 

GRASE standards, please?   1121 

Dr. Corrigan-Curay.  Yes.  Thank you for that ques�on.  So the GRASE standard 1122 

is safe and effec�ve, and it is a standard that is similar to what we use for drugs that 1123 

aren't over-the-counter.  And it is important that they be just as safe and effec�ve, 1124 

because these are drugs that, of course, are used not under the supervision of a 1125 

physician.   1126 

That being said, each program we look at individually, and we look at the data that 1127 

we need to establish that.  And we will work with a company, and we can have 1128 

back-and-forth.  That is part of our mee�ngs.  That is part of things like the protocol 1129 

synopsis, so that we can have that discussion and determine what is the data that is 1130 

necessary to meet that standard.   1131 

And under OMUFA two, we have commited to do further educa�on in this area, 1132 

and we will be solici�ng from industry where their ques�ons are so that we are most 1133 

responsive to them.   1134 

Mr. Bilirakis.  Thank you so much.   1135 

Dr. Chen, as you know, Florida has a high and growing popula�on of older 1136 

Americans, and, simply, we need more healthcare professionals trained in geriatrics in 1137 

our State or any other State, for that mater.   1138 

We are fortunate to have two Geriatric Workforce Enhancement Programs in 1139 
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Florida that are working hard to train doctors, nurses, social workers and caregivers on 1140 

how to more effec�vely care for older adults, especially those with chronic condi�ons and 1141 

Alzheimer's disease, and I will add Parkinson's as well.   1142 

Would you explain why these programs are important to our ability to provide 1143 

efficient care to this popula�on, and how effec�ve are these programs in incorpora�ng 1144 

new and improved technologies and treatments in geriatric care?   1145 

Dr. Chen.  Thank you.  Actually, that was an excellent summary, I think, of what 1146 

the Geriatric Workforce Programs do.  They are grants to organiza�ons, healthcare 1147 

organiza�ons, who then work to train the workforce.  But actually in the training of the 1148 

workforce, they are also delivering care.  So it is a real combina�on.  And as you stated, 1149 

the aging of our popula�on means that this workforce is needed.  1150 

Mr. Bilirakis.  Thank you very much.   1151 

Anybody else on the panel want to add something to that?  Well, I appreciate it 1152 

very much. 1153 

And I will yield back, Mr. Chairman.  Thank you.   1154 

Mr. Griffith.  The gentleman yields back.   1155 

I now recognize the gentlelady from Michigan, Mrs. Dingell.   1156 

Mrs. Dingell.  Thank you, Mr. Chair.  Thank you for holding this important 1157 

hearing on a range of cri�cal public health topics, including the Over-the-Counter 1158 

Monograph Drug User Fee Program that is expiring this year.  I am very proud to have 1159 

helped write it with my colleague, Diana DeGete, and my colleagues on the other side of 1160 

the aisle in a bipar�san effort to create the program and its enactment in the CARES Act.   1161 

Through discussions involving Members, pa�ents, doctors, pharmacists and 1162 

advocates, I am glad we were able to take the first step towards reauthorizing OMUFA 1163 

before it expires this year on September 30th.   1164 
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But as we work towards a reauthoriza�on that will improve access to safe, 1165 

effec�ve over-the-counter products, I am very concerned about the ability to implement 1166 

this reauthoriza�on without a strong FDA workforce.  In April, more than 3,500 FDA 1167 

employees were laid off, a roughly 15 percent reduc�on in force.   1168 

Secretary Kennedy has announced that he would reverse a por�on of the broad 1169 

cuts without specifying how this would occur.  Firing key drug safety officials in the 1170 

name of efficiency I believe is shortsighted.  It is not the way that our healthcare system 1171 

should be run, and that it risks American safety.   1172 

The Trump administra�on has stated that an�cipated cuts to the FDA workforce 1173 

will not affect product reviewers or inspectors.  Even if these posi�ons are spared from 1174 

termina�ons, gu�ng the agency workforce leaves them with more responsibility and 1175 

fewer resources.  The idea that they will not be impacted is simply not realis�c, 1176 

especially when the FDA is already understaffed and behind on inspec�on deadlines.   1177 

Dr. Corrigan-Curay, I understand you can't answer ques�ons about RIF, so I won't 1178 

put you in the posi�on of asking you a ques�on on that specifically.  However, we do 1179 

need to ensure the agency has the necessary staffing to enable product evalua�ons 1180 

without compromising FDA's dedica�on to scien�fic integrity, public health, regulatory 1181 

standards, pa�ent safety, and transparency.  The user fees are central to that.   1182 

So what I will ask is the impact on staffing if this program is not reauthorized on 1183 

�me.  For example, what happens to staff in the workflow and availability of pa�ents?   1184 

Dr. Corrigan-Curay.  Thank you for that ques�on.  You are correct.  If this 1185 

program was not authorized on �me, approximately 44 percent of the scien�sts, 1186 

reviewers and others working in this area would have to be terminated.  And what 1187 

would happen is we would stop mee�ng on development programs.  The proposed 1188 

orders we have out, including the one on changing the dosage forms, would not get done 1189 
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and delayed.  The new sunscreen that we are trying to work, we would miss those 1190 

deadlines and we would fall back on the innova�on that we are working on.   1191 

Mrs. Dingell.  Thank you.  So my colleagues, we have got to work together on 1192 

this.   1193 

As a co-chair of the Skin Cancer Caucus, I would like to turn to the issue of 1194 

sunscreen regula�on, and recognize we have skin care pa�ents and advocates in the 1195 

audience today.  Thank you for being here and for your advocacy and dedica�on to the 1196 

cause of skin cancer preven�on.   1197 

I have introduced a bipar�san bill, the SAFE Sunscreen Standards Act, alongside 1198 

my fellow co-chair, Representa�ve John Joyce, which would streamline the FDA review 1199 

process of the effec�veness and safety of new ingredients for nonprescrip�on 1200 

sunscreens.   1201 

But we do want to make sure everybody is safe.  Sunscreen is cri�cal in the 1202 

preven�on of skin cancer, yet there are concerns that the current FDA regula�ons 1203 

regarding sunscreen-ac�ve ingredients aren't sufficient.  There hasn't been an approved 1204 

new ac�ve ingredient in sunscreen since 1999.  You can go to Europe, you can get much 1205 

beter product than you can get here.   1206 

Dr. Corrigan-Curay, I first want to get your opinion on the current situa�on of the 1207 

sunscreen tes�ng requirements.  Do you see opportuni�es for Congress to act to alter 1208 

the requirements on tes�ng to increase the available ac�ve ingredient list?   1209 

Dr. Corrigan-Curay.  Thank you for that ques�on.  I think we are willing to work 1210 

with you on legisla�on.  We do want new sunscreens on the market.  We want to 1211 

make sure they are safe.  We do have a new product, the first OMOR was for a 1212 

sunscreen.  So we hope that perhaps we will break that 1999 record.   1213 

But these are drugs, and when we see that they are systemically absorbed at a 1214 
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rate that they could have systemic effects, we need to evaluate that.  And we are willing 1215 

to look at ways to evaluate it, provided we get the informa�on that will allow us to 1216 

determine it is safe.  1217 

Mrs. Dingell.  I am going to submit more ques�ons for the record because I am 1218 

out of �me, but I do think we have got to figure out how the FDA balances health and 1219 

environmental concerns with the need to access the most updated sunscreen technology 1220 

and medicine.   1221 

So I am going to have ques�ons for the record and yield back, Mr. Chairman.  1222 

Mr. Griffith.  The gentlelady yields back.   1223 

I now recognize the gentleman from Georgia, Mr. Carter.   1224 

Mr. Carter of Georgia.  Thank you, Mr. Chairman.   1225 

And thank all of you for being here.   1226 

I am pleased that two of my bills are included in today's hearing, the Improving 1227 

Care in Rural America Reauthoriza�on Act and the FDA Moderniza�on Act.   1228 

Improving rural healthcare is one of the top issues on my priority list.  As we like 1229 

to say in the State of Georgia, there are two Georgias.  There is Atlanta and there is 1230 

everywhere else, and I represent everywhere else.  So it is important, par�cularly in 1231 

rural south Georgia.   1232 

And we know that rural communi�es have a lot of obstacles.  We know they 1233 

have workforce problems.  We know that they have distance and transporta�on issues.   1234 

That is why the Improving Care in Rural America Reauthoriza�on Act will 1235 

reauthorize the Rural Health Care Services Outreach Programs.  And those programs 1236 

fund locally driven projects that focus on improving access to care and quality 1237 

improvement and things that we want to improve on.   1238 

Mr. Morris, let me ask you, many rural communi�es have higher rates of chronic 1239 
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diseases, like diabetes and hypertension.  What specific interven�ons funded through 1240 

the outreach program have been most effec�ve in reducing chronic diseases in rural 1241 

areas?   1242 

If you will remember, when Secretary Kennedy took over at HHS, he made it clear 1243 

and he has made it clear ever since then that he really wants to address chronic disease.  1244 

It impacts over 26 million people in our country, and it is something that he has made as a 1245 

priority.  And we on this Health Subcommitee want to make it a priority as well.   1246 

Mr. Morris.  Thank you for the ques�on, and thank you for your sponsorship of 1247 

the reauthoriza�on of this program.  1248 

You know, when we review the applicants of this program, it is a good indica�on 1249 

of where the greatest needs are, because the communi�es are able to iden�fy what they 1250 

want to work on and how they are going to address it.  And so we do see a lot of our 1251 

applicants coming in looking at chronic disease.   1252 

I think the things we have seen that have been really effec�ve over the years are 1253 

early screening, so you can iden�fy somebody who is at risk of a chronic disease and then 1254 

ge�ng them into a care plan.   1255 

So a lot of our grantees include both screening programs and then care 1256 

coordina�on as well.  We see a lot of use of community health workers to help people 1257 

pay aten�on to their meds and keep track of what they need to do to manage their 1258 

chronic disease.   1259 

These grants, because they are essen�ally startup funding, they can also provide 1260 

the ini�al salaries for a new doctor or a new nurse prac��oner, and that can help get the 1261 

project going as well.   1262 

Mr. Carter of Georgia.  Do you do anything with diets, because we are known as 1263 

the cardiac belt, because of our diets.  We have such good food and such good cooks 1264 
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down South.   1265 

