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THURSDAY, MAY 11, 2023 8 

House of Representatives, 9 

Subcommittee on Health, 10 

Committee on Energy and Commerce, 11 
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 13 

 The subcommittee met, pursuant to call, at 10:03 a.m. in 14 

Room 2322 Rayburn House Office Building, Hon. Brett Guthrie 15 

[chairman of the subcommittee] presiding. 16 

 17 

 Present:  Representatives Guthrie, Burgess, Latta, 18 

Bilirakis, Johnson, Bucshon, Hudson, Carter, Dunn, Crenshaw, 19 

Joyce, Harshbarger, Miller-Meeks, Obernolte, Rodgers (ex 20 

officio); Eshoo, Sarbanes, Cardenas, Ruiz, Kuster, Kelly, 21 
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Barragan, Blunt Rochester, Schrier, and Pallone (ex officio). 22 

 23 

 24 

 Also present:  Representative Castor. 25 

 26 

 Staff Present:  Kate Arey, Digital Director; Jolie 27 

Brochin, Clerk, Health; Jerry Couri, Deputy Chief Counsel for 28 

Environment; Grace Graham, Chief Counsel, Health; Tara 29 

Hupman, Chief Counsel; Peter Kielty, General Counsel; Emily 30 

King, Member Services Director; Chris Krepich, Press 31 

Secretary; Molly Lolli, Counsel, Health; Emma Schultheis, 32 

Staff Assistant; Lydia Abma, Minority Policy Analyst; 33 

Jacquelyn Bolen, Minority Health Counsel; Waverly Gordon, 34 

Minority Deputy Staff Director and General Counsel; Tiffany 35 

Guarascio, Minority Staff Director; Stephen Holland, Minority 36 

Chief Health Counsel, Innovation, Data, and Commerce; Una 37 

Lee, Minority Chief Health Counsel; Andrew Souvall, Minority 38 

Director of Communications, Outreach, and Member Services; 39 

and C.J. Young, Minority Deputy Communications Director. 40 

41 
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 *Mr. Guthrie.  The subcommittee will come to order, and 42 

the chair recognizes myself for five minutes for an opening 43 

statement. 44 

 I want to note today that today marks the official end 45 

of the COVID-19 public health emergency.  The expiration of 46 

the public health emergency comes after more than a year of 47 

Republicans on this committee calling for the unwinding of 48 

the COVID-19 public health emergency and months since the 49 

People's House voted to end the COVID-19 public health 50 

emergency.  While I believe this should have happened a long 51 

time ago, I am glad we are moving beyond this perpetual 52 

emergency declaration. 53 

 And today marks the end of Title 42 policy.  I am 54 

extremely concerned about the flow of illicit fentanyl and 55 

other drugs into our communities from our southern border, 56 

especially without Title 42 in place.  More needs to be done 57 

to stop illicit fentanyl from being trafficked into our 58 

communities, which H.R. 2, the Secure Border Act, would help 59 

address. 60 

 But as for today's hearing, we are continuing our 61 

bipartisan efforts to prepare and respond more effectively to 62 
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future public health security threats, including chemical, 63 

biological, radiological, nuclear, cyber attacks, or other 64 

infectious disease outbreak.  This is the third hearing the 65 

Energy and Commerce Committee has held in the 118th Congress 66 

related to our response framework. 67 

 We now have a unique chance to look back and ask 68 

ourselves what worked, what failed, and identify bipartisan 69 

solutions on how we can improve.  We should not use this as a 70 

chance to point fingers or lay blame.  Instead, today's focus 71 

should be on the core elements of our preparedness and 72 

response strategy to address all types of hazards.  Several 73 

key programs and authorities that are crucial to the U.S. 74 

preparedness and response will expire on September 30th.  75 

These are programs we are examining and considering today. 76 

 One area that can be improved is ensuring we are better 77 

utilizing the expertise of our private sector partners before 78 

a threat or emergency strikes to be better positioned to 79 

respond to future threats.  For example, the Centers for 80 

Disease Control and Prevention did not have contracts with 81 

testing kit manufacturers until after the declaration of the 82 

COVID-19 public health emergency.  This presented significant 83 
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challenges when attempting to standing -- to stand up a 84 

nationwide testing scheme at the beginning of the pandemic.  85 

It caused delays in the delivery of supplies, and negatively 86 

impacted patient care, and caused challenges in grasping the 87 

full extent of the spread when time was crucial. 88 

 When it comes to utilizing private sector partners while 89 

responding to a pandemic or another threat, Operation Warp 90 

Speed was a successful private-public partnership, and should 91 

be viewed as a model going forward. 92 

 Fortunately, we have already taken steps to make reforms 93 

and restore trust in the core public health agencies.  As 94 

part of the end-of-year omnibus, we improved the Strategic 95 

National Stockpile and put measures in place to hold our 96 

public agencies such as the CDC and NIH more accountable.  97 

This includes strengthening research integrity protocols at 98 

NIH, and requiring Senate confirmation of the CDC director. 99 

 We must continue to build off this work by advancing 100 

policies to ensure our public health agencies are focused on 101 

their core missions.  One of these agencies is Administration 102 

for Strategic Preparedness Response or ASPR.  ASPR announced 103 

last year it is moving from a staffing division to an 104 
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operating division.  I recognize ASPR and this Administration 105 

are requesting new authorities in response to this change.  106 

However, before this committee can consider expanding the 107 

scope of this agency, we need to look at strategically how 108 

ASPR handled this most recent public health emergency, the 109 

effectiveness of its response, and determine if its already 110 

existing current authorities were utilized appropriately. 111 

 In closing, public health security is national security.  112 

This committee will ensure we are better prepared when the 113 

next public health security threat -- strike threats -- 114 

threats strike.  I look forward to hearing to -- I look 115 

forward to hearing the testimony from Administration and 116 

expert witnesses today, and working alongside my colleagues 117 

on addressing these issues in a bipartisan manner. 118 

 [The prepared statement of Mr. Guthrie follows:] 119 

 120 

**********COMMITTEE INSERT********** 121 

122 
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 *Mr. Guthrie.  I now recognize the gentlelady from 123 

California, Rep. Eshoo, for five minutes for an opening 124 

statement. 125 

 *Ms. Eshoo.  Thank you, Mr. Chairman, and good morning 126 

to you, to colleagues, and to our star witnesses here today.  127 

Thank you. 128 

 This hearing is an important first step to reauthorizing 129 

the Pandemic and All-Hazards Preparedness Act, also known as 130 

PAHPA.  It is a priority for me that the PAHPA 131 

reauthorization is a product of bipartisan negotiation and 132 

compromise, and I am proud to work with Congressman Richard 133 

Hudson, a terrific partner -- t is a great way to start, when 134 

you have a terrific partner -- to pass this law before the 135 

September 30th deadline. 136 

 Representative Hudson and I issued a bipartisan request 137 

for information on February 27th to seek input on PAHPA, and 138 

we have received over 250 responses from a full range of 139 

medical and public health stakeholders.  So this is an 140 

important and -- a very important first step and start on 141 

this, and we are grateful to all the stakeholders for 142 

responding. 143 
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 My thanks to our witnesses for the valuable perspectives 144 

you are going to share with us today, and for your important 145 

work on the front lines protecting, preparing, responding to 146 

public health emergencies. 147 

 In 2001 our country endured the attacks of September 148 

11th, and the anthrax attacks shortly thereafter.  That may 149 

be deeply buried in the past; it is vivid to me.  And at that 150 

time Congress realized our country was not prepared to 151 

coordinate responses to mass casualty events or chemical 152 

attacks. 153 

 I authored legislation with then-Representative Richard 154 

Burr, who was a member of this committee, that established 155 

the Office of the Assistant Secretary for Preparedness and 156 

Response, ASPR, to be responsible for coordinating Federal 157 

responses, and the Biomedical Advanced Research and 158 

Development Authority, BARDA, to be responsible -- and 159 

Richard and I did that law together, that legislation -- to 160 

be responsible for developing desperately-needed medical 161 

countermeasures for chemical, biological, radiological, and 162 

nuclear threats. 163 

 That important bipartisan legislation was signed into 164 
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law in 2006, and was most recently reauthorized in 2019, an 165 

effort I led with really another great, great partner -- I 166 

miss her to this day -- former Congresswoman Susan Brooks.  167 

She really served with distinction on this committee. 168 

 Since its creation, BARDA has been hugely successful, 169 

and I am enormously proud of that.  Its efforts have led to 170 

69 FDA licensures, approvals, and clearances of medical 171 

countermeasures.  Without BARDA's important work, we would 172 

not have been blessed with a safe and effective COVID vaccine 173 

as quickly as we were.  BARDA now needs additional 174 

investments and authorities so that it can continue to 175 

develop technologies and platforms that can rapidly produce 176 

vaccines, therapeutics, diagnostics, and other tools to 177 

protect our nation from potential threats. 178 

 This PAHPA reauthorization has to meet the challenges we 179 

witnessed during the COVID pandemic and anticipate the 180 

challenges of the future.  I will never, ever, ever forget 181 

the following:  turning on my TV set, and seeing our nation's 182 

health care workers wrapping themselves in black garbage 183 

bags, plastic garbage bags.  And it was because they lacked 184 

proper personal protective equipment. 185 
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 Like many Members of Congress, I spent 2020 trying to 186 

secure ventilators, other essential supplies for the 187 

hospitals in my district.  I know that you did it in yours.  188 

We have to make sure that our stockpiles are real, and that 189 

they are adequate to prevent the chaos that we experienced. 190 

 COVID also exposed the fragility of our supply chains, 191 

especially for pharmaceutical and medical products.  These 192 

are critical goods that we can't live without.  And our 193 

medical supply chain is broken in three devastating ways:  194 

shortages, especially during high demand in an emergency; 195 

subpar manufacturing; and an over-reliance on foreign 196 

production. 197 

 So today's hearing is especially meaningful.  I will 198 

draw my comments to a close because my time is up.  I look 199 

forward to everything that takes place in this all-important 200 

hearing. 201 

 [The prepared statement of Ms. Eshoo follows:] 202 

 203 

**********COMMITTEE INSERT********** 204 

205 
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 *Ms. Eshoo.  And I yield back, Mr. Chairman, and thank 206 

you for holding this hearing. 207 

 *Mr. Guthrie.  Thank you.  The gentlelady yields back.  208 

The chair now recognizes the chair of the full committee, 209 

Chair Rodgers, for five minutes for an opening statement. 210 

 *The Chair.  Today's hearing is the beginning of our 211 

legislative process to make sure the Federal Government is 212 

prepared to handle any public health hazard threatening 213 

Americans' safety and well-being, whether it is chemical, 214 

biological, radiological, nuclear, a cyber attack, or another 215 

emerging infectious disease like influenza or COVID-19. 216 

 We need to be prepared for all types of hazards, whether 217 

the cause is deliberate, accidental, or natural.  We are 218 

evaluating existing programs and authorities originally 219 

created under the Pandemic and All-Hazard Preparedness Act, 220 

which will expire on September 30th, 2023.  Our goal is to 221 

ensure America is prepared for and ready to respond to any 222 

public health security threat. 223 

 I want to join in thanking Representative Hudson and 224 

Representative Eshoo for leading the request for information 225 

process and the eventual legislation related to this topic 226 
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today. 227 