Mr. Morris.  I miss that food, sir, but I take your point.  And certainly I know of 1266 

an example in your district in Baxley, Georgia, the Appling Partners in Health.  And a big 1267 

part of what they are doing is looking at how to teach people how to cook more healthy 1268 

foods as a way to address --  1269 

Mr. Carter of Georgia.  But it is not as good.  I mean it is just -- anyway, Dr. 1270 

Corrigan-Curay -- thank you, Mr. Morris.   1271 

Dr. Corrigan-Curay, I appreciate the administra�on's focus on reducing animal 1272 

tes�ng and including FDA's roadmap for reducing animal tes�ng in preclinical safety 1273 

studies.  We all know that millions of animals are being killed unnecessarily, and we 1274 

want to do something about this.   1275 

That is why I have introduced the FDA Moderniza�on Act 3.0, which will allow for 1276 

the development of safe and effec�ve treatments and therapies without unnecessary 1277 

animal suffering.  We have a law for animal-free tes�ng methods on the books, and it is 1278 

�me we put it to use by expanding tes�ng op�ons.   1279 

When does the agency an�cipate making updates to its recommenda�ons or 1280 

guidance on this mater?   1281 

Dr. Corrigan-Curay.  Thank you for that ques�on.  We are commited to 1282 

reducing, and even elimina�ng if we can, animal tes�ng.  We have been successful in 1283 

certain areas.  We don't test eye irrita�on or skin irrita�on with animals, and we will 1284 

make sure that our guidances and our rules make it clear that we are open to companies 1285 

coming in with these alterna�ve methods.   1286 

We had a very great mee�ng with NIH, lots of science was discussed, and I think 1287 

we are really on a good road to move forward in this area.   1288 

Mr. Carter of Georgia.  Good.  Thank you, Dr. Corrigan.   1289 
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Mr. Chairman, I was very pleased to see OMUFA reauthoriza�on on today's 1290 

agenda along with my FDA Moderniza�on Act 3.0.  One key tenet of the FDA 1291 

Moderniza�on Act are the provisions on nonanimal tes�ng methods for 505(g) or all 1292 

monograph drugs.  This will open the door for greater innova�on and innova�on 1293 

products for consumers.   1294 

I look forward, Mr. Chairman, working with you to include this language into the 1295 

OMUFA.  So thank you, and I will yield back.  1296 

Mr. Griffith.  The gentleman yields back.   1297 

I now recognize the gentlelady from Washington, Dr. Schrier.   1298 

Ms. Schrier.  Thank you, Mr. Chairman.  Thank you, Ranking Member.  And 1299 

thank you to all the witnesses for being here today.   1300 

As a pediatrician, I first want to talk about newborn screening.  I am so happy 1301 

that our commitee is considering the Newborn Screening Saves Lives Reauthoriza�on 1302 

Act, which is legisla�on that I co-lead with Dr. Morrison.   1303 

The heel prick blood test that every newborn in this country gets is a simple, 1304 

low-cost, effec�ve tool to iden�fy and treat so many rare diseases.  In fact, I was 1305 

recently at a food bank in my district, and one of the volunteers there was a teenager 1306 

who I diagnosed when she was born with PKU, phenylketonuria.  And she is doing so 1307 

well and thriving in high school because of this early detec�on and treatment, which she 1308 

has been so good about doing.   1309 

And I just want to tell you that, or tell everybody that without that newborn 1310 

screening and early treatment, she would not have been diagnosed un�l permanent 1311 

developmental delays and seizures and other just terrible outcomes.  So this was really a 1312 

godsend for her.   1313 

And this is the common denominator with all these diseases.  They are rare, but 1314 
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early detec�on and treatment helps these kids live totally normal lives.  And some�mes 1315 

that is with diet, some�mes medica�on, some�mes gene therapy.   1316 

And I just want to emphasize the importance and say that I really look forward to 1317 

working with this commitee to advance this important bill.   1318 

I also wanted to touch on rural health.  And we have been talking about the 1319 

doctor shortage and the Improving Care in Rural America Reauthoriza�on Act, which I 1320 

co-lead with Congressman Carter.   1321 

My district is 10,000 square miles, and so, it includes a lot of rural communi�es 1322 

that depend on scarce providers and vulnerable hospitals.  And this bill will help expand 1323 

access.   1324 

However, I just would be remiss if I did not point out that almost all House 1325 

Republicans voted to cut a trillion dollars from Medicaid just a couple weeks ago.  And I 1326 

just want to say that this one big ugly bill will close rural hospitals, and it will impact the 1327 

very communi�es that we are talking about helping.  And so, this just feels somewhat 1328 

hollow to be suppor�ng this bill, and at the same �me, taking away with the other.   1329 

I was wondering if you could just touch on in maybe 30 seconds, Mr. Morris, the 1330 

impact of Medicaid cuts on rural hospitals and the already exis�ng shortage of primary 1331 

care doctors.   1332 

Mr. Morris.  Thank you for the ques�on.  I will defer the workforce por�on of 1333 

the ques�on to my colleague.  The passage of the bill, we are s�ll reviewing that 1334 

language and --  1335 

Mr. Griffith.  Can you move the mic a litle bit closer.  1336 

Mr. Morris.  I will defer the primary care ques�on to my colleague.  On the 1337 

passage of the bill, we are s�ll reviewing the language in the bill.  And obviously, it will 1338 

be implemented by the Centers for Medicare and Medicaid Services, and we are there as 1339 
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a resource as they work through it.  1340 

Ms. Schrier.  We an�cipate -- the data shows that it will close one in four rural 1341 

hospitals, just to let you know what you will find when you look at the data.   1342 

I also wanted to talk about the physician and nurse workforce, because we are 1343 

considering the reauthoriza�ons of Title VII and Title VIII health workforce programs.  1344 

And this ensures that we have the physicians, nurses, den�sts that we need to serve 1345 

pa�ents, par�cularly in rural areas.   1346 

And we do need a bigger pipeline and we need these programs, and I support 1347 

these programs.  And again, though, I just have to say that this feels hollow to hear my 1348 

colleagues' support for Title VII and Title VIII when they just voted to severely limit 1349 

financial aid for medical and nursing students, capping the amount that they can take out, 1350 

making it so that interest starts accumula�ng immediately, making them more expensive 1351 

and lengthier to pay off, and that these are the exact students that we are talking about 1352 

who would benefit from Titles VII and VIII.  In addi�on, the Trump administra�on has 1353 

proposed gu�ng most of the nurse workforce programs within Title VIII.   1354 

Dr. Chen, it is great to see you again, a fellow pediatrician.  What will happen to 1355 

our health system if your agency loses funding for nurse workforce programs, like the 1356 

Nurse Faculty Loan Repayment Program and the Nurse Educa�on, Prac�ce, and Reten�on 1357 

program, and loans become more difficult to pay off?   1358 

Dr. Chen.  I think I can -- I will just reemphasize that we do know that our 1359 

programs are impac�ul, that they have made a difference in terms of workforce 1360 

shortages and distribu�on of the workforce.   1361 

I think what we realize, though, is that the President's budget is the beginning of 1362 

the conversa�on, that Congress ul�mately makes the final decision.  And we are ready 1363 

to work with you on this.   1364 
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Ms. Schrier.  We think so.  I hope that this Congress stands up for bills that we 1365 

passed in a bipar�san way and does not let this President do a runaround our power of 1366 

the purse.   1367 

Thank you, and I yield back.  1368 

Mr. Griffith.  The gentlelady yields back.   1369 

I now recognize the gentleman from Texas, Mr. Crenshaw.   1370 

Mr. Crenshaw.  Thank you, Mr. Chairman.   1371 

We all know the FDA plays a very cri�cal role in protec�ng the health and safety of 1372 

Americans, but we also know some of the systems have not kept up with modern science 1373 

and consumer needs.   1374 

It is one of the reasons I am proud to support the bipar�san reauthoriza�on of the 1375 

Over-the-Counter Monograph User Fee Program.  And it has some smart updates to it.  1376 

I think it helps the FDA keep everyday medicines, like allergy meds, cold remedies, 1377 

sunscreens safe and up to date, but without adding red tape.   1378 

It brings more transparency, scien�fic flexibility and accountability to assist in that 1379 

over 90 percent of Americans rely on.  OTC products help people manage their health.  1380 

They avoid unnecessary doctor visits, and that is good for families, good for our rural 1381 

communi�es.  It is good for a sustainable workforce.  So fixing the system, making it 1382 

work beter for everyone, I think, is in our interest.   1383 

Dr. Corrigan-Curay, this legisla�on formally allows the use of voluntary consensus 1384 

standards and alterna�ve tes�ng methods for monograph updates.  Help us understand 1385 

that.  How does that change the scien�fic flexibility and efficiency of the review process?   1386 

Dr. Corrigan-Curay.  Well, I think the voluntary consensus standards, using those, 1387 

you know, they are known, they are transparent, they can be relied on.  And, you know, 1388 

alterna�ve standards, we have asked in OMUFA two, we want to have a new �er, what 1389 
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we call a �er two proposed order so that we can update some of the outdated tests that 1390 

may be in some of the monographs.   1391 

So I think we are willing to work with that and try and use -- how do we get -- use 1392 

the most up-to-date tes�ng that gets us to the answer that we need, and, of course, 1393 

update some of these tes�ng standards that were in the monographs.   1394 

Mr. Crenshaw.  We are talking about over-the-counter monographs.  What 1395 

about applying those kind of standards to other pathways in FDA?  Do you have any 1396 

comments on that?  I don't want to throw you something out of le� field there, but --  1397 

Dr. Corrigan-Curay.  Sure.  And all of us, when we are looking at any alterna�ve 1398 

method to gather data, for example, the alterna�ves to animal tes�ng, we are going to 1399 

use those across the board.  So if they can answer a ques�on of safety in an OTC drug, 1400 

and they can answer it in a prescrip�on drug, then we are going to use it.   1401 

I would men�on that there are many places we don't use animal studies.  For 1402 

example, in our biosimilar program, when we are approving new biosimilars.  Most of 1403 

our generics don't need animal studies.  Those are a lot of medica�ons that are used 1404 

every day.  But any test that is fit for purpose we will use across for other products.  1405 

Mr. Crenshaw.  Yes.  And I will reiterate over and over, and I hope one of our 1406 

goals in this commitee is, while maintaining safety standards for the American people 1407 

but making the FDA an efficient process, that does not destroy the last remaining 1408 

innova�ve industry in the world, which is in the United States.  And I hope that is a goal 1409 

of our administra�on, and I think it should be a goal of this commitee.  1410 

Mr. Morris, in many rural communi�es, access to a physician can be limited to a 1411 

part-�me clinic or a distant hospital.  For residents in those areas, how essen�al is it to 1412 

have reliable, over-the-counter medica�ons available for managing common health 1413 

needs?   1414 
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And to follow up, are you hearing concerns, whether from pa�ents, providers, 1415 

States, that outdated or ineffec�ve OTC drugs are s�ll in circula�on, simply because the 1416 

FDA hasn't had the resources to review them?   1417 

Mr. Morris.  Congressman, thank you for that ques�on.  It is outside of my 1418 

knowledge base.  I defer to my colleague at FDA on that.  I would think the same 1419 

challenges --  1420 

Mr. Crenshaw.  Feel free to jump in.  That is fine.   1421 

Dr. Corrigan-Curay.  You know, we are overseeing and looking at the 1422 

safety/effec�veness.  As you know, we have an order to update the acetaminophen 1423 

safety for a rare side effect.  We also have the proposed phenylephrine order we are 1424 

trying to work through, which would -- you know, on efficacy, the lack of efficacy there.   1425 

And so we also, on our agenda, we are going to do some updates in the pediatric 1426 

dosing for acetaminophen by weight-based, as well as update NSAIDS for some issues for 1427 

pregnant women.  So we are con�nuing to work through.  And I think we are 1428 

effec�vely making sure that they are safe and effec�ve.   1429 

Mr. Crenshaw.  Okay.  I appreciate that.   1430 

And I will have more ques�ons.  I am almost out of �me so I yield back.   1431 

Mr. Griffith.  The gentleman yields back.   1432 

I now recognize the gentleman from Texas, another gentleman from Texas, 1433 

Mr. Veasey.   1434 

Mr. Veasey.  Thank you, Mr. Chairman.   1435 

I want to thank the witnesses for being here today.  There is one area of public 1436 

health where the stakes could not be higher, and that is newborn screening.  Every year, 1437 

nearly 4 million babies are born in the United States, and newborn screening iden�fies 1438 

about 14,000 babies each year with poten�ally life-threatening or life-altering condi�ons.  1439 
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For those children, ge�ng an early and accurate diagnosis can mean the difference 1440 

between a healthy life and irreversible harm or even death.   1441 

In 2003, under President George W. Bush, the Advisory Commitee on Heritable 1442 

Disorders in Newborns and Children, or ACHDNC, was established to save lives and spare 1443 

families from suffering.   1444 

Across Democra�c and Republican administra�ons, that commitee has 1445 

determined which condi�ons belong on the Recommended Uniform Screening Panel, or 1446 

RUSP, the gold standard that guides States on which condi�ons to screen for at birth.  1447 

The RUSP is the reason 14,000 families annually can get a �mely diagnosis, early 1448 

interven�ons, and have a figh�ng chance for their children.   1449 

Despite this progress, I was saddened to learn from a family in my district in April 1450 

that HHS quietly and really abruptly dissolved this commitee.  There were no hearings 1451 

or no warnings, no consulta�on with families.  And this reckless decision put children's 1452 

lives at risk, plain and simple.  And let me tell you why.   1453 

Before the commitee was shut down, it was on the verge of vo�ng to add a new 1454 

condi�on onto the screening panel, and that is Duchenne muscular dystrophy, or DMD.  1455 

And DMD is a very devasta�ng gene�c disease that primarily affects boys and causes 1456 

muscles to degenerate and weaken over �me.  Children o�en appear very healthy at 1457 

birth, but without early detec�on, symptoms like difficulty walking and frequent falls 1458 

begin to happen at around the age of three or four.  Eventually, DMD pa�ents lose the 1459 

ability to walk.  Their heart and breathing muscles weaken, and many die in their early 1460 

twen�es and early thir�es from respiratory or heart failure.   1461 

Mr. Chairman, I would like to enter into the Congressional Record an NBC ar�cle 1462 

that tells the story of Jennifer McNary and her two sons.  1463 

Mr. Griffith.  And what is the organiza�on?   1464 
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Mr. Veasey.  I want to enter it into the record.  1465 

Mr. Griffith.  No, I know you want to enter it into the record of the commitee, 1466 

but I am trying to figure out -- you gave ini�als or something.  What is the organiza�on 1467 

that printed it?   1468 

Mr. Veasey.  NBC News.  1469 

Mr. Griffith.  Oh, NBC News.  I am sorry, I just couldn't hear that.  And do you 1470 

have a date on that?   1471 

Mr. Veasey.  Yes.  This ar�cle is dated April 17, 2025, sir.   1472 

Mr. Griffith.  Without objec�on, so ordered.  1473 

[The informa�on follows:] 1474 

 1475 

******** COMMITTEE INSERT ********  1476 
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Mr. Veasey.  Thank you.  Jennifer is a mother who has lived through both 1477 

devasta�on and hope associated with newborn screening.  Jennifer's eldest son, Aus�n, 1478 

was diagnosed with DMD at age three, when he was already struggling to walk.  Aus�n 1479 

and his family bravely fought for years, but his diagnosis came too late to change his 1480 

trajectory of his disease.  Sadly, Aus�n died this past February at age 26.   1481 

Jennifer's second son was born into a different world, a world shaped by newborn 1482 

screening.  Max was also diagnosed with DMD at birth, allowing him to receive physical 1483 

therapy and steroids and to become one of the first pa�ents able to tolerate a new gene 1484 

therapy treatment.   1485 

Max walked un�l he was 17, 7 years longer than his older brother.  Now Max is 1486 

23, uses a wheelchair and needs help ge�ng in and out of bed, but he is s�ll alive and he 1487 

is able to live semi-independently and he is able to go out with friends.  And he is here 1488 

because of newborn screening and early interven�on.   1489 

That is the difference this commitee makes.  That is the difference that RUSP 1490 

makes, and that is the difference this legisla�on makes.  This is not hypothe�cal.  It 1491 

truly is life or death for many families.  And we would be striving to close that gap, not 1492 

allowing the future of newborn screenings to wither on the vine.   1493 

Doctors and advocates across the country warn that dissolving ACHDNC puts us at 1494 

risk of returning to a patchwork system where children's chances of survival really does 1495 

depend on their ZIP code.  And our newborn screening system saves thousands of lives 1496 

each year, but it cannot func�on in the dark.   1497 

So I am glad this hearing includes a discussion dra� of the Newborn Screening 1498 

Save Lives Reauthoriza�on Act of 2025, but I am going to be frank.  I am really outraged 1499 

at where we stand today, with no func�oning ACHDNC and no roadmap for its 1500 

reinstatement.  This simply cannot wait.   1501 
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Mr. Chairman, thank you.   1502 

Mr. Griffith.  The gentleman yields back.   1503 

I now recognize the gentleman from Pennsylvania, Dr. Joyce, for his 5 minutes of 1504 

ques�oning.   1505 

Mr. Joyce.  Thank you, Mr. Chairman.  And congratula�ons on your new role as 1506 

the chairman of the Health Subcommitee.  We look forward to working with you.   1507 

I would further like to thank you for including the SAFE Sunscreen Standards Act in 1508 

this hearing.  This is my bipar�san legisla�on, also introduced by Representa�ve Dingell, 1509 

Representa�ve Ross, and Representa�ve Dave Joyce of Ohio.  This represents a 1510 

year-long work product from the congressional Skin Cancer Caucus aimed at fixing a 1511 

serious health crisis that we are facing each and every day in the United States.   1512 

Today, nearly one in five Americans will develop skin cancer in their life�me.  1513 

Squamous cell carcinomas, basal cell carcinomas are es�mated at over five million cases 1514 

each year.  In 2025, it is es�mated that over 200,000 cases of melanoma will be 1515 

diagnosed.  And in the last 15 years, we have seen that number of new invasive 1516 

melanomas diagnosed to be increased by almost 50 percent.   1517 

We also know that the vast majority of these cancers are caused by ultraviolet 1518 

damage from the sun.  This means that the use of sunscreen decreases the risk of these 1519 

skin cancers occurring drama�cally.   1520 

As a dermatologist, the best sunscreen is the one that someone will actually use.  1521 

And, unfortunately, this is an area that the United States has fallen behind the rest of the 1522 

world in approving new sunscreen products.   1523 

I know that it has been stated before in this hearing but, Dr. Corrigan-Curay, since 1524 

1999, over 25 years ago, how many new sunscreen ingredients and formula�ons has the 1525 