 Today's hearing is an opportunity to review the 228 

Administration for Strategic Preparedness and Response, or 229 

ASPR.  ASPR was established in 2006 to serve as the lead 230 

agency for our nation's preparedness and response.  While the 231 

agency and its leadership have been tested over the past two 232 

decades, no prior threat amounted to the scope or magnitude 233 

of COVID-19.  In some ways ASPR stepped up and in other ways 234 

the response could be improved. 235 

 ASPR's authorities expire this year, and that requires 236 

us to review and examine ASPR's role in the preparedness and 237 

the response framework, as well as how ASPR should be viewed 238 

and operationalized moving forward. 239 

 During COVID-19, especially in the early days, we 240 

witnessed Herculean efforts in so many of our communities, 241 

remarkable stories of Americans' goodwill, resilience, and 242 

people coming together during times of incredible stress and 243 

fear of the unknown.  And these efforts inform what ASPR 244 

should be focused on in an emergency:  facilitating, 245 

coordinating, and supporting innovation and initiative by 246 

private sector, local, and state actors. 247 
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 But we have heard a number of concerns about how ASPR is 248 

going about this mission:  questions around leadership and 249 

communication; questions about use of funding and 250 

transparency; questions about management of the Strategic 251 

National Stockpile; and generally, questions about whether 252 

the agency created to be our nation's lead on preparedness 253 

and response was actually able to lead effectively. 254 

 We all heard from hospitals and health care providers 255 

across the country who struggled to find masks, test kits, 256 

and other supplies.  I heard from Americans who offered their 257 

ideas and services to BARDA to no avail.  There is a lack of 258 

transparency and communication to medical stakeholders from 259 

this agency that has been tasked with developing and 260 

maintaining public-private partnerships. 261 

 Questions continue to arise around ASPR's next steps.  262 

What is ASPR's role, moving forward?  How should this agency 263 

be defined?  How will it operate, both during and outside of 264 

public health emergencies?  And that is what we are here to 265 

discuss today. 266 

 I look forward to hearing from Ms. O'Connell on specific 267 

gaps exposed by the response to COVID-19, and how to address 268 
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them for any type of future public health hazard.  I hope 269 

better interaction and coordination with the private sector 270 

is at the top of the list, as ASPR's early COVID response was 271 

one crisis after another. 272 

 In addition to the critical role of ASPR, CDC also plays 273 

a role in our preparedness and response framework.  I 274 

recognize the Administration has several requests for new 275 

authorities and programs before us today.  Before considering 276 

any of these requests, this committee has several requests 277 

and questions of our own regarding decisions made during the 278 

COVID-19 pandemic.  Much more has to be done to build back 279 

public trust. 280 

 Finally, as we saw demonstrated through Operation Warp 281 

Speed, FDA plays a role of granting emergency use 282 

authorizations to respond to emerging infectious diseases or 283 

other threats like smallpox or anthrax.  This committee has 284 

broad jurisdiction over public health, and we are working on 285 

multiple fronts to rebuild trust in public health, in 286 

addition to today's work on preparedness. 287 

 For example, our Oversight Subcommittee is looking at 288 

NIH's continued funding of risky research grant programs; Dr. 289 
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Miller-Meeks is leading an effort to look at CDC reform; 290 

there is plenty of concern with FDA regarding baby formula 291 

shortages, drug shortages, and the lack of therapeutics 292 

approved to treat severe cases of COVID-19, just to name a 293 

few. 294 

 And with the Biden Administration finally ending the 295 

COVID-19 public health emergency, and with President Biden 296 

ending critical Title 42 border protections, there remain 297 

questions about transitioning out of the pandemic and 298 

managing the surge of migrants coming to our country. 299 

 To start, the House should pass Rep. Lesko's bill that 300 

would help address the illicit fentanyl crisis at our border.  301 

All our work on these fronts is important for the health and 302 

(sic) the American people and to hold government accountable.  303 

That work will continue.  But the focus today, in particular, 304 

is on preparedness and response authority so that we can be 305 

better equipped for the immediate response. 306 

 It is critical that we work together so that the 307 

American people are prepared for the next threat that may 308 

come, and I look forward to a productive hearing. 309 

 [The prepared statement of The Chair follows:] 310 
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 *The Chair.  I yield back. 314 

 *Mr. Guthrie.  Thank you.  The chair yields back, and 315 

the chair -- I now recognize the ranking member of the full 316 

committee, the gentleman from New Jersey, Rep. Pallone, for 317 

five minutes for an opening statement. 318 

 *Mr. Pallone.  Thank you, Mr. Chairman.  I am pleased we 319 

are holding this important hearing today to consider the 320 

reauthorization of the Pandemic and All-Hazards Preparedness 321 

Act. 322 

 Reauthorizing PAHPA is of utmost importance for this 323 

committee and this Congress before it expires at the end of 324 

September, and I am glad we are beginning bipartisan 325 

conversations to ensure the programs within this legislation 326 

are reauthorized on time. 327 

 Now, PAHPA was first enacted in 2006 to improve our 328 

nation's public health and medical preparedness and response 329 

capabilities in the event of a public health emergency.  And 330 

since then, the reauthorization of this law has become a 331 

critical legislative opportunity to review and consider the 332 

Federal Government's health, security, and response 333 

capabilities.  It gives us the chance to review the current 334 
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policy so that we can ensure we are doing everything possible 335 

to prepare for future pandemics and public health 336 

emergencies, and this includes considering how we can 337 

strengthen our public health workforce, enhance our health 338 

care supply chains, protect against new and emerging 339 

biosecurity threats, including cyber threats, and build a 340 

more nimble public health infrastructure that is able to 341 

effectively respond in real time. 342 

 So today we will be hearing from the leaders of the 343 

Centers for Disease Control and Prevention, the 344 

Administration for Strategic Preparedness and Response, and 345 

the Food and Drug Administration.  And these agencies are 346 

central to the Federal Government's public health response 347 

capabilities.  Each serves a unique and critical role in the 348 

event of a public health emergency, and I look forward to 349 

hearing about each of your agency's priorities as we prepare 350 

to reauthorize PAHPA. 351 

 This reauthorization is extremely timely.  It is the 352 

first time we are considering the reauthorization of PAHPA 353 

since the COVID-19 pandemic.  COVID-19 brought unprecedented 354 

challenges to the Federal Government and our public health 355 
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agencies.  Over the last three years we have seen our public 356 

health infrastructure pushed to the limit from medical supply 357 

shortages, diagnostic test limitations, communication 358 

difficulties, and workforce constraints.  We have learned a 359 

lot from these challenges during the pandemic, and it is 360 

essential that we take this opportunity to ensure we are 361 

improving our public health infrastructure.  We must do 362 

everything we can through this reauthorization to protect our 363 

public health institutions and not tear them down. 364 

 And this is an important opportunity to strengthen the 365 

authorities of our public health agencies where they are 366 

needed.  I believe one area that needs to be strengthened is 367 

the authority to collect public health data in order to 368 

respond in real time and provide the most up-to-date guidance 369 

to the American people. 370 

 It is also important that we explore policies that can 371 

better prepare our supply chains for the next public health 372 

emergency.  This morning our Oversight and Investigations 373 

Subcommittee is holding a hearing to look into the critical 374 

issue of drug shortages.  Shortages of drugs, medical 375 

devices, and other supplies repeatedly hampered health 376 
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professionals' ability to respond to the COVID-19 pandemic, 377 

and I am hopeful that through these two hearings we will 378 

explore policies to prevent these shortages in the future. 379 

 We also need to examine the implementation of the 380 

bipartisan Prevent Pandemics Act, which we passed into law in 381 

last year's Consolidated Appropriations Bill.  It included 382 

important policies to improve our biosecurity, enhance the 383 

Strategic National Stockpile, and strengthen our medical 384 

response readiness.  However, it is clear that we need to do 385 

more, and I look forward to working together with my 386 

Republican colleagues to ensure a timely reauthorization of 387 

PAHPA. 388 

 Our nation's public health preparedness and biosecurity 389 

cannot and should not be a partisan issue.  Effectively 390 

protecting our country from the risk of future pandemics and 391 

biothreats requires a comprehensive and bipartisan response 392 

without ideological brinkmanship.  And I hope we can continue 393 

to make important progress in good faith on this goal. 394 

 So I want to thank Ranking Member Eshoo, Representative 395 

Hudson for their leadership on PAHPA reauthorization, and 396 

their hard work on the bipartisan request for information 397 
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that has allowed interested parties and subject matter 398 

experts to weigh in.  This is an important part of the 399 

process as we work to find common ground on proposed 400 

legislative language in the weeks to come.  We have to work 401 

together to find bipartisan solutions that enable our public 402 

health agencies to be prepared to respond to existing health 403 

threats, as well as new risks. 404 

 So thanks again to the witnesses for being here today.  405 

We welcome your statements and questions. 406 

 [The prepared statement of Mr. Pallone follows:] 407 

 408 

**********COMMITTEE INSERT********** 409 

410 
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 *Mr. Pallone.  I yield back, Mr. Chairman. 411 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  412 

We now move on to opening statements -- that concludes 413 

opening statements.  We will now move on to our panelists' 414 

opening statements, and we have three witnesses from the 415 

Administration today. 416 

 We have the Honorable Dawn O'Connell, assistant 417 

secretary for preparedness and response at the Administration 418 

for Strategic Preparedness and Response. 419 

 Our next witness will be Dr. Rochelle Walensky, director 420 

of the U.S. Center for Disease Control and Prevention, and 421 

administrator of the Agency for Toxic Substances and Disease 422 

Registry. 423 

 And our final witness on the panel is the Honorable 424 

Robert Califf, commissioner of the U.S. Food and Drug 425 

Administration. 426 

 So we will begin with Secretary O'Connell.  You are now 427 

recognized for five minutes for an opening statement. 428 

429 
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STATEMENT OF THE HON. DAWN O'CONNELL, ASSISTANT SECRETARY FOR 430 