FDA approved for use in the United States?  1526 
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Dr. Corrigan-Curay.  We have not approved a new one, but we do have a new 1527 

order.   1528 

Mr. Joyce.  That is frightening.  Zero is the answer since 1999.  That was most 1529 

of my �me as a prac�cing dermatologist in the United States.  No new sunscreens.   1530 

Mr. Chairman, I would ask unanimous consent to introduce into the record leters 1531 

of support from the Skin Cancer Founda�on, AIM at Melanoma, the SUNucate Coali�on, 1532 

and the and PASS Coali�on.  1533 

Mrs. Harshbarger.  [Presiding.]  Yes, sir, without objec�on.  1534 

[The informa�on follows:] 1535 

 1536 

******** COMMITTEE INSERT ********  1537 



  

  

70 

Mr. Joyce.  Thank you.  These leters represent consensus, consensus support 1538 

for this bill from physician groups from the American Academy of Dermatology, 1539 

melanoma research groups, and those involved in actual day-to-day pa�ent care.   1540 

The risk for these pa�ents is real.  I worked in this area.  I saw it every single 1541 

day of my career as a physician.  For children and adolescents who develop just one 1542 

single blistering sunburn this summer, they will double their chances of developing 1543 

melanoma in their life�me.  One blistering sunburn, double your chances of a 1544 

poten�ally deadly disease.   1545 

And the FDA has failed for over two decades to keep pace with innova�on in this 1546 

space.  So while I understand the minority does have concerns on environmental issues 1547 

here, the risk of cancer and ul�mately death is something that must be considered in this 1548 

balance.   1549 

Dr. Corrigan-Curay, other countries that regulate sunscreen ingredients as drugs 1550 

have found ways to ensure high safety standards while ensuring that their popula�ons 1551 

get access to newest innova�ve techniques and products.  This represents right now a 1552 

failure at the FDA.   1553 

Are you willing to commit to working with this commitee and stakeholders on 1554 

ways to increase access while ensuring the safety for the American consumer?   1555 

Dr. Corrigan-Curay.  Thank you.  We are willing to work.  I think we share the 1556 

same goal of having addi�onal choices.  We do have very effec�ve sunscreens.  I do 1557 

want to say that there are sunscreens on the market that are effec�ve.  But we 1558 

understand that having addi�onal op�ons is important, but also understanding the safety 1559 

of those op�ons.   1560 

Mr. Joyce.  Thank you.  Both Representa�ve Debbie Dingell and I stand ready to 1561 

work with everyone on this commitee to make sure that the text of this policy meets the 1562 



  

  

71 

stated goals, and have the desired impact at the FDA and account for any pa�ent safety 1563 

concerns.  We respect and understand that.   1564 

But American ci�zens are dying today as we are holding this hearing from 1565 

metasta�c melanoma.  We can have that impact.  We must take the next step to have 1566 

that impact.  I strongly urge considera�on of this bill. 1567 

And, Mr. Chairman, I yield back.   1568 

Mrs. Harshbarger.  The gentleman yields back. 1569 

And now I will recognize the gentlewoman from Texas, Representa�ve Fletcher.   1570 

Mrs. Fletcher.  Thank you so much, Madam Chairwoman.   1571 

And thank you to Ranking Member DeGete.   1572 

Thank you to all the witnesses for your tes�mony today.  It has been very 1573 

helpful.  And I appreciate that all of you are public servants who care about the health 1574 

and well-being of people across this country and have dedicated your careers to doing 1575 

that, and we are here to talk about those things in your recommenda�ons today.  So I 1576 

really want to thank you not only for your tes�mony but for your work.   1577 

At the same �me, I have real concerns that once again, even if we reauthorize 1578 

these programs, we won't have the funding or the staff to carry out these important 1579 

recommenda�ons and implement the informa�on that we are hearing.   1580 

I brought up this concern in April when we first were at our hearing on the 1581 

Over-the-Counter Monograph User Fees Reauthoriza�on.  And I just don't understand 1582 

why we are having another hearing on this, on reauthorizing a program that supports 1583 

FDA's work, while simultaneously allowing the Trump administra�on to gut the FDA's 1584 

workforce.   1585 

This applies to the program reauthoriza�ons under considera�on today in these 1586 

bills that fall under HRSA as well.  And if everyone doesn't know, HRSA is slated to be 1587 
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eliminated completely as an agency under HHS, under Secretary Kennedy.  We had him 1588 

here a couple weeks ago.  We need to have him back here, because these are hugely 1589 

important ques�ons.   1590 

This is going to be eliminated as a subagency, and it is all part of the 1591 

administra�on's effort to shrink government.  And many of the cri�cal workforce 1592 

programs that we are talking about that HRSA oversees were slashed in President 1593 

Trump's budget that this Congress is considering and seeming to move through without 1594 

opposi�on, without objec�on to cu�ng the Federal workforce, to cu�ng these agencies, 1595 

to cu�ng the work that is being done to help people in our communi�es and to keep 1596 

them safe and to help them be healthy and healthier.   1597 

And it is not included in the authoriza�ons that we are talking about today, but 1598 

one example of a workforce program that was eliminated in the President's budget that 1599 

we talked about a litle bit earlier is the Children's Hospitals Graduate Medical Educa�on 1600 

Program, the residents in children's hospitals.   1601 

This has tradi�onally been a bipar�san program with a ton of support, and it is the 1602 

only Federal program dedicated to training pediatricians.  And our resident pediatrician 1603 

already asked her ques�ons, but we know, we know from people across our districts that 1604 

this program helps train the doctors who take care of our children.  And it is eliminated 1605 

in the President's budget.  It is completely eliminated.  The President has decided this 1606 

is no longer worthy of support.   1607 

So my ques�ons, I have ques�ons that I am going to ask the witnesses, but my real 1608 

ques�on is for the Republicans on this commitee.  If we reauthorize these programs, 1609 

and in the next budget the President eliminates them, are you going to vote against 1610 

them?  Are you going to do anything to object and to fight for the programs that 1611 

everyone here is saying they wanted.   1612 
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We are introducing bipar�san bills about reauthorizing programs that we are 1613 

le�ng the Trump administra�on -- and when I say "we," I mean half of this body, the 1614 

majority in this body over the strong objec�ons of the people on my side of the aisle are 1615 

le�ng the administra�on run roughshod, are doing whatever the President wants 1616 

without ques�on in cu�ng agencies, in cu�ng funding, in cu�ng staff, in saying they 1617 

want to get rid of all these things.   1618 

Will you vote against that?  Will you object?  Will you stand up for the things 1619 

that we are talking about today?  If we pass the Over-the-Counter Reauthoriza�on and 1620 

there are no staff to review over-the-counter drugs, are you going to care about firing all 1621 

of them then?   1622 

We can put a stop to this here in Congress.  We can do that.  We can say no.  1623 

We can vote no.  And I would like to see that happening in this commitee and in this 1624 

Congress.   1625 

So, Dr. Chen, I took longer than I thought to ask my ques�ons of my colleagues on 1626 

the other side of the aisle, so I have a ques�on for you that I am going to submit for the 1627 

record.  You talked a litle bit earlier about your experience, and in your tes�mony, 1628 

obviously, you talked about the various programs.  And I would like for you to speak 1629 

about how the Children's Hospitals Graduate Medical Educa�on program helps address 1630 

the pediatric workforce shortages as well.  I am out of �me, so I will look forward to 1631 

your answer in wri�ng in the record. 1632 

And I will yield back.  Thank you so much.   1633 

Mrs. Harshbarger.  The gentlelady yields back.   1634 

And now I recognize the gentleman from Ohio, Mr. Balderson, for 5 minutes.   1635 

Mr. Balderson.  Thank you, Madam Chair.  Good to see you over there.  1636 

Thank you all for being here today.  And my ques�ons will be directed 1637 
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predominantly to Dr. Corrigan-Curay.   1638 

Thank you for being here.  This commitee has heard concerns that the FDA 1639 

moves goalposts in regard to what is asked of sponsors during reviews.  Do you believe 1640 

that this has been an issue within the over-the-counter drug program as well?   1641 

Dr. Corrigan-Curay.  I would say we don't try to move goalposts.  But when we 1642 

ask for a study, you can ask for a study to answer a ques�on, and those are scien�fic 1643 

studies.  It is possible that the study doesn't yield the informa�on that is necessary and 1644 

we need addi�onal informa�on.  But we do our best to only ask for the informa�on that 1645 

we need and to be least burdensome in our approach to the informa�on we are asking to 1646 

evaluate for safety and effec�veness.   1647 

Mr. Balderson.  Thank you.  Do you think the FDA can provide greater 1648 

consistency and predictability, moving forward?   1649 

Dr. Corrigan-Curay.  That is always our goal, and we will take that cri�cism that 1650 

we may not be mee�ng that goal and try and implement greater consistency and 1651 

predictability.   1652 

Mr. Balderson.  Okay.  I will follow up with you again also, Doctor.  Congress 1653 

has made clear its intent for the FDA to incorporate real world evidence and new 1654 

alterna�ve tes�ng methods during its review and approval processes.   1655 

However, we have heard concerns that the agency has been slow to implement 1656 

these tools.  Can you explain how the FDA is currently using RWE and NAT in sunscreen 1657 

evalua�ons and what steps the FDA is taking to ensure that this aligns with both the leter 1658 

and the spirit of congressional direc�on?   1659 

Dr. Corrigan-Curay.  Thank you for that ques�on.  We certainly will rely on 1660 

real-world evidence when it is appropriate and it can answer the ques�on.   1661 

You know, in the area of sunscreens, it may seem somewhat counterintui�ve that 1662 
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they are used all the �me and so there must be a lot of data and real-world data that we 1663 

should be accessing in making our determina�ons.   1664 

There are a couple things when you are trying to look for what we are saying 1665 

causality is here.  Does it cause some effect?  You need to know what the exposure is.  1666 

And unlike a prescrip�on drug where we have in medical records exactly how much you 1667 

took, when you took it, when we are talking about sunscreens, they can be used over 1668 

many years.  It is very difficult for people to quan�fy or remember which sunscreen, 1669 

how long.  And that can be a key issue that we need, but we will con�nue to look at 1670 

whatever data we can.   1671 

In terms of the alterna�ve methods, as I said, we are very excited about the 1672 

roadmap.  We are working hard to develop the science that we can replace/reduce 1673 

animal tes�ng.  Skin irrita�on is no longer done with animals.  Eye irrita�on is no 1674 

longer done with animals.  And we con�nue to look for other alterna�ve methods, and 1675 

we certainly will apply them to sunscreens.   1676 

Mr. Balderson.  Okay.  Thank you.   1677 

Lastly, 5 years ago Congress worked with the first Trump administra�on to enact 1678 

the OTC Monograph Drug User Fee Act program.  I know this was a cri�cal step in 1679 

modernizing the regula�on of OTC products for the American people and taking key steps 1680 

to empower consumers with more choices in mee�ng their healthcare needs.   1681 

A key goal of enac�ng OMUFA was to improve the regulatory certainty around 1682 

FDA's OTC work.  But, as Congress assesses what has worked well in the first 5 years of 1683 

this program and where we have opportuni�es to improve with this year's 1684 

reauthoriza�on, what sugges�ons do you have for how there can be more transparency 1685 

with sponsors to further improve regulatory certainty when it comes to these products?   1686 

Dr. Corrigan-Curay.  Thank you.  We certainly have learned from OMUFA one 1687 
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and that is reflected in OMUFA two.  You know, we are going to provide more guidance 1688 

or educa�on on the GRASE standard, but we are first going to seek clarity from sponsors 1689 

in terms of what are the ques�ons they have.   1690 

We know we need to provide more guidance on when you are bringing in a 1691 

proposed order for a new ac�ve ingredient, more guidance on how we treat confiden�al 1692 

data, also on exclusivity.  We are going to do transparency on exclusivity, transparency 1693 

on fees, who is paying fees and who is not paying fees.   1694 

We are going to con�nue to provide guidance in areas that industry needs to 1695 

understand that predictability and what our expecta�ons are.   1696 

Mr. Balderson.  Okay.  Thank you very much.   1697 

And, Mr. Chairman, I yield back.   1698 

Mr. Griffith.  [Presiding.]  The gentleman yields back.   1699 

I now recognize the gentleman from Massachusets, Mr. Auchincloss.   1700 

Voice.  I think she was here.   1701 

Mr. Griffith.  We didn't have that, but that is fine with me.  I am just trying to 1702 

follow the rules.  Okay.  Then I apologize and I recognize the gentlelady from New 1703 

York, Ms. Ocasio-Cortez.   1704 

Ms.  Ocasio-Cortez.  Thank you, Mr. Chairman.   1705 

And thank you to our witnesses for being here today.  1706 

Less than 2 weeks ago, we saw Republicans vote to completely gut Medicaid, 1707 

which covers nearly half of all births in the United States.  And they did this despite the 1708 

fact that the United States, the richest country in the world, also has the highest rate of 1709 

maternal deaths among all wealthy countries.   1710 

Black women, in par�cular, in America are dying at more than three �mes the rate 1711 

of White women in childbirth.  And we also have the highest rate of infant deaths 1712 
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overall compared to other high-income countries.  We are also the only country that 1713 

doesn't guarantee healthcare as a basic human right.   1714 

Dr. Chen, as a medical provider, can you speak to why the United States has such 1715 

high rates of infant and maternal mortality?   1716 

Dr. Chen.  This is not actually my area of exper�se, so I don't want to speak out 1717 

of turn.  Our Maternal and Child Health Bureau does cover this issue very, very closely, 1718 

and we are happy to follow up with you a�erwards. 1719 

Ms.  Ocasio-Cortez.  I understand.  I also think it is important that we talk 1720 

about the Healthy Start program.  Healthy Start is a federally funded, bipar�san 1721 

program whose sole purpose is to reduce infant deaths and improve the health of 1722 

pregnant women and new mothers.   1723 

There are more than 115 Healthy Start programs across the country in both 1724 

Republican and Democra�c districts.  In fact, Healthy Start was actually created by a 1725 

Republican President, George H.W. Bush, in 1991.   1726 

Healthy Start programs, like the ones in my community in the Bronx, provide 1727 

educa�on for new parents so that they can safely care for their baby and one-on-one 1728 

support through home visits.  They ensure that families are connected to the services 1729 

they need, like housing, food, transporta�on and prenatal and postpartum care.   1730 

Dr. Chen, your agency oversees the healthy start program, correct?   1731 

Dr. Chen.  Yes, in the Maternal and Child Health Bureau. 1732 

Ms. Ocasio-Cortez.  And as I men�oned earlier, it was created under Republican 1733 

President George H.W. Bush, but since then Healthy Start has been reauthorized several 1734 

�mes on a bipar�san basis.  The last �me it was reauthorized was during President 1735 

Trump's first administra�on.   1736 

And that is because Healthy Start works.  Women in Healthy Start receive earlier 1737 
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and more frequent prenatal care.  Fathers are more engaged, and babies are born 1738 

healthier under this program.   1739 

I am proud to be leading the reauthoriza�on of this with Representa�ve 1740 

Malliotakis and con�nuing the bipar�san tradi�on of this program.  I would like to urge 1741 

my colleagues to support this commonsense, bipar�san effort to reauthorize Healthy 1742 

Start.   1743 

I also want to briefly turn to another bill we are discussing today about sunscreen, 1744 

which was led by my colleagues, Representa�ves Joyce and Dingell, which was spoken to 1745 

earlier today.   1746 

With respect to sunscreen, as skin cancer is the most common cancer in the 1747 

United States, and for people who work long hours outside, like farm workers and 1748 

construc�on workers, adequate sun protec�on is essen�al.  Yet, the Food and Drug 1749 

Administra�on, or the FDA, has not approved any new sunscreen filters since 1999.  Yet, 1750 

our counterparts in Europe and Korea and many other markets around the world have 1751 

been able to bring much more technologically advanced filters to the market.   1752 

And the reason this is important is that it is not just a cosme�c issue.  The easier 1753 

sunscreens are to apply and the more elegant these formula�ons are, then the easier and 1754 

more commonly adopted they will be for people to use.   1755 

If they are uncomfortable, if they smell bad, if they have all of these other issues, 1756 

folks who work on farms, folks that work in construc�on, and people who work in the sun 1757 

are less likely to use them, and it elevates cancer risks for working people.   1758 

And so, I am deeply suppor�ve of efforts within the FDA to help streamline a safe 1759 

process for approving these new filters, ensuring, yes, we want to make sure that there 1760 

aren't endocrine disrup�ons or any other kinds of issues, ensuring the safety of these.  1761 

But surely, we can come to a process where we don't have to wait 25 years between 1762 
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filters when we are being outperformed by the rest of the world.   1763 

So I want to express my support for those efforts and ensure that we can get this 1764 

moving, because it is just simply unacceptable. 1765 

And Dr. Corrigan-Curay, why is the United States so far behind other countries 1766 

when it comes to available sunscreens?   1767 

Dr. Corrigan-Curay.  So in some countries, these are regulated not as drugs, but 1768 

they are regulated as cosme�cs.  And we regulate them as drugs, and we have done 1769 

some tes�ng.  We know they are systemically absorbed, and we need to look at that 1770 

data.   1771 

If we that data in hand, we would be ready to review as many sunscreens as was 1772 

submited.   1773 

Ms. Ocasio-Cortez.  Thank you very much.   1774 

And I yield back to the chair.  Thank you.   1775 

Mr. Griffith.  The gentlelady yields back.   1776 

I now recognize the gentlelady from Iowa, Dr. Miller-Meeks.   1777 

Mrs. Miller-Meeks.  Thank you and congratula�ons, Chair Griffith.   1778 

And I thank the witnesses for tes�fying before the subcommitee today.   1779 

I have the privilege of represen�ng Iowa's first congressional district, which is 1780 

largely rural, and in many cases, medically underserved.  And having been one of the 1781 

physicians who prac�ced in these underserved rural areas, I know fully how being an 1782 

advocate for rural Americans' access to healthcare is a priority for me.  And I look to a 1783 

produc�ve conversa�on with our witnesses.  1784 
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RPTR MOLNAR 1785 

EDTR CRYSTAL 1786 

[11:57 a.m.]  1787 

Mrs. Miller-Meeks.  Dr. Chen, the Geriatrics Workforce Enhancement Program, 1788 

GWEP, is a Title VII-funded program that plays a cri�cal role in building a well-equipped 1789 

healthcare workforce that meets the challenges of an aging popula�on.   1790 

At the University of Iowa, the program has reached over 40,000 learners, spanning 1791 

nearly all of Iowa's 99 coun�es, promo�ng age-friendly care to address the complex 1792 

needs of older Iowans in rural and underserved areas with limited access to specialized 1793 

care.   1794 

Can you speak to the importance of such programs as our demographics con�nue 1795 

to shi� and older adults are projected to outnumber youth by 2034?   1796 

Dr. Chen.  Thank you so much for the ques�on and the focus on the 1797 

geriatric -- on the older adult popula�on and the healthcare workforce that is needed to 1798 

take care of it.   1799 

You are absolutely right.  As our popula�on is aging, one of the things that is 1800 

driving our projected workforce shortages is the aging of the popula�on.  As people get 1801 

older, their need for healthcare tends to increase.  And their need for healthcare also 1802 

changes as they get older.  It becomes much more complex.   1803 

And so having those specialists, being able to engage in direct care, as well as 1804 

working on the system to provide beter care and access are important, and that is what 1805 

the Geriatric Workforce Enhancement Programs do.   1806 

Mrs. Miller-Meeks.  Thank you.   1807 

Dr. Corrigan-Curay, earlier this year I sent a leter to the FDA expressing concern 1808 

with one aspect of the agency's then-proposed rule on addi�onal condi�ons for 1809 
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nonprescrip�on use, or ACNU.   1810 