PREPAREDNESS AND RESPONSE, ADMINISTRATION FOR STRATEGIC 431 

PREPAREDNESS AND RESPONSE (ASPR), U.S. DEPARTMENT OF HEALTH 432 

AND HUMAN SERVICES (HHS); ROCHELLE P. WALENSKY, M.D., MPH, 433 

DIRECTOR, U.S. CENTERS FOR DISEASE CONTROL AND PREVENTION 434 

(CDC) AND ADMINISTRATOR, AGENCY FOR TOXIC SUBSTANCES AND 435 

DISEASE REGISTRY (ATSDR), U.S. DEPARTMENT OF HEALTH AND HUMAN 436 

SERVICES (HHS); AND THE HON. ROBERT M. CALIFF, M.D., 437 

COMMISSIONER, U.S. FOOD AND DRUG ADMINISTRATION (FDA), U.S. 438 

DEPARTMENT OF HEALTH AND HUMAN SERVICES (HHS) 439 

 440 

STATEMENT OF DAWN O'CONNELL 441 

 442 

 *Ms. O'Connell.  Chair Guthrie, Chair Rodgers, Ranking 443 

Member Eshoo, Ranking Member Pallone, and distinguished 444 

members of the committee, it is an honor to testify before 445 

you today about ASPR's ongoing work and the additional 446 

authorities we are seeking in the upcoming PAHPA bill. 447 

 We are living in an increasingly interconnected world, 448 

where diseases and other threats can travel quickly unnoticed 449 

for days.  We are also experiencing an increase in the 450 
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frequency and intensity of natural disasters.  As a result, 451 

ASPR is working on more high-consequence, no-fail missions 452 

than ever before.  We are proud to lead so much important 453 

work on behalf of the country, and want to be sure that we 454 

have the authorities we need to continue to execute that work 455 

with the excellence, efficiency, and expertise the American 456 

people deserve. 457 

 As we move out of the acute phase of the COVID-19 458 

response, it would be management malpractice for us to look 459 

the same and act the same as we did at the start of the 460 

pandemic.  I have taken several important steps in the last 461 

few months to transform our organization and to incorporate 462 

lessons learned from the COVID-19 pandemic. 463 

 For example, ASPR is now a stand-alone agency within 464 

HHS.  This important change in our departmental status gives 465 

me the independence to build out ASPR's human resources, 466 

acquisitions, and finance infrastructure so it better 467 

supports our unique mission needs. 468 

 I also just completed a structural reorganization that 469 

institutionalized important new capabilities that we built 470 

during COVID and need to keep using to be more prepared 471 
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moving forward, like our domestic manufacturing work. 472 

 I also made the Strategic National Stockpile an office 473 

that reports directly to me to increase visibility into and 474 

accountability of this critically important part of the 475 

nation's preparedness and response infrastructure. 476 

 With these changes, I have taken the two most 477 

transformational steps available to me to build a better 478 

preparedness and response organization.  And now I need your 479 

help to ensure that I have the appropriate authorities to 480 

execute our mission faster and stronger.  With the 481 

authorities I am requesting in PAHPA I am trying to solve 482 

three key problems. 483 

 The first problem I am trying to solve is how ASPR can 484 

procure more quickly the tools and supplies the country needs 485 

when responding to a biothreat or disaster.  Early in the 486 

COVID-19 response it became clear that HHS could not procure 487 

the products our country needed at the speed in which our 488 

country needed them.  As a result, ASPR entered into a 489 

memorandum of understanding with the Department of Defense in 490 

which they agreed to provide acquisition support on our 491 

behalf.  Using their unique authorities, DoD executed more 492 
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than $90 billion in contracts for us over the 3 years of the 493 

acute response. 494 

 Our agreement with DoD comes to an end at the end of 495 

this fiscal year, which is why I am requesting similar 496 

authorities for ASPR.  These include the ability to fund 497 

promising prototypes, and then move the successful ones 498 

through the advanced research pipeline without having to re-499 

compete the contracts like we do now.  We are also seeking 500 

the ability to quickly procure experimental supplies and 501 

important finished products.  Each of these new authorities 502 

would allow us to do for ourselves moving forward what we had 503 

to rely on DoD to do for us during COVID. 504 

 The second problem I am trying to solve is how ASPR can 505 

continue to invest in the expansion of the domestic 506 

industrial base for key PPE and medical supplies.  To ensure 507 

we are never again in the position we found ourselves in in 508 

March 2020, when our doctors and nurses did not have access 509 

to the masks, gowns, and gloves they needed, ASPR has used 510 

the funds and construction authority given to us in the COVID 511 

supplementals to build new factories nationwide to produce 512 

the PPE and supplies we need in times of emergency. 513 
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 These investments also provide good-paying jobs to many 514 

hardworking Americans.  But once the COVID-19 funds run out, 515 

we lose our construction authority and our ability to 516 

continue investing in similar projects.  That is why I am 517 

requesting permanent construction authority for ASPR.  It is 518 

important that we have funds and construction authority to 519 

sustain the work we have started, and to expand this work to 520 

other parts of the public health supply chain. 521 

 The third problem I am trying to solve is how ASPR can 522 

hire staff more quickly to surge critical teams during large 523 

response efforts.  In the early days of the COVID-19 524 

response, just as we relied on DoD for acquisition support, 525 

we also relied on FEMA and the Coast Guard to bolster our 526 

response staff.  The ability to hire people quickly and 527 

compensate them appropriately for their long hours and 528 

sometimes hazardous work are important tools missing from 529 

ASPR's response toolbox, which is why I am requesting direct 530 

hiring and flexible pay authorities for ASPR. 531 

 Direct hiring authority will allow me to quickly scale 532 

up our response efforts so we have enough people when we need 533 

them, and pay flexibilities will go a long way towards 534 
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sustaining our staff through these dangerous missions, and 535 

ensuring we do not lose these seasoned first responders and 536 

subject matter experts to the private sector, who pay much 537 

more and often require much less of them. 538 

 To solve each of the problems I have just laid out, I 539 

have requested important new authorities for ASPR.  I look 540 

forward to working with you to solve these important problems 541 

and many others as you draft the new PAHPA bill. 542 

 Thank you again for inviting me to testify today.  I 543 

look forward to answering your questions. 544 

 [The prepared statement of Ms. O'Connell follows:] 545 

 546 

**********COMMITTEE INSERT********** 547 

548 
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 *Mr. Guthrie.  Thank you.  I appreciate your opening 549 

statement. 550 

 The chair now recognizes Dr. Walensky for five minutes 551 

for your opening statement. 552 

553 
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STATEMENT OF ROCHELLE P. WALENSKY 554 

 555 

 *Dr. Walensky.  Chair McMorris Rodgers, Chairman 556 

Guthrie, Ranking Member Pallone, Ranking Member Eshoo, and 557 

distinguished members of the subcommittee, it is an honor to 558 

be here today. 559 

 I want to take a moment to acknowledge that today marks 560 

the expiration of the Federal COVID-19 public health 561 

emergency.  The COVID-19 pandemic, the deadliest in over a 562 

century, has been marked by an unprecedented whole-of-563 

government response.  COVID remains a leading cause of death 564 

in the United States, and CDC will continue our commitment to 565 

reducing COVID's impact and leveraging lessons learned to be 566 

better prepared for future public health challenges. 567 

 No matter the outbreak -- H1N1, Ebola, Zika, COVID-19, 568 

Mpox, Polio, or Marburg -- since our founding in 1946, CDC 569 

has been offering world-class assistance to our partners in 570 

states, tribes, territories, your local communities, and 571 

around the globe.  These diseases don't respect national or 572 

state borders, and the increased frequency of outbreaks means 573 

we should not be asking if we will face another serious 574 
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public health threat, but when and how many. 575 

 For many, life has returned to normal after three years 576 

of COVID-19.  Public health agencies like CDC and your state 577 

and local health department's mission is to continue to 578 

remain vigilant and response-ready to protect Americans from 579 

any resolving or emerging public threat.  We do this by 580 

actively supporting the core capabilities of public health, 581 

including state-of-the-art laboratories, a diverse public 582 

health workforce culturally competent to reflect the 583 

communities it serves, world-class data and analytics, rapid 584 

response to outbreaks at their source, and strong domestic 585 

and global preparedness. 586 

 We are enhancing these capabilities through an all-587 

agency review, CDC Moving Forward.  We are committed to 588 

addressing the lessons learned from COVID-19, increasing 589 

accountability, and continuously improving how we deliver 590 

information to Americans. 591 

 The end of the public health emergency once again 592 

reminds us that sustainable policy changes and funding are 593 

essential to readiness for future biothreats.  CDC will 594 

continue to monitor COVID-19 and provide the information to 595 
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which we have access.  But the end of the PHE will mean that 596 

CDC will no longer receive certain data to share information 597 

many Americans have actually come to expect. 598 

 For example, we announced last week that our COVID-19 599 

community levels will cease because some of the data 600 

informing those levels will no longer be submitted to CDC.  601 

The COVID-19 community levels are being replaced by hospital 602 

admission data uploaded on a weekly basis, which we have been 603 

fortunate to demonstrate serve as a reasonable surrogate in 604 

this case.  At the same time, other data used to make 605 

decisions about targeting resources will no longer be 606 

available because it is no longer submitted to us. 607 

 For example, we will no longer have certain data on race 608 

and ethnicity vaccine administration, leaving policymakers 609 

with an incomplete national picture of health disparities.  610 

We will no longer have data on national test positivity, 611 

which is one of the most effective early indicators of 612 

disease spread.  We will have inconsistent data on vaccine 613 

uptake, hindering our ability to measure vaccine impact, 614 

particularly urban and rural disparities.  We will make do.  615 

However, this should worry us all, primarily because of what 616 
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it says about the visibility we will have into the next 617 

outbreak.  We will be back to square one, having to build and 618 

negotiate surveillance while we fight a pathogen. 619 

 I know members of this committee are interested in 620 

advancing policy to better prepare for what comes next.  For 621 

CDC, this means supporting the public health workforce to 622 

recruit the best of the best through improvements to student 623 

loan reimbursement authority.  We must also be able to surge 624 

staff when needed, with simple changes to direct hire 625 

legislation and sufficient budget flexibility so bureaucracy 626 

doesn't stand in the way when an emerging threat arises. 627 

 This also means maintaining the infrastructure our 628 

nation stood up during COVID-19 to administer vaccines 629 

quickly and effectively.  The Vaccines for Adults program not 630 

only provides America -- Americans access to 14 lifesaving 631 

vaccines, but also supports a response-ready capability that 632 

we will lose without continued investment. 633 

 Finally, this means modernizing data policy to support 634 

access to better quality, standardized, and timely data so 635 

individuals and families can make informed decisions about 636 

their health, and policymakers can target interventions and 637 
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resources to better prevent public health emergencies. 638 