The rule went into effect in May, and I am concerned that it contains a provision in 1811 

the preamble that would allow for simultaneous marke�ng of otherwise same 1812 

prescrip�on drug a�er approval of a nonprescrip�on drug -- I know it is complex -- with 1813 

an addi�onal condi�on of nonprescrip�on use.   1814 

Historically, when all uses of a product are switched to nonprescrip�on use, FDA 1815 

has, as required by statute, determined that the prescrip�on product must no longer be 1816 

available.   1817 

Would you support the FDA reconsidering this por�on of the preamble to avoid 1818 

consumer confusion and encourage more prescrip�on-to-nonprescrip�on switches?   1819 

Dr. Corrigan-Curay.  Thank you for that ques�on.   1820 

It is a complicated issue, but in this case, unlike an over-the-counter without a 1821 

condi�on of use, that over-the-counter, we have determined, can just be accessed at any 1822 

store shelf wherever it is being sold. 1823 

With the addi�onal condi�on of use, it means that there is going to be some sort 1824 

of perhaps technology that is used before you obtain access.   1825 

We also realize that there may be consumers who do not want to use that 1826 

technology, and we want to have the opportunity for them to poten�ally access that as a 1827 

prescrip�on drug.  That is the ra�onale underlying that.   1828 

Mrs. Miller-Meeks.  Thank you.   1829 

Dr. Chen, in your writen tes�mony you state that "HRSA serves as the primary 1830 

Federal agency for improving healthcare access and improving the health of Americans, 1831 

par�cularly those in underserved areas, by growing and strengthening the healthcare 1832 

workforce and connec�ng skilled providers to communi�es in need."   1833 

For 3 years now I have led an annual bipar�san appropria�ons leter that in part 1834 
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advocates for the Public Health Workforce Loan Repayment Program, in addi�on to which 1835 

I was the Director of Public Health in Iowa for several years.   1836 

Infec�ous disease doctors addi�onally collaborate with public health 1837 

departments, especially in prepara�on of, and in response to, public health threats.   1838 

Do you believe that the workforce programs, such as the Public Health Workforce 1839 

Loan Repayment Program and the Bio-Ppreparedness Workforce Pilot Program, are 1840 

worthwhile investments?   1841 

Dr. Chen.  Well, I can't speak on pending legisla�on.   1842 

The workforce obviously is very important for a number of different reasons, both 1843 

for the public health side as well as the bioterrorism, infec�ous disease workforce, and if 1844 

Congress were to fund those programs, we would aim to implement them.   1845 

Mrs. Miller-Meeks.  Since you men�oned that you can't speak on them -- and my 1846 

�me is expiring -- if you could respond in wri�ng if there are manners in which the Federal 1847 

Government can help with our workforce needs, that would be helpful.   1848 

With that, I yield back.  Thank you.   1849 

Mr. Griffith.  The gentlelady yields back.   1850 

And now I recognize the gentleman from Massachusets, Mr. Auchincloss.   1851 

Mr. Auchincloss.  Thank you, Chairman.   1852 

We are having this legisla�ve hearing on a number of bills that affect the Food and 1853 

Drug Administra�on at a �me when the FDA is under unusual and extraordinary strain 1854 

from the conspiracizing and conflicts of interest of the Secretary of Health and Human 1855 

Services, and I am hoping to work with the Commissioner of the FDA to help insulate the 1856 

career scien�sts at this gold standard agency from poli�cal pressures and ideology that is 1857 

not evidence-driven.  1858 

I have been concerned by some of his recent statements.  He has praised Calley 1859 
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Means as a great scien�fic mind when I think all evidence is to the contrary.  He has 1860 

linked FDA approvals to pricing, which is contrary to the FDA mandate of safe and 1861 

effec�ve.  And most recently has introduced this Commissioner's Na�onal Priority 1862 

Voucher Program, which I don't believe has any statutory authority.   1863 

And these are issues that need to be addressed because if the FDA is 1864 

accommoda�ng purges of career scien�sts under his leadership and breaching its 1865 

statutory mandate, it is hard to have confidence in its ability to implement many of these 1866 

pieces of legisla�on, including the FDA Moderniza�on Act.   1867 

Dr. Corrigan-Curay, could you just briefly give us your experience at the FDA over 1868 

your career?  How long have you worked there and what roles have you had?   1869 

Dr. Corrigan-Curay.  I have worked there for approximately 9 years.  I started as 1870 

the lead in the Office of Medical Policy.  I then moved up into the Office of the Center 1871 

Director.  I was Ac�ng Director of Opera�ons, and then moved into Principal Deputy, 1872 

and most recently moved into the Ac�ng Center Director role.   1873 

Mr. Auchincloss.  So it is safe to say that you understand the FDA's mandate and 1874 

opera�ons prety well?   1875 

Dr. Corrigan-Curay.  Yes, I do.   1876 

Mr. Auchincloss.  And is there any part of the FDA's mandate that has to do with 1877 

pricing?   1878 

Dr. Corrigan-Curay.  We do not directly address pricing, but our compe��on 1879 

areas -- biosimilars and generics -- we are very aware that the --  1880 

Mr. Auchincloss.  I understand that the role for generics and biosimilars is to 1881 

reduce the cost of drugs, and generics have proven very successful in doing that.  1882 

Biosimilars have made progress.  We have got more work to do.  I get why we approve 1883 

those.   1884 
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But is your approval pathway linked to the price of the drug, or is it linked to 1885 

safety and efficacy of the drug?   1886 

Dr. Corrigan-Curay.  Our approval pathway is linked to safety and efficacy of the 1887 

drug.  1888 

Mr. Auchincloss.  So when the Commissioner says that the price of a drug is 1889 

going to influence the approval pathway, does that conform to the mandate?   1890 

Dr. Corrigan-Curay.  I am not aware of what he said.  I don't know whether he is 1891 

talking about access and compe��on --  1892 

Mr. Auchincloss.  Well, what he was talking about was the Commissioner's 1893 

Na�onal Priority Voucher Program and how he might decide to allow drugs to use this 1894 

fast track.   1895 

Before we get into the CNPV, though, give me a brief overview of exis�ng 1896 

Accelerated Approval pathways.  What do they do for companies?   1897 

Dr. Corrigan-Curay.  So the Accelerated Approval pathway is an approval 1898 

pathway, and what we do is, we can approve on a surrogate end point that is reasonably 1899 

likely.  It leaves some uncertainty.  And then we get the confirmatory evidence a�er.   1900 

We also have a number of programs, like Breakthrough and Fast Track, which are 1901 

also programs in which we work with companies.  We will have more touch points to get 1902 

them with a drug that is promising either in a preclinical or clinical basis.   1903 

Mr. Auchincloss.  And these programs are approved by Congress, yes?   1904 

Dr. Corrigan-Curay.  They are.   1905 

Mr. Auchincloss.  Explicitly?   1906 

Dr. Corrigan-Curay.  They are.  1907 

Mr. Auchincloss.  In your understanding, is there anything within the FDA 1908 

regula�ons that would allow for a Commissioner to create a new approval pathway 1909 
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without congressional statute?   1910 

Dr. Corrigan-Curay.  My understanding, you know, we can have various �mes 1911 

that we approve.  We have goals of when we want to approve something.  So we can 1912 

try and approve -- we may say a supplement takes 6 months, but under Breakthrough we 1913 

can get rolling submissions, we could poten�ally get that done faster.  1914 

Mr. Auchincloss.  I understand that you want to, as an agency, you want to have 1915 

a �ght feedback loop.  I am saying, is there anything in the FDA's current authorizing 1916 

statute that allows a Commissioner to create a brand-new Accelerated Approval pathway 1917 

subject to his discre�on?   1918 

Dr. Corrigan-Curay.  I don't think this is an Accelerated Approval.  I think it is a 1919 

challenge to us to try and move faster in certain areas where there are unmet needs.  1920 

And I am sure we could get back to you in wri�ng with more detail on that.   1921 

Mr. Auchincloss.  Right.  But as you said, it cannot be linked to price, and it can't 1922 

be linked to anything that Congress doesn't expressly authorize.  So what would be the 1923 

basis for a Na�onal Priority Voucher Program?   1924 

I mean, does he just get to decide which drugs get preferred?  Is this like fear or 1925 

favori�sm, whatever he thinks is necessary?   1926 

Dr. Corrigan-Curay.  Well, my understanding is we are going to get more 1927 

informa�on about this in the process.  On our website, I think there are things like 1928 

unmet medical needs, some of the areas where we typically try and move a litle faster.   1929 

Mr. Auchincloss.  Yes.  The challenge here is the biotech companies need to be 1930 

compe�ng on safety and efficacy, and they absolutely deserve a quick turnaround �me 1931 

from the agency, and you should give them that, and PDUFA should help nego�ate that.   1932 

But what we can't allow to have happen is the Commissioner's pet projects, or his 1933 

favorites, or his opinions override preclinical phase 1, phase 2, phase 3 data.  And this 1934 
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program right here, which is without basis in congressional statute, is a fear or favori�sm 1935 

pathway.   1936 

Mr. Griffith.  The gentleman's �me has expired.  The gentleman yields back.   1937 