 The United States should have the most advanced and 639 

capable agency in the world when it comes to disease 640 

detection, tracking, and forecasting.  It will take a more 641 

modernized, nimble, and collaborative CDC, and it will also 642 

take partnership with Congress to fully turn CDC into a 643 

response-ready agency.  I am committed to working with you to 644 

better protect Americans and our national security. 645 

 Thank you, and I look forward to your questions. 646 

 [The prepared statement of Dr. Walensky follows:] 647 

 648 

**********COMMITTEE INSERT********** 649 

650 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

35 

 

 *Mr. Guthrie.  Thank you for your opening statement. 651 

 The chair now recognizes Commissioner Califf for five 652 

minutes for your opening statement. 653 

654 
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STATEMENT OF ROBERT M. CALIFF 655 

 656 

 *Dr. Califf.  Good morning.  Chairs McMorris Rodgers and 657 

Guthrie, and ranking members Pallone and Eshoo, and members 658 

of the committee, thanks for the opportunity to be here today 659 

to discuss the importance of preparedness, and how FDA can 660 

work with Congress to ensure the country is ready for the 661 

next public health threat. 662 

 PAHPA recognizes the key role FDA plays in public 663 

health, emergency preparedness, and response.  The FDA has 664 

effectively used the authority provided under PAHPA to 665 

support our nation's preparedness and response capabilities.  666 

However, there have been lessons learned about how these 667 

authorities could be modernized to ensure our actions can be 668 

even more effective. 669 

 Providing greater transparency into supply chains, 670 

ensuring operational readiness and surge capacity within the 671 

FDA Inspectorate and its review staff, and improving 672 

laboratory testing regulation are priorities that will 673 

enhance national security and improve public health 674 

preparedness. 675 
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 For supply chains, there is a need for greater 676 

transparency into the supply chains of our medical products 677 

to both improve resiliency and ensure continued access for 678 

critical medical products.  For example, under the CARES Act, 679 

FDA received new authority to require medical device 680 

manufacturers to submit shortage notifications during a 681 

public health emergency.  FDA used this information to help 682 

mitigate approximately 350 shortages.  Unfortunately, these 683 

notifications will no longer be required following the end of 684 

the current COVID-19 PHE. 685 

 However, we know medical device shortages occur in many 686 

situations that are unrelated to PHEs, including natural or 687 

human-made disasters, recalls, geopolitical conflicts, 688 

production shutdowns, and cybersecurity incidents.  We also 689 

know that these shortages most often impact our most 690 

vulnerable and underserved populations, like children, rural 691 

populations, and our veterans in VA hospitals. 692 

 Additionally, most drug shortages were historically due 693 

to manufacturing issues that disrupted supply for which 694 

manufacturers of drugs and active pharmaceutical ingredients 695 

are required to notify the FDA.  The agency has relied on 696 
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these notifications to help prevent supply disruptions -- 697 

approximately 220 over the last year -- by working closely 698 

with manufacturers, expediting review, and exercising 699 

temporary regulatory flexibility. 700 

 However, we have recently seen an unprecedented demand 701 

for drugs that would benefit from similar notifications.  The 702 

ability to require drug manufacturers and distributors to 703 

report surges in demand to FDA could help the agency prevent 704 

or mitigate shortages, including for some critical over-the-705 

counter drugs like we saw this fall. 706 

 Additional improvements should include reporting API 707 

sources and the extent of manufacturer reliance on certain 708 

suppliers in the drug supply chain, and ensuring FDA has an 709 

opportunity to inspect certain over-the-counter drug 710 

facilities before such products are distributed. 711 

 Preventing food shortages is also critical to public 712 

health, and we are grateful that Congress included a 713 

provision in the fiscal year 2023 omnibus to require 714 

manufacturers of infant formulas and medical foods to notify 715 

FDA of potential shortages.  Looking forward, extending this 716 

authority to additional categories of foods during a declared 717 
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PHE could help prevent future shortages in the food supply. 718 

 Second, ensuring operational readiness and surge 719 

capacity is critical in emergencies.  For example, FDA could 720 

achieve more effective and efficient oversight if it had the 721 

authority to require internationally harmonized master files 722 

for drug manufacturing sites and improved authorities for 723 

conducting remote regulatory assessments.  Congress expanded 724 

FDA's authority to request records in advance of or in lieu 725 

of an inspection to devices and bioresearch monitoring sites 726 

in the fiscal year 2023 omnibus.  However, the agency could 727 

better assure the safety of products, even in times of 728 

crisis, if this records request authority were expressly 729 

extended to all FDA regulated products. 730 

 Additionally, during COVID-19 we saw that FDA staff had 731 

to be pulled off other work and I have been working 732 

relentlessly on pandemic issues for the past three years, 733 

leading to a significant backlog in certain areas and quite a 734 

bit of fatigue.  Through the creation of the specialized 735 

program to defend against emerging pathogens and other 736 

threats, the agency would be well positioned to respond in 737 

emerging and identified threats of concern. 738 
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 Third, and finally, the COVID-19 pandemic underscored 739 

the importance of both diagnostic test access and test 740 

accuracy and the critical need for modernized regulatory 741 

framework that applies to all in vitro diagnostics.  This 742 

will be integral to ensuring the U.S. is better prepared for 743 

the next threat, and to realizing the full potential of 744 

diagnostic innovation. 745 

 When I look at the list of requirements, a striking 746 

observation is that these measures would not only help the 747 

FDA serve the public well in times of crisis, but they would 748 

also enable us to help prevent catastrophic outcomes and 749 

conduct our everyday work more effectively and efficiently. 750 

 Thanks, and I look forward to your questions. 751 

 752 

 753 

 754 

 [The prepared statement of Dr. Califf follows:] 755 

 756 

**********COMMITTEE INSERT********** 757 

758 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

41 

 

 *Mr. Guthrie.  Thank you.  Thank you for your opening 759 

statement. 760 

 We will now move in -- the period of the subcommittee on 761 

-- for member questions.  Each member will be recognized for 762 

five minutes, and I will begin by recognizing myself for five 763 

minutes for the purpose of questions. 764 

 Secretary O'Connell, the GAO placed HHS's leadership in 765 

coordination of public health emergencies at its high-risk 766 

list -- on its high-risk list in January of 2022, in part due 767 

to the deficiencies in HHS's management of countermeasures.  768 

GAO's analysis of the Strategic National Stockpile Reviews 769 

shows the Strategic National Stockpile contained most medical 770 

countermeasure types recommended, but often not in the 771 

recommended quantities.  I know you are familiar with that. 772 

 So my questions are, how does ASPR make decisions on 773 

which countermeasures are procured and deployed in the 774 

stockpile, including how state and local officials engage in 775 

the process?  776 

 And how does ASPR and the public health emergency 777 

countermeasure enterprise ensure products that are not 778 

commercially available are involved in stockpiling 779 
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determinations? 780 

 *Ms. O'Connell.  Chair Guthrie, thank you so much for 781 

this question. 782 

 So focusing on the Strategic National Stockpile has been 783 

one of my chief priorities during my tenure as (sic) ASPR.  784 

It was really, you know, instructive to see what happened in 785 

March 2020, when it didn't have those things that we thought 786 

it should need.  So I have placed an important emphasis on 787 

making sure that it is restocked and ready to go against 788 

whatever comes next. 789 

 And I have been grateful for the funding Congress has 790 

given us in order to do that for PPE.  That was one of the 791 

capabilities that was missing in the Strategic National 792 

Stockpile.  They had not purchased PPE since the H1N1 793 

outbreak in the -- you know, 2009.  So it had been years, and 794 

much of that has expired.  So we focused on building that 795 

capability and spending the money well that Congress has 796 

appropriated for us to be able to do that in the 797 

supplementals. 798 

 But in the regular order, in the regular annual budget 799 

for the Strategic National Stockpile, we are well under-800 
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funded, and it is a worry of mine.  We just released the 801 

multi-year budget, which is a five-year budget looking at the 802 

entire countermeasure enterprise, and in that the Strategic 803 

National Stockpile should receive $2 billion a year in order 804 

to keep up with countermeasures against the threats that have 805 

been identified by the Department of Homeland Security.  We 806 

currently receive $934 million a year, so we have less than 807 

half of what the experts have identified we need in order for 808 

us to be prepared. 809 

 So my job in this role is to make sure that we all 810 

understand that, that given the funding we have we are doing 811 

what we can against the threats that we see.  But we need 812 

additional funding in order to be fully prepared in the way 813 

that you expect us to be and I expect us to be.  So I have 814 

been carrying that message forward.  I think it is really 815 

important. 816 

 *Mr. Guthrie.  Okay, thank you. 817 

 Dr. Walensky, the CDC's data modernization initiative 818 

was launched in 2020.  And over the course of the pandemic 819 

Congress has appropriated at least a billion for this 820 

program.  Yet state and local governments have received very 821 
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little financial or technical support from CDC as part of 822 

this data modernization initiative. 823 

 In addition to this, Congress -- this spending, Congress 824 

more recently appropriated more money in the CDC consolidated 825 

appropriation -- to you in the Consolidated Appropriations 826 

Act.  Can you detail how the money has been spent by CDC, 827 

including how much has been allocated, and what remains 828 

unallocated and unobligated? 829 

 *Dr. Walensky.  Sure, I would be happy to.  And we can 830 

provide you state information on the moneys that have been 831 

put forward. 832 

 As you note, it has been about $1 billion.  But I will 833 

also note that major health systems, including the one that I 834 

came from, cost over $1 billion themselves individually in 835 

order to upgrade to Epic.  So we are talking about $1 billion 836 

for the whole country, when a single health system would need 837 

that much money in and of itself in order to upgrade their 838 

entire system. 839 

 What we have been working with -- and in fact, I spoke 840 

to our state and local health departments just on Tuesday -- 841 

is a North Star architecture, a common architecture where all 842 
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of our state and local health departments are using similar 843 

data highways such that all of the data can be easily 844 

transferred, even if they are not exactly the same, that the 845 

highways meet and match so that they are all similarly 846 

transferred.  The data come in and can be brought out such 847 

that when data come in to CDC, we can bring it back and send 848 

it back to the local health departments to not only tell them 849 

what is happening in their health department, but in all of 850 

the areas and regions around them. 851 

 And so that is the work of our data modernization 852 

initiative.  Again, there is not enough money and I have 853 

single health departments that have told me they could use 854 

the entire CDC budget. 855 

 *Mr. Guthrie.  Okay, thank you.  In addition, Congress 856 

gave you more data authorities -- or the CDC more data 857 

authorities in the December Consolidated Appropriations Act.  858 

Can you provide us an update, a status update on the 859 

implementation of the newly-granted authorities that was 860 

established just recently? 861 

 *Dr. Walensky.  I would be happy to chat with you about 862 

that.  What I will say is we had more responsibility, but not 863 
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a lot of more authority.  So there was an expectation in that 864 

appropriations that we would be able to receive all of those 865 

data.  But in fact we didn't receive the authorities in order 866 

to be able to do so. 867 

 So -- and in fact, with the end of the public health 868 

emergency, as I know it, we will lose some of those 869 

authorities. 870 

 We did, in the -- it took six months during the COVID-19 871 

pandemic in order to receive hospitalization data, for 872 

example.  And it took us about three months in monkeypox in 873 

order to receive vaccination data, for example. 874 

 For us to be ahead of a pathogen, for us to be ahead of 875 

an outbreak, it can't take months for those data to come in.  876 

What we would like to see is -- there is a rare thing that is 877 

happening in California, and a rare thing is happening in 878 

Maryland -- when those both come in to us, we say trigger.  879 

That is a -- that is something that we have to act on, these 880 

things are happening at the same time.  They would otherwise 881 

not know.  If we don't have those data authorities to see 882 

what is happening, we will be behind before we ever get 883 

started. 884 
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 *Mr. Guthrie.  Okay.  Thank you.  Thank you for your 885 

comments. 886 

 The clock didn't start exactly when I started, so I used 887 

my full five minutes.  So I will yield back and I will 888 

recognize Ranking Member Eshoo for five minutes for 889 

questions. 890 

 *Ms. Eshoo.  Thank you, Mr. Chairman, and thank you to 891 

each one of you, the witnesses.  Excellent testimony. 892 

 Secretary O'Connell, you are in charge of the National 893 

Stockpile, BARDA; you are the lead agency for preparedness.  894 

So I want to start with you. 895 

 The United States and -- has and remains dangerously 896 

dependent on foreign countries for our supply of critical, 897 

lifesaving drugs, lifesaving equipment.  So as a result, 898 

during the pandemic we couldn't outfit our first responders  899 

-- I raised that in my opening comments -- without relying on 900 

China and others to supply us.  You have said that ASPR has 901 

invested 16 billion in 87 different contracts for the 902 

domestic manufacturing of PPE.  What have those contracts 903 

bought you? 904 

 *Ms. O'Connell.  Ranking Member, thank you so much for 905 
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that question -- 906 

 *Ms. Eshoo.  Because if another health threat happened 907 

where there is a high demand for PPE and other essential 908 

supplies, do you have the authority to ramp up production of 909 

U.S. masks, respirators, syringes, diagnostics?  910 

 I mean, I practically became an overnight so-called 911 

expert in this, trying to find it and what time -- what some 912 

ship was coming in to get something to a major -- you know, 913 

major institutions. 914 

 *Ms. O'Connell.  Ranking Member, thank you so much for 915 

that question.  This has been an important focus of ours, as 916 

you have mentioned, and we are grateful for the support from 917 

Congress for the funding and the construction authority we 918 

received in order to be able to invest in domestic 919 

manufacturing of some of these critical PPE and medical 920 

supplies. 921 

 *Ms. Eshoo.  So where do we stand now, though?  What 922 

capacity do we have?  I mean, do -- would our country have 923 

the capacity now to meet that demand for production? 924 

 *Ms. O'Connell.  So we are continuing to build that 925 

capacity, and we are doing it in two ways.  We have the 926 
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investments in the construction and the manufacturing supply 927 

lines, bringing those foreign -- you know, the things that 928 

were manufactured in other countries, bringing them here, 929 

manufacturing them here, we are doing that with raw -- 930 

 *Ms. Eshoo.  But, I mean, how would you grade the system 931 

now, where are we?  Are we in the middle of building this 932 

capacity?  Are we 10 percent there?  Are we 72 percent there? 933 

 You know, one of my biggest regrets -- not in working 934 

with Congresswoman Brooks, but -- we worked so hard on the 935 

stockpile.  But I am kicking myself that I didn't ask 936 

witnesses, "What is in the cupboard?  What is in the 937 

cupboard?''  Jesus, we got this thing hit, and all hell broke 938 

loose.  And that is why I am asking this.  You know, we need 939 

the answer to that to chart what -- where we need to go in 940 

the future, so that we do not experience this again. 941 

 This is a great nation, and we were on our knees.  So 942 

tell me where you think we are now. 943 

 *Ms. O'Connell.  So we have 87 contracts invested in 944 

things from raw materials to the consumables to the finished 945 

product.  But I would agree with you, we are not far enough, 946 

and that is the reason why I am requesting construction 947 
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authority in the new PAHPA bill.  We have gotten a head 948 

start, and we are farther than we were. 949 

 And we are doing something else, too.  The Strategic 950 

National Stockpile, as we are restocking it, we are 951 

restocking it with the domestically manufactured goods.  So 952 

we actually have a market, and we are, you know, buying those 953 

things.  That is where we are going to be able to  954 

incentivize -- 955 

 *Ms. Eshoo.  Okay. 956 

 *Ms. O'Connell.  -- these private companies to ramp up 957 

manufacturing. 958 

 *Ms. Eshoo.  I have 1 minute and 20 seconds left. 959 

 Have you submitted to Congress the required report on 960 

the contents of the Stockpile for 2022? 961 

 *Ms. O'Connell.  I just reviewed it, and it is on your 962 

way -- on the way to you all. 963 

 *Ms. Eshoo.  Yes, yes. 964 

 *Ms. O'Connell.  Thank you. 965 

 *Ms. Eshoo.  Yes, because it is past due. 966 

 *Ms. O'Connell.  Yes, thank you. 967 

 *Ms. Eshoo.  It is past due.  Okay. 968 
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 Dr. Califf, it is great to see you.  Can the FDA get the 969 

information it needs from manufacturers to identify sources 970 

and suppliers of API?  971 

 I have been on this API for a long time, and I don't 972 

think that the needle has moved.  That is my overall take on 973 

this. 974 

 *Dr. Califf.  I know you have limited time, so I will be 975 

brief.  We can talk at long length. 976 

 I have personally worked in the private and university 977 

sector in both India and China.  The problem we have right 978 

now with regard to what you spoke about is we don't have the 979 

designation of the source of the API when it gets moved and 980 

put into a pill.  And we are asking for the authority to 981 

require that of the industry, that essentially the chain of 982 

custody of the supply chain from the API to the finished pill 983 

to the retail store, or however it is distributed -- 984 

 *Ms. Eshoo.  So that is the only way for you to actually 985 

know -- 986 

 *Dr. Califf.  Otherwise, we have no way of -- 987 

 *Ms. Eshoo.  You have no way of knowing. 988 

 *Dr. Califf.  Other than phone calls, which is not a 989 
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very efficient way in a crisis. 990 

 *Ms. Eshoo.  No, or maybe one day API in the United 991 

States of America.  Do you see that in our future? 992 

 *Dr. Califf.  It has to be in our future. 993 

 *Ms. Eshoo.  I mean, we are dependent -- 994 

 *Dr. Califf.  There is a hearing going on about drug 995 

shortages -- 996 

 *Ms. Eshoo.  -- totally dependent on China, China and 997 

India, and India is dependent on China.  I mean, what a -- 998 

 *Dr. Califf.  Well -- 999 

 *Ms. Eshoo.  What a Rube Goldberg plan that is. 1000 

 *Dr. Califf.  We need to work on it.  But the hearing 1001 

also occurring at the same time is going to go through some 1002 

of the issues. 1003 

 The economics of this are not favorable for fixing the 1004 

problem the way it is currently working.  So we have some 1005 

real work to do there. 1006 

 *Ms. Eshoo.  Well, I have been working on it. 1007 

 *Dr. Califf.  Not just tracking things, but the basic 1008 

fundamentals of the economics. 1009 

 *Ms. Eshoo.  Thank you. 1010 
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 *Dr. Califf.  Thanks. 1011 

 *Ms. Eshoo.  I am going to submit, obviously, Dr. 1012 

Walensky and to each one of you, written questions for the 1013 

record.  Thank you. 1014 

 [The information follows:] 1015 

 1016 

**********COMMITTEE INSERT********** 1017 

1018 
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 *Ms. Eshoo.  Thank you, Mr. Chairman. 1019 