I now recognize the gentleman from New Jersey, Mr. Kean.   1938 

Mr. Kean.  Thank you, Mr. Chairman.   1939 

New Jersey is a hub of ingenuity in many industries, including in over-the-counter 1940 

drugs.  A number of OTC companies have a strong presence in New Jersey, where they 1941 

manufacturer and they develop their innova�ve products.   1942 

Unlike prescrip�on drugs, Americans see these products on store shelves every 1943 

day and use them for common ailments or to help their kids when they are sick.  In fact, 1944 

many of these products and their ac�ve ingredients have been on shelves in some cases 1945 

for decades.   1946 

But this does not mean that these companies are not innova�ve.  Addi�ons of 1947 

already approved ac�ve ingredients to an exis�ng monograph can increase the 1948 

effec�veness of a product, crea�ng a more convenient route of administra�on for a 1949 

product, and also increase a pa�ent's adherence, and therefore their overall health.   1950 

Enabling innova�on is one of the reasons that 5 years ago Congress, industry, and 1951 

the FDA worked together to reform the OTC drug approval process.   1952 

Now we get the opportunity to evaluate these reforms and make any changes 1953 

needed to ensure that the OTC monograph program con�nues to foster innova�on.   1954 

Dr. Corrigan-Curay, could you please give us a quick summary of the two dis�nct 1955 

approval pathways at FDA that were established 5 years ago in the CARES Act and the 1956 

difference between the two?   1957 

Dr. Corrigan-Curay.  In terms of the OTC monograph, this was really to change 1958 

from sort of a rulemaking to a regulatory provision.   1959 
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I am not sure of the other approval pathway -- I am sorry -- that you are 1960 

referencing from the CARES Act.   1961 

Mr. Kean.  So I ask this because I have heard concerns from some OTC 1962 

manufacturers that when they choose the more streamlined pathway, ini�ate a change to 1963 

a monograph through OMOR, their concern is that there is a lack of clarity at FDA on what 1964 

data they need to determine whether a proposed change is a GRASE.   1965 

And this leads to more of a drawn-out and back-and-forth between the FDA and 1966 

manufacturers that can delay the approval of innova�ve products.   1967 

Wouldn't you agree that knowing at the beginning of the process what the 1968 

guardrails and expecta�ons are for an OMOR can provide certainty to manufacturers and 1969 

increase their investment in innova�ve ideas?   1970 

Dr. Corrigan-Curay.  Yes.  Thank you.   1971 

We would, and we are going to give more clarity.  That is one of our objec�ves in 1972 

OMUFA II, to give more clarity about an OMOR where you are bringing a new ac�ve 1973 

ingredient into the market.   1974 

And we definitely are also going to, across the industry, provide more educa�on 1975 

on the GRASE standard so it is well understood and our expecta�ons are understood 1976 

under that standard.   1977 

Mr. Kean.  Thank you.   1978 

Dr. Chen, changing gears here, I wanted to highlight one of the bills that we are 1979 

considering here today, to reauthorize the Title VII public health workforce programs.   1980 

I have recently heard from the Virtua Health College of Medicine and Life Science 1981 

and Rowan University, that is a recipient of the Geriatric Workforce Enhancement 1982 

Program that is reauthorized in this legisla�on.   1983 

Since there are not enough specialists in geriatrics, this college is adap�ng by 1984 
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working with educa�onal ins�tu�ons in New Jersey, like Rutgers, and health systems, like 1985 

Hackensack Meridian Health, to educate all members of the healthcare workforce in how 1986 

to effec�vely care for New Jersey's aging popula�on.   1987 

Can you speak to how this effort in New Jersey to broadly educate healthcare 1988 

providers instead of relying solely on geriatric specialists will con�nue to help our 1989 

seniors?   1990 

Dr. Chen.  Thank you for your interest, again, I think, in the geriatrics programs.   1991 

Taking care of older adults with complex illnesses -- o�en�mes mul�ple chronic 1992 

condi�ons, demen�a -- takes a real team.  And it takes both the combina�on, I think, of 1993 

specialists and people who have been trained to provide that specialized care, as well as 1994 

the integra�on with primary care and the wider healthcare system.  And that is what the 1995 

Geriatric Workforce Educa�on Program supports.   1996 

Mr. Kean.  Thank you.   1997 

I yield back.   1998 

Mrs. Harshbarger.  [Presiding.]  The gentleman yields back. 1999 

And I will call on the gentleman from Ohio, Mr. Landsman, for his 5 minutes.   2000 

Mr. Landsman.  Thank you, Madam Chairwoman and the Ranking Member, for 2001 

having today's hearing, and for all of you witnesses for being here today.   2002 

When OMUFA was first signed into law -- and we have got 5 years under our 2003 

belt -- it was aimed at increasing the efficiency at the FDA so that they could update the 2004 

monographs more quickly, keep up with consumer healthcare needs, and create a simpler 2005 

pathway to the market for innova�ve products with safe, established ingredients.   2006 

And like everybody else, my cons�tuents rely on these over-the-counter drugs, 2007 

and they want to be able to have a set of op�ons, lots of op�ons, and the most innova�ve 2008 

and best products on the shelves when they go shopping.   2009 
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The challenge has been that over the course of the last 5 years, despite the 2010 

atempt of this law to make things more efficient, there have been few sponsor-ini�ated 2011 

OTC monograph changes.  There haven't been many.   2012 

And so the ques�ons here for you, Dr. Corrigan-Curay, as the Ac�ng Director of 2013 

the Center For Drug Evalua�on and Research, have you seen the implementa�on of 2014 

OMUFA?  I mean, are you watching this?  I mean, what can you say?   2015 

Dr. Corrigan-Curay.  Yes.  Thank you for that ques�on. 2016 

I think what we have to realize, we do have one, of course, new OMOR for 2017 

sunscreen, and we have also issued orders to update safety labeling for acetaminophen.  2018 

We issued an order on phenylephrine and its efficacy or lack thereof.   2019 

When you build a program from really scratch -- it is not like when we had the 2020 

PDUFA, we were approving PDUFA drugs -- there is a �me to build, and then we started 2021 

mee�ng our mee�ng goals in year 3, and that is when we start to get the innova�on.   2022 

So there is a lag in terms of building the first program and then seeing an OMOR 2023 

come to frui�on.   2024 

But we have on our agenda, we are going to con�nue to update labels.  We are 2025 

willing to work with companies.  We have told them the data that we need to examine.   2026 

And we will con�nue to work on innova�on, including by giving them more 2027 

opportuni�es to interact with us.  So in OMUFA II, we will expand mee�ngs if needed.  2028 

We will look at protocol synopsis.  We will do more educa�on on the GRASE standard.   2029 

Mr. Landsman.  I mean, the �me to build I get.  Three years seems like a long 2030 

�me, but I don't -- I do this, I don't do what you do.   2031 

So that piece aside, why have there been so few sponsors?  Or is it really just 2032 

that it took you a while -- I mean, you just named a few, 5 years later.   2033 

And, I mean, are you expec�ng an explosion of approvals now, or are there s�ll -- I 2034 
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mean, it would be helpful to understand -- for example, folks in my district have said that 2035 

some of the data required for an over-the-counter monograph change is more rigorous 2036 

than they would have expected for some products.  You men�oned �me with your staff.   2037 

Is data, the requirements, is that a big part of why we are seeing so few being 2038 

approved?   2039 

Dr. Corrigan-Curay.  Well, I think one thing is that we need the data.  The 2040 

standard of safety and effec�veness, the GRASE standard, is one that needs to be 2041 

rigorous because these products are over the counter.  They can be bought anywhere.  2042 

They are not under the provision of a healthcare provider.   2043 

So we need to work with the companies so they understand what that data is.  2044 

We will work on -- each individual case is different.  We will have that conversa�on.   2045 

Mr. Landsman.  Do you feel like you have the flexibility -- of course, rigorous data 2046 

is really important.  The ques�on is, when does it become that there is so much data 2047 

that you are just keeping products from -- there is just too much bureaucracy and it is 2048 

taking too long?   2049 

I mean, do you feel like you have the flexibility, in your reviews of these 2050 

monographs, to allow for innova�on while s�ll ensuring product safety?  Or do these 2051 

applicants have to meet these -- the same stringent standards?   2052 

Dr. Corrigan-Curay.  They have to meet the standard for safety and effec�veness, 2053 

but how they get there, we think we can be flexible.  We can look at alterna�ve tes�ngs.  2054 

We have the ability to figure out which data is fit for use.   2055 

Mr. Landsman.  I have run out of �me.  I will submit my ques�ons.  And thank 2056 

you.   2057 

I yield back. 2058 

Well, can I -- sorry.   2059 
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One of the things that would be great -- I am sorry -- is to get a sense -- and we 2060 

can follow up -- but what can I tell my folks that you all are going to do, or are doing, that 2061 

will make this process what was envisioned 5 years ago?  But I will follow up.   2062 

Thank you, Madam Chair, for giving me that.  I yield back.   2063 

Mrs. Harshbarger.  The gentleman yields back. 2064 

And now I recognize the gentleman from Ohio, Mr. Rulli, for 5 minutes.   2065 

Mr. Rulli.  Well, it is good to see Ohio in the house, so God bless you, sir.   2066 

I just want to take a second, and I want to thank Mr. Morris for all your hard work 2067 

at HRSA.  It means the world to us.  We appreciate it.   2068 

I am proud to join, as an original cosponsor, to Chair Carter's bipar�san H.R. 2493, 2069 

Improving Care in Rural America Reauthoriza�on Act.  It extends grants and helps rural 2070 

residents who have trouble accessing healthcare.   2071 

And I think this is a really interes�ng bill for myself because I think this is one of 2072 

the first �mes that I have actually seen on the Hill, versus the State House years that I did, 2073 

where we have bipar�san support for a cause.   2074 

So I think it is really reassuring and refreshing to see such a bipar�san approach to 2075 

this problem.   2076 

And it is a problem.  I am going to give two quick examples of personal tragedies 2077 

that I have seen within my district in the last year.   2078 

Directly north of my district in Warren, Ohio, was a hospital called Trumbull 2079 