 *Mr. Guthrie.  Thank you.  The gentlelady yields back.  1020 

The chair now recognizes Chair Rodgers for five minutes for 1021 

questions. 1022 

 *The Chair.  Director O'Connell, I want to start with 1023 

you. 1024 

 Like every state, Washington State currently has a set 1025 

of crisis standards of care that they can rely on, given 1026 

serious surges and demands for care.  And the COVID-19 1027 

pandemic brought to light that many states like Washington 1028 

State have incredibly discriminatory crisis of care standards 1029 

that discount the lives of people with disabilities and other 1030 

marginalized populations.  These concerns have been 1031 

repeatedly reiterated by the Office of Civil Rights and 1032 

advocates in the disability community who have helped push 1033 

states to consider alternative measures for their crisis 1034 

standards. 1035 

 To this point, I would like to discuss ASPR's request to 1036 

Congress to extend the National Advisory Committee on 1037 

Individuals with Disabilities and Disasters until at least 1038 

September 30th, 2025.  Is NAC involved in or working with 1039 
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other partners, including state and local governments, to 1040 

ensure that we don't have something like this happen again? 1041 

 *Ms. O'Connell.  We have really benefitted from the view 1042 

of our outside experts that have served on this committee.  1043 

And it is very important to me, and I have made that clear in 1044 

my five-year strategic plan that we are not prepared if 1045 

everybody is not prepared, if we aren't thinking about those 1046 

communities and special populations that you mentioned. 1047 

 So we are continuing to work with -- and are leading 1048 

experts in this space to make sure that we are accounting for 1049 

all of their views, and incorporating those in the work that 1050 

we do ahead. 1051 

 *The Chair.  Okay.  Do you support furthering Federal 1052 

standards that would ensure that these crisis standards of 1053 

care do not discriminate against people with disabilities? 1054 

 *Ms. O'Connell.  It is really important that we 1055 

incorporate all of the needs of these special populations as 1056 

we move forward in preparing for and responding to disasters 1057 

and emergencies. 1058 

 *The Chair.  Okay, thank you. 1059 

 On cybersecurity, when this committee last considered 1060 
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ASPR's authorities in 2018, cyber was a known threat but not 1061 

really top of mind when it came to preparedness.  In the last 1062 

couple of years we have seen an increasing number of cyber 1063 

attacks on the health care sector corresponding to an 1064 

increase in response efforts. 1065 

 Just earlier this year, ASPR, working in coordination 1066 

with the Health Sector Coordinating Council Cybersecurity 1067 

Working Group, released their Cybersecurity Framework 1068 

Implementation Guide to help public and private sector 1069 

prevent cybersecurity incidences.  Do you view cybersecurity 1070 

preparedness and response as a primary function and 1071 

responsibility of ASPR? 1072 

 And if not ASPR, who at HHS is responsible for cyber 1073 

threats? 1074 

 *Ms. O'Connell.  Thank you, Chair.  So there are other 1075 

players within our department that have various 1076 

responsibilities in the cybersecurity space, but we are the 1077 

sector risk management agency for the health care sector when 1078 

it comes to cybersecurity.  So we do have an important 1079 

function in coordinating with the health systems and 1080 

hospitals to make sure that they know best practices, and 1081 
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that we work them through if they have had vulnerabilities, 1082 

how we identify those gaps and moving forward. 1083 

 I don't know that we are doing enough, and I have 1084 

requested a doubling of my budget in fiscal year 2024 so I 1085 

can add additional staff to work against this highly complex 1086 

and evolving problem.  So I would welcome the support of this 1087 

committee in moving that forward. 1088 

 *The Chair.  Well, I would like to work with you on how 1089 

we make sure that we are addressing this growing and evolving 1090 

threat. 1091 

 Dr. Walensky, in 1997 Congress directed the FDA to 1092 

develop and adopt good guidance practices to provide more 1093 

transparency and public input.  And since the early 2000s FDA 1094 

has abided by such good guidance practices, and it requires 1095 

FDA to solicit public comments and responses, including 1096 

standardized statements regarding the non-binding nature of 1097 

the guidance, and be publicly posted in a standardized, 1098 

searchable, and comprehensive database. 1099 

 In addition, FDA's practices provide exceptions for 1100 

emergency situations where interim guidance may be 1101 

appropriate, and a process for revisions in situations where 1102 
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the guidance may need to be changed. 1103 

 Throughout COVID-19 and even now, I continue to hear 1104 

concerns and questions on CDC recommendations and the 1105 

guidance, whether it is parents, scientists, doctors, others 1106 

in the community.  Does CDC have or has CDC considered 1107 

adopting something similar to good guidance practices that 1108 

would dictate how recommendations across CDC are made 1109 

available, allow for comment, and allow for responses to 1110 

comments?  1111 

 *Dr. Walensky.  Yes, thank you so much for that 1112 

question.  So much of what we learned in CDC Moving Forward 1113 

is the importance of accountability and transparency and 1114 

partnership, and working with people who are going to be the 1115 

implementers of this guidance. 1116 

 In terms of public comment, as we are putting out 1117 

guidance in the context, for example, of a public health 1118 

emergency, one of the other things that we learned in CDC 1119 

Moving Forward is that we have to be nimble and we have to be 1120 

fast, that we were operating too slowly.  Of course, a period 1121 

of public comment would take months, a couple of months to 1122 

potentially -- 1123 
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 *The Chair.  Okay, thank you.  I am going to run out of 1124 

time.  I am just going to highlight FDA indicates it 1125 

finalized 114 documents in 2019; 163 in 2020; 91 in 2021.  So 1126 

there is a way that you can do it quickly, but keep it public 1127 

and available for comment. 1128 

 I will yield back.  My time has expired. 1129 

 *Mr. Guthrie.  The -- 1130 

 *Dr. Walensky.  May I just comment that part of what we 1131 

are doing is standardizing and being more transparent about 1132 

how we are getting that feedback as part of CDC Moving 1133 

Forward?  So thank you for that question. 1134 

 *Mr. Guthrie.  Thank you.  The gentlelady yields back.  1135 

The chair recognizes the ranking member of the full committee 1136 

for five minutes for opening -- for questions. 1137 

 *Mr. Pallone.  Thank you, Mr. Chairman. 1138 

 As the COVID-19 public health emergency ends today, we 1139 

should be applying the lessons we have learned over the last 1140 

three years when determining how we can build up our public 1141 

health infrastructure, rather than look for ways to tear it 1142 

down. 1143 

 So I wanted to ask each of our three witnesses in terms 1144 
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of each of your respective agencies:  as the public health 1145 

emergency comes to an end, what is the ongoing vulnerability 1146 

in our preparedness and response capabilities that you are 1147 

most concerned about, and how can we address that concern? 1148 

 And I know each of you could probably talk an hour about 1149 

it, but we only got five minutes, so I will start from the 1150 

left, I guess, my left. 1151 

 *Ms. O'Connell.  Well, thank you so much, Ranking 1152 

Member. 1153 

 It was very clear to us that we had to rely on other 1154 

departments for support.  Just as I laid out in my opening 1155 

statement, DoD gave us assisted acquisition support.  We 1156 

couldn't move out fast enough against the needs that we were 1157 

seeing the country had -- really important that we, as HHS, 1158 

are able to move out on our own next time.  We will -- may 1159 

not always have the benefit of other departments being able 1160 

to come in and help.  So with our acquisitions authority, DoD 1161 

came in; we would like similar authority so we can stand on 1162 

our own. 1163 

 FEMA and U.S. Coast Guard came in and helped us surge 1164 

our staff so quickly.  There are direct hiring and flexible 1165 
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pay authorities that I am going to need moving forward 1166 

because I might not always have FEMA and U.S. Coast Guard 1167 

available to come in and help -- really important HHS has 1168 

what it needs, moving forward. 1169 

 And then construction authority.  We have talked about 1170 

how weak the supply chain was, and how important it is to 1171 

have domestic manufacturing of these critical medical 1172 

supplies.  But that construction authority that I have right 1173 

now goes away with the supplemental dollars.  As soon as 1174 

those are spent, I can no longer continue these investments.  1175 

I would like to have permanent construction authority so I 1176 

can keep that going, so we no longer have those doctors and 1177 

nurses wearing the plastic bags Ranking Member Eshoo 1178 

mentioned. 1179 

 *Mr. Pallone.  Thank you.  Dr. Walensky? 1180 

 *Dr. Walensky.  Thank you for that question.  So we 1181 

tackled COVID-19 with a frail and under-invested public 1182 

health infrastructure, to start.  There were some that 1183 

estimated before the pandemic we had -- we were 60,000 public 1184 

health workforce in deficit.  So our workforce is a big 1185 

challenge. 1186 
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 The second big challenge in our infrastructure has been 1187 

our data systems.  You have heard me talk about data 1188 

modernization.  We have been getting data through faxes.  I 1189 

know in your state of New Jersey, electronic case reporting 1190 

increased 66 percent during the pandemic because of the rapid 1191 

need for data.  But in our electronic case reporting we are 1192 

now up to about 25,000 health systems can do so (sic).  That 1193 

is about 25 percent of our health care systems.  So we have a 1194 

lot of work to do in our data modernization initiative and 1195 

resources for that. 1196 

 And then finally, laboratory infrastructure.  Lots of 1197 

interest now in genomic sequencing and wastewater 1198 

surveillance, and all of these things.  We do not have a 1199 

laboratory infrastructure in this country that can support 1200 

all of those efforts.  And I would urge all of you, if you 1201 

haven't visited your state lab, to visit your state lab and 1202 

ask if they can do genomic sequencing.  Thank you. 1203 

 *Mr. Pallone.  Thank you, Doctor. 1204 

 Mr. Califf? 1205 

 *Dr. Califf.  Sure.  I am going to mostly echo what has 1206 

already been said, so I will be very quick. 1207 
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 We got holes in our data that I have highlighted that we 1208 

need in order to deal with crises when they come up. 1209 

 We very much need the surge capacity capability, 1210 

particularly as it relates to pandemic issues that may arise 1211 

where we need our staff and biologics, for example, to be 1212 

ready to go with excess capacity to deal with it. 1213 

 And I am very concerned about laboratory testing.  If 1214 

you don't have good laboratory testing at the front end, you 1215 

are really in trouble when it comes to figuring out what to 1216 

do with treatment. 1217 

 And then finally, as we have already discussed a little 1218 

bit here, we need to fix our peacetime economics, things like 1219 

the generic drug industry and the commodities.  The less we 1220 

are able to economically afford to produce the products in 1221 

the United States, the more we are going to depend on an 1222 

enormous investment in stockpiling.  Stockpiling is time-1223 

limited.  And so, if we don't fix those fundamental 1224 

economics, we are going to have -- we are very concerned 1225 

about it right now. 1226 

 *Mr. Pallone.  Well, thank you.  I think I can fit in 1227 

another question to you, Dr. Califf. 1228 
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 The problem that our members have seen in just the last 1229 

few months is the shortage of drugs that seem to be related 1230 

to increases in demand.  And currently, drug manufacturers 1231 

are required to report to FDA when there is a discontinuance 1232 

or interruption in the supply.  However, when the shortage is 1233 

driven by demand, rather than supply, manufacturers are not 1234 

required to report to FDA. 1235 

 So can you explain how FDA can help address drug 1236 

shortages when they have more information from drug 1237 

manufacturers?  1238 

 Can FDA apply those tools if they know of an 1239 

unanticipated spike in demand?  1240 

 You have got, like, 20 seconds. 1241 

 [Laughter.] 1242 

 *Dr. Califf.  All right, very quickly, every company 1243 

keeps projections on what it needs to produce to meet the 1244 

demand that it expects.  When the demand goes up beyond what 1245 

they can produce, they need to let us know, so that we can 1246 

look across companies and see how we can make up for that 1247 

problem.  That is, essentially, the basic issue. 1248 

 Each company doesn't know what the other company is 1249 
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doing, because they are competing.  When there is a shortage 1250 

in one company we need to be able to coordinate across these 1251 

people.  Government should not be involved in private 1252 

enterprise when things are working fine, but when there is a 1253 

problem we have to have a mechanism for government to help 1254 

out, as we have seen in many cases over the pandemic. 1255 

 *Mr. Pallone.  Thank you. 1256 

 Thank you, Mr. Chairman. 1257 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  1258 

The chair now recognizes Dr. Burgess for five minutes for 1259 

questions. 1260 

 *Mr. Burgess.  Thank you, Mr. Chairman. 1261 

 I have had this discussion with most of you 1262 

individually; I may not have had it with you, Ms. O'Connell.  1263 

You are asking for a lot of things, and we should consider 1264 

those things, the regulatory authorities, the budgetary 1265 

authorities.  But as I have stressed before, you have a 1266 

credibility deficit with the public, and we have to remedy 1267 

that.  Mostly, that will come through transparency, I 1268 

believe. 1269 

 But at the same time -- and Chair Rodgers mentioned this 1270 
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-- when you come forward with guidances and proclamations, 1271 

think about what the impact this is going to have on everyday 1272 

Americans, because there is a certain amount of pandemic 1273 

fatigue out there in the country right now, and they tune you 1274 

out.  I am just telling you that.  They do not believe you 1275 

anymore.  And that is a serious, serious problem.  And so no 1276 

amount of budgetary authority, no amount of regulatory 1277 

authority can reestablish that credibility.  We need you all 1278 

to reestablish that credibility through becoming your own 1279 

centers of excellence and transparency, and just day to day, 1280 

every member of your agencies must recognize that job one is 1281 

re-establishing credibility. 1282 

 Ms. O'Connell, let me ask you, during the run-up to the 1283 

last reauthorization of the preparedness bill it seems like 1284 

we had a lot of internal discussions.  In fact, some we even 1285 

had in a classified setting.  And -- but placing ASPR at the 1286 

center of the eye of the storm, if you will, when trouble 1287 

hit, and that seemed -- if I recall correctly, that seemed to 1288 

be the consensus that those of us who were on the committee 1289 

back then -- that is where we arrived.  It didn't fare 1290 

exactly as I would have anticipated then, when real trouble 1291 
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hit. 1292 

 So are we doing some sort of ongoing re-evaluation?  1293 

Should you be the center?  Should the ASPR be the center?  I 1294 

believe it should.  But are there ways to ensure that you 1295 

stay at the center of that authority during the time of 1296 

crisis? 1297 

 *Ms. O'Connell.  Congressman, thank you so much for that 1298 

question.  You know, of course, I wasn't here at the last 1299 

PAHPA reauthorization, or in this role, and came into this 1300 

role in June 2021, when the response was already in full 1301 

swing and structures were already in place. 1302 

 The Department has been very clear that I am responsible 1303 

for coordinating our department, and making sure that I am 1304 

the principal interlocutor with the Secretary on issues 1305 

around public health emergency and response.  And I have 1306 

played that role since I have been in this seat, and have had 1307 

the pleasure of coordinating with my fellow panelists today 1308 

on any number of very complex issues. 1309 

 I also coordinate very closely with the White House.  1310 

And, you know, through the various responses I have led and 1311 

other roles I have played within the department over previous 1312 
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administrations, I have interacted with either NSC, DPC, now 1313 

a White House COVID team, and I am pleased to coordinate with 1314 

however -- whichever president it is chooses to organize the 1315 

White House, I will be that conduit from the Department to 1316 

the White House on these issues, and look forward to 1317 

continuing to play that role. 1318 

 But again, I have only been in this seat since June 1319 

2021, and have been able to do that since that point on. 1320 

 *Mr. Burgess.  And in fact, I think this is your first 1321 

appearance in our subcommittee.  So we welcome you and are 1322 

grateful for that, and look forward to many more -- many, 1323 

many more such sessions. 1324 

 So during the height of the pandemic, HHS and Department 1325 

of Defense developed a fairly successful partnership.  This 1326 

success relied partially on ASPR's use of existing DoD 1327 

authorities.  Is there a way to look to continuing those 1328 

authorities so that it doesn't have to be something that is 1329 

stood up anew at the time of another crisis? 1330 

 *Ms. O'Connell.  Well, that is one of the reasons why I 1331 

am asking for some of the acquisitions authorities that DoD 1332 

has for ASPR, because DoD -- we live in a very complex threat 1333 
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landscape right now, and I think the country is going to need 1334 

DoD to be able to do DoD things. 1335 

 *Mr. Burgess.  Sure. 1336 

 *Ms. O'Connell.  HHS should do HHS things.  So we need 1337 

similar authorities so I can stand up and get going, and not 1338 

have to negotiate an agreement with DoD. 1339 

 *Mr. Burgess.  Easier to get you those things if you 1340 

have credibility.  It does go back to that. 1341 

 Dr. Califf, before I run out of time, we came through 1342 

this pandemic, we are all glad that the public health 1343 

emergency is over, but there were a number of flexibilities 1344 

that were required -- us to give the FDA so we all didn't 1345 

die.  What have you done to sort of codify those 1346 

flexibilities?  And is there a way to make you a more nimble 1347 

agency, going forward? 1348 

 *Dr. Califf.  Well, of course, as you may have heard me 1349 

say, we are number one in innovation in the U.S.  No one 1350 

disputes that.  And we still are.  We intend to keep it that 1351 

way. 1352 

 And one of the most important ways is through the 1353 

constant communications that we have with the industries that 1354 
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actually invent and produce the products.  We don't make 1355 

them, we just regulate them.  So a lot of the methods that 1356 

have been used, like remote assessments, of some note we have 1357 

talked about in-person versus virtual meetings.  It turns out 1358 

two-thirds of the time now that we are offering in-person 1359 

meetings, the industry is choosing virtual because it is 1360 

easier for them to not have to assemble all those -- their 1361 

people and have them fly to Silver Spring to meet with us. 1362 

 So things like that that just make it easier to 1363 

communicate -- we will still have a role when things are not 1364 

right to exert our authority to do that.  But communication 1365 

is really the key, and we have learned a lot of lessons in 1366 

the process. 1367 

 *Mr. Burgess.  Well, I have requested a meeting with 1368 

you, and I look forward to following up with that.  We can 1369 

speak at the -- to some degree of -- we can get into deeper 1370 

detail.  So thank you. 1371 

 And I will yield back, Mr. Chairman. 1372 

 *Mr. Guthrie.  Thank you.  The gentleman yields back, 1373 

the chair recognizes Mr. Cardenas for five minutes for 1374 

questions. 1375 
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 *Mr. Cardenas.  Thank you very much, Chair Guthrie, and 1376 

also Ranking Member Eshoo, for holding this hearing to 1377 

discuss ways to improve our health system preparedness 1378 

through PAHPA.  We call it PAHPA here, but what that means is 1379 

Pandemic and All-Hazards Preparedness Act reauthorization 1380 

process. 1381 

 I also want to thank our witnesses for joining us today 1382 

and providing testimony on the needs of the Federal 1383 

Government to best respond to crises. 1384 

 We have seen the most -- excuse me, we have seen the 1385 

cost of being flat-footed in the face of a public health 1386 

emergency in real time.  While I think we have learned many 1387 

lessons from COVID-19, I am still concerned that we have real 1388 

weak spots in our preparedness, especially when it comes to 1389 

kids. 1390 

 This past winter we experienced what public health 1391 

officials called tripledemic, when cases of RSV, flu, and 1392 

COVID-19 overlapped, making many of our kids sick, and 1393 

overwhelming our hospital systems.  This tripledemic prompted 1394 

greater scrutiny of our pediatric care system, and 1395 

highlighted severe pediatric facility and workforce shortages 1396 
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which must be addressed. 1397 

 This is especially problematic because children have a 1398 

unique set of mental and physical health needs that are 1399 

separate from adults.  We cannot leave our kids behind, and I 1400 

am worried that if we approach PAHPA reauthorization too 1401 

narrowly, without expanding pediatric health care capacity, 1402 

we will repeat mistakes and remain unprepared to protect 1403 

children in the event of a future emergency. 1404 

 I have a question for Dr. Walensky. 1405 

 Doctor, how do pediatric workforce and facility 1406 

shortages leave us vulnerable in the event of a future 1407 

pandemic or other public health threat? 1408 

 *Dr. Walensky.  Thank you so much for that question.  I 1409 

am going to sort of speak to it from a public health 1410 

standpoint and the workforce that we need in public health, 1411 

as well as in -- at CDC specifically, and just speak to some 1412 

of the challenges that we have. 1413 

 We train some of the best people in the world.  It is 1414 

really competitive to get a fellowship at CDC, but we don't 1415 

have non-competitive fellow conversion.  They have to apply 1416 

for jobs after we have trained them.  We don't have tax-1417 
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exempt student loan repayment.  And I will tell you 1418 

pediatricians, if you look at the salary scale, are not the 1419 

highest-paid clinicians out there.  We could use direct hire 1420 

authority.  We have pediatricians that go out in the field to 1421 

care for people or to -- not to care, actually; to do 1422 

infection control and surveillance in Ebola outbreaks, and 1423 

yet they don't get danger pay. 1424 

 So there are a lot of things in our direct -- in our 1425 

hiring authorities that would really help us sustain a 1426 

pediatric workforce, especially a workforce that has -- you 1427 

know, may leave medical school with $200,000 of debt, on 1428 

average. 1429 

 *Mr. Cardenas.  And -- well, that sets up my next 1430 

question.  What can Congress do to better prioritize the 1431 

unique needs of children through the PAHPA reauthorization? 1432 

 *Dr. Walensky.  So from a public health standpoint, I 1433 

would say those hiring authorities and workforce authorities 1434 

that I just mentioned would go a very long way.  And I think, 1435 

from the clinical standpoint, I would defer to my colleague. 1436 

 *Mr. Cardenas.  Please. 1437 

 *Ms. O'Connell.  Thank you so much, Congressman.  So we 1438 
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have created something called the Regional Pediatric Disaster 1439 