Memorial Hospital, where actually my son was born.  This hospital got guted by 2080 

Steward Health out of Boston, Massachusets, for some shenanigans they were doing 2081 

within their financing of the actual hospital.   2082 

The hospital closed, so the biggest ER within a 45- to 50-mile radius was shut 2083 

down.   2084 
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The problem is with that, when you live in northern Trumbull County or southern 2085 

Ashtabula, Ohio, which is all in the eastern part of Ohio, you would now have to go to the 2086 

Cleveland Clinic or University Hospital within the city limits of Cleveland, or you would 2087 

have to drive down to Youngstown or Pitsburgh.   2088 

Some of these areas are an hour away.  So if you are having a heart atack or a 2089 

stroke or another medical emergency, there will not be logis�c �mes to get you to that 2090 

ER.  These are the kind of problems that we are dealing with, with rural hospitals.   2091 

Besides that, another example is down in Marieta, Ohio, which is the very 2092 

southern part of my district, almost a 4-hour drive from Trumbull County.   2093 

These are examples of the problem within rural America that we are facing, that 2094 

both par�es can go across party lines and we could join hands together and fix these 2095 

problems.   2096 

In Marieta, they realized that there wasn't a possibility of them having a 2097 

children's hospital unless you went to Na�onwide, which is in the city of Columbus.  2098 

That is two and a half hours away.  In order to get you into Pitsburgh for another 2099 

emergency is an hour and a half away.   2100 

People will die.   2101 

There is a major problem in this country with rural hospitals that we have to fix, 2102 

and it is something that every elected official has brought onto the Hill to try to do.   2103 

The reauthoriza�on funds program that provides insulin and blood pressure 2104 

medica�ons, strengthens telehealth -- and telehealth is going to be incorporated with all 2105 

this broadband work that we are doing because we have to give them the tools to 2106 

actually make telehealth work -- and also manages chronic diseases.   2107 

Health outcomes should never depend on someone's ZIP Code.  I think that is 2108 

atrocious in a country that is the epicenter of the world, that we have problems just 2109 
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because we have poor rural America that does not have access.   2110 

On the heels of the Big Beau�ful Historical Bill, contrary to popular belief, there is 2111 

a $50 billion investment in rural healthcare.   2112 

This is what happens when you get to the finish line of any piece of legisla�on, and 2113 

the two par�es and everyone starts working together, we realized that there was a hole 2114 

with the rural hospitals and we got $50 billion in investment in rural healthcare, which 2115 

will have a profound impact.   2116 

I am very happy to support this legisla�on.  I am happy to go across the aisle. 2117 

And with that, I yield my �me to the chair.   2118 

Mr. Griffith.  [Presiding.]  The gentleman yields back.   2119 

We are going to pause for just a minute.  I believe we have some other witnesses 2120 

who are expected -- or some other Members who are expected.   2121 

The gentleman from Ohio, Mr. Lata, is recognized for 5 minutes.   2122 

Mr. Lata.  Well, thank you, Mr. Chairman.   2123 

Mul�ple things here this morning.  2124 

Mr. Griffith.  Hold the clock for just a second.  Let him at least get turned into 2125 

his page.  I just did the same thing upstairs.   2126 

I apologize to our witnesses, but we have mul�ple hearings going on, and we are 2127 

trying to let every Member who is interested in the subject mater ask their ques�ons.   2128 

And I just ran upstairs to the Environment Subcommitee and asked my ques�ons, 2129 

and ran back down here.  And I appreciate my vice chair filling in and helping me out.  2130 

We both did that at some point today.  But I appreciate our witnesses.   2131 

And now I believe the gentleman is ready.   2132 

Mr. Lata.  Well, thank you, Mr. Chairman, and appreciate your indulgence. 2133 

And to our witnesses, thank you very much for being here today.  This is a really 2134 
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important hearing, cri�cal to the public health workforce, rural health, and 2135 

over-the-counter medicines.   2136 

The Over-the-Counter Monograph Drug User Fee Program, OMUFA, at the Food 2137 

and Drug Administra�on gives consumers access to manage their own care in a safe and 2138 

affordable manner.   2139 

Five years ago I worked with my Energy and Commerce colleagues to modernize 2140 

how the FDA regulates most OTC medicines with the enactment of the OMUFA program.   2141 

These revolu�onary changes made the 40-year-old system more efficient, 2142 

transparent, and open to innova�on.  I am very proud, once again, to be leading this 2143 

reauthoriza�on of such a cri�cal program.   2144 

The OMUFA program has dras�cally reduced the burden on our healthcare system 2145 

by lowering the number of visits consumers need to make to a doctor to obtain a 2146 

prescrip�on for a simple treatment.   2147 

Again, 5 years ago, when Congress ini�ally passed my legisla�on to reform OTC 2148 

monographs, I entered into the record a statement of intent on data required for general 2149 

recogni�on of safety and effec�veness for nonprescrip�on drugs.   2150 

The statement reads:  "General recogni�on of safety shall ordinarily be based 2151 

upon published studies which may be corroborated by unpublished studies and other 2152 

data."   2153 

Unfortunately, in the 5 years, I am concerned that the FDA has not fully acted in 2154 

accordance with the congressional intent by requiring superfluous informa�on.  I am 2155 

concerned that these delays to innova�on prevent consumers from benefi�ng from new 2156 

and improved products.   2157 

If I could ask my first ques�on to Dr. Corrigan-Curay.  Hope I pronounced that 2158 

properly. 2159 
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In the last 5 years, how has FDA worked to improve the process for expedi�ng the 2160 

review and administra�ve order process for monographs?   2161 

Dr. Corrigan-Curay.  Thank you.   2162 

In this first 5 years, what we have done is we have changed this from a 2163 

paper-based rulemaking to an electronic communica�on system.  We have given 2164 

fundamental guidances so the expecta�ons are very clear.  We started mee�ng with 2165 

companies on their programs.  We are mee�ng all those goals.   2166 

We had the first OMOR for a sunscreen.  We have issued 33 final orders, and we 2167 

have five proposed orders, to update some of the safety labeling, as well as a new order 2168 

that we are going to -- proposed order that would allow innova�on in terms of dosage 2169 

forms.   2170 

So you could go from tablet or capsule to an oral disintegra�ng or a chewable, and 2171 

so that would allow children and those who have trouble swallowing.   2172 

So we have done a lot.  There is more to do.  In OMUFA II, we want to provide 2173 

more opportuni�es for interac�ons with the FDA and companies, so they know our 2174 

expecta�ons looking at their protocol synopsis.   2175 

We will work on issues on quality.  We will work on transparency -- transparency 2176 

in exclusivity, transparency in fees, and who is paying the fees and who is not paying the 2177 

fees.   2178 

So we think we are on a good path to con�nue this innova�on.   2179 

Mr. Lata.  Just to follow up on that.  What is your �meline?  Because you said 2180 

there are more things to do and more to get these things through the process.  Is there 2181 

any kind of a �meline that you are an�cipa�ng?   2182 

Dr. Corrigan-Curay.  Well, right now we are working with companies and we are 2183 

working on -- or the proposed orders.  We need to get the comments finished, the 2184 
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comments, and put them through.   2185 

The sunscreen, that is in, so this would be for a new sunscreen ingredient.  We 2186 

are working along with our �melines that we have in our commitment leter.   2187 

The new things under OMUFA II would be really to sort of con�nue to grow the 2188 

program in a way that fosters innova�on by working -- providing other opportuni�es to 2189 

interact with FDA and understand our expecta�ons, provide more clarity and educa�on 2190 

on the GRASE standard, which I think is what you were saying.  There may be some 2191 

confusion about what our expecta�ons are.   2192 

We certainly don't want superfluous studies.  We want studies that answer the 2193 

ques�on.  And that is all that we need.   2194 

Mr. Lata.  Thank you.   2195 

And I am interested and I believe this subcommitee would benefit from reviewing 2196 

the study that was required in my previous OTC moderniza�on legisla�on.   2197 

So, again, it is just -- you brought up one of the issues out there I know we have 2198 

heard in this subcommitee for a good number of years, is just like on sunscreen.  And I 2199 

am sure it came up, some other members have already brought it up.  But the 2200 

Europeans, they always say, are so much far ahead of us on this, and so we want the 2201 

United States to lead.   2202 

So I look forward to working with you. 2203 

And I appreciate the chairman and for the work that is going to be done in this 2204 

subcommitee.   2205 

And I also just want to take a point of personal privilege and congratulate you on 2206 

the gavel here in the Health Subcommitee. 2207 

I yield back.   2208 

Mr. Griffith.  I thank the gentleman for his congratulatory remarks and for 2209 
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yielding back.   2210 

I see no further Members of Congress wishing to ask ques�ons, so I would like to 2211 

thank all the witnesses for being here today.  We do appreciate it.   2212 

Members may have addi�onal writen ques�ons for you all.  I remind members 2213 

that we have 10 business days to submit those ques�ons for the record.   2214 

I would ask the witnesses to respond to the ques�ons promptly.  That, of course, 2215 

doesn't start un�l we get them to you.   2216 

Members should submit their ques�ons by the close of business on Wednesday, 2217 

July 30.   2218 

Without objec�on, the subcommitee is adjourned -- oh, I ask unanimous consent, 2219 

before we adjourn, to insert in the record the documents included on the staff hearing 2220 

document list.   2221 

Without objec�on, so ordered.  2222 

[The informa�on follows:] 2223 

 2224 

******** COMMITTEE INSERT ********  2225 
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Mr. Griffith.  And the subcommitee is adjourned.  2226 

[Whereupon, at 12:28 p.m., the subcommitee was adjourned.] 2227 
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 2229 