Care Centers of Excellence, where we bring various experts 1440 

across the regions to leading children's hospitals, and 1441 

create a consortium where we are able to share best practices 1442 

for children in trauma, children in disasters, how to care 1443 

for them.  And it has also become a place where our pediatric 1444 

care providers can get support, share lessons learned with 1445 

each other.  But it is really critical that we educate all of 1446 

our providers on how to take care of children in this very 1447 

unique emergency situation. 1448 

 We also have the National Advisory Committee on Children 1449 

and Disasters, and leading experts have been advising us on 1450 

how to make sure we incorporate their special needs as we 1451 

move forward and prepare the country to respond to what comes 1452 

next. 1453 

 *Mr. Cardenas.  Speaking of educating, can you please 1454 

share with us what you would recommend to Congress what we 1455 

can do to strengthen the efforts of the National Advisory 1456 

Committee on Children and Disasters as we work to prepare for 1457 

future emergencies? 1458 

 *Ms. O'Connell.  The authorization of that committee 1459 
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will end with this PAHPA bill.  And so, as you reauthorize, 1460 

it would be important to include that. 1461 

 I have also requested $7 million for the Pediatric 1462 

Centers of Excellence, and that would be another important 1463 

thing to fund to make sure those providers that are in our 1464 

communities have that support in place where they can share 1465 

best practices. 1466 

 *Mr. Cardenas.  You said 7 million, not 70 million, not 1467 

700 million, not 7 billion.  Again, how much? 1468 

 *Ms. O'Connell.  Seven million. 1469 

 *Mr. Cardenas.  Seven million. 1470 

 *Ms. O'Connell.  It is part of our National Disaster 1471 

Medical Services System budget. 1472 

 *Mr. Cardenas.  I love that number. 1473 

 [Laughter.] 1474 

 *Mr. Cardenas.  I would hope and pray that we can meet 1475 

that.  Thank you so much, and I appreciate all of you very 1476 

much. 1477 

 And I yield back the balance of my time. 1478 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  1479 

The chair recognizes Mr. Latta for five minutes for 1480 
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questions. 1481 

 *Mr. Latta.  Well, thank you, Mr. Chairman, and thanks 1482 

to our witnesses for appearing today. 1483 

 Secretary O'Connell, your office is looking to end the 1484 

Centers for Innovation in Advanced Development and 1485 

Manufacturing Program, and replace it with new programs 1486 

called BioMaP and IBx.  Will you explain to the committee the 1487 

background and rationale for establishing these programs, and 1488 

ASPR's plan for implementation? 1489 

 *Ms. O'Connell.  Congressman, thank you so much for that 1490 

question.  It is a really important question. 1491 

 So the CIADM program that you referenced was established 1492 

several years ago, and it was to reserve capacity across the 1493 

country in case we needed to ramp up vaccine or therapeutic 1494 

manufacturing.  It was a way that we had manufacturing lines 1495 

that were essentially mothballed, but could be turned on when 1496 

needed. 1497 

 What we found in the COVID response was capacity is one 1498 

thing; capability to run those lines is something else.  And 1499 

so what we are looking to do moving forward is not just 1500 

reserve a manufacturing line, mothball it, you know, keep it 1501 
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warm until we need it, but make sure that we, in addition to 1502 

having the manufacturing lines, also have the workforce, the 1503 

capability to run those lines so mistakes are not being made 1504 

when vaccines are manufactured.  And that is where we are 1505 

looking to go, and the reason why we are making that change. 1506 

 *Mr. Latta.  Okay, let me just follow up real quick, 1507 

because I tell you, when I am out in my district -- and I am 1508 

sure everyone else -- you just mentioned workforce.  Every 1509 

place you go, the same thing.  Everybody needs, you know, 1510 

workers out there.  So how are we going to maintain that 1511 

workforce out there?  1512 

 Because, I mean, I go to places right now, they could 1513 

double what they are manufacturing and doing right now.  They 1514 

can't because there is no workforce.  So how are we going to 1515 

do that with what you are advocating? 1516 

 *Ms. O'Connell.  So one of the first things that we are 1517 

going to do is ensure that the organizations in which we have 1518 

a relationship with moving forward have a workforce and are 1519 

able to turn the capability on, as well as the capacity on 1520 

when moving forward.  But you are absolutely right.  The 1521 

skilled workforce is something that we need to invest in. 1522 
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 I know Dr. Walensky has been thinking about that in the 1523 

public health space, is how we make sure that we have the 1524 

experts that we need who can run these lines when we need 1525 

them.  And we are -- part of our investments will be in 1526 

making sure that workforce and capability are there. 1527 

 *Mr. Latta.  Okay, thank you.  You know, moving forward 1528 

we need to preserve domestic drug manufacturing and 1529 

stockpiling, and mitigate supply chain vulnerabilities to 1530 

enable continuous manufacturing capabilities and active 1531 

pharmaceutical ingredients. 1532 

 Dr. Califf, what steps should Congress take to further 1533 

protect access to and further safety of pharmaceuticals while 1534 

preventing supply chain shortages? 1535 

 *Dr. Califf.  Well, as we have already discussed, better 1536 

information for FDA to coordinate when there is an impending 1537 

shortage, and basically using talk therapy with the industry 1538 

to get cooperation and collaboration where it is needed -- 1539 

because normally, they are competitors. 1540 

 But in the long run we have got to deal with the fact 1541 

that many of these commodities and generic products are very 1542 

low cost.  There is a -- there is intense competition.  And 1543 
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when the price gets below what can support -- you mentioned a 1544 

highly-qualified workforce, investment in facilities -- then 1545 

the pressure to offshore comes in, which we have also talked 1546 

about.  So we have got to deal with these adverse economics 1547 

that are occurring. 1548 

 That is well beyond the FDA's remit, but it is a very 1549 

important part of it.  But we specify in our documents what -1550 

- in our requests what we need to fill in, those data parts 1551 

where we can deal with it with the situation that we are 1552 

currently in. 1553 

 *Mr. Latta.  Well -- and again, because I know when -- 1554 

we were all getting calls. 1555 

 And are there any particular category of drugs we should 1556 

prioritize first before targeting others?  Because again, you 1557 

are talking about offshore, because I know that when we had 1558 

committee hearings, we heard about all the different drugs 1559 

that all of a sudden we didn't have, that we had to have, you 1560 

know, coming from someplace else. 1561 

 But what drugs do we absolutely have to essentially 1562 

have?  Do you think that -- we prioritize at the top of the 1563 

list that we start with, and then we start backfilling 1564 
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everything else and -- from there? 1565 

 *Dr. Califf.  Sure, there have been several essential 1566 

medications lists, and there is a global list.  We are just 1567 

finalizing a synthesis of all those.  It is pretty much all 1568 

the same, the things that hospitals and health care 1569 

facilities would depend on at a time of crisis. 1570 

 But I should also point out, you know, if you had told 1571 

me that Tylenol or Ibuprofen would be a major issue, you know 1572 

-- I am a cardiologist.  I am used to dealing with life or 1573 

death.  But it turns out, when the surge went up, there was 1574 

no way our American manufacturing could meet the demand in 1575 

the U.S., and it was a global thing. 1576 

 So we do need to start with the highest priority, and 1577 

that is what we are doing.  But I think we shouldn't fool 1578 

ourselves to think we can only deal with life-or-death drugs 1579 

and devices.  We are going to have to deal with the whole 1580 

picture. 1581 

 *Mr. Latta.  Okay, thank you.  You know, I look forward 1582 

to working with my colleagues to reauthorize PAHPA and build 1583 

off these lessons we have learned from COVID-19. 1584 

 And lastly, I will be submitting the following QFRs, Mr. 1585 
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Chairman, regarding clinical laboratory capacity and 1586 

diagnostic testing for our Strategic National Stockpile. 1587 

 And I yield back the balance of my time. 1588 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  1589 

The chair recognizes Mr. Sarbanes for five minutes for 1590 

questions. 1591 

 *Mr. Sarbanes.  Thank you very much, Mr. Chairman.  1592 

Thanks to all of you for your great work, and being here 1593 

today to share your perspective on how we can be prepared for 1594 

what comes next. 1595 

 At the subcommittee's February hearing on the pandemic 1596 

response, we talked about some of the work CDC is doing to 1597 

improve data collection and communication channels with state 1598 

and local public health officials, other partners out there, 1599 

just to kind of build that picture, that ongoing surveillance 1600 

of what is happening with disease.  And I kind of wanted to 1601 

build on that a little bit more, maybe broaden it out to talk 1602 

about all the dimensions of information-sharing that needs to 1603 

happen, and so forth, because we know one of the big lessons 1604 

we learned from the pandemic was how indispensable it is to 1605 

get this information, and to have it at our fingertips real-1606 
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time, interoperable, all the rest of it. 1607 

 We pointed to some efforts that were stood up.  Hopkins 1608 

did a good job with their dashboard that they created.  That 1609 

is being closed down now, as you know.  So it makes us think 1610 

about where does that capacity reside on an ongoing basis.  1611 

CDC is a natural place for that kind of function. 1612 

 But even as we are celebrating the -- celebrating is the 1613 

wrong word -- even as we are exhaling when we see some of the 1614 

pandemic behind us, I have a sinking feeling in the pit of my 1615 

stomach that we are closing up shop.  We are seeing across 1616 

the country that the public health officials are sort of 1617 

closing up shop on what was a pretty impressive, in many 1618 

instances, ability to respond to pandemic.  And going beyond 1619 

the baseline, we need to maintain.  Going below the baseline, 1620 

we need to maintain in order to be ready for the next thing 1621 

so we are not just starting from scratch. 1622 

 So I think, Dr. Walensky, maybe you are the best one on 1623 

the panel because you have that perspective, that overview to 1624 

talk about that, and maybe address some of that anxiety.  1625 

But, you know, I am reading articles every day about local 1626 

health operations, public health operations, where they are 1627 
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saying, okay, pandemic is over, we don't need X, we don't 1628 

need Y, we don't need Z.  Well, we might still need X and Y 1629 

on an ongoing basis to be ready for the next thing.  And 1630 

frankly, we need X and Y just to do public health well.  1631 

Forget about a pandemic coming. 1632 

 But I think we are going to lean -- the pendulum is 1633 

going to go too far in the other direction.  So talk about 1634 

how, both in terms of the data collection, the communication, 1635 

the workforce that you have talked about, how do we -- like, 1636 

do we blow a whistle to the local health officials and say, 1637 

"Stop, look, and listen,'' like, "before you take everything 1638 

apart again,'' or like, "Put this in a closet somewhere, or 1639 

out back by the dumpster.''  Like, "Think about whether it 1640 

could help you in the next round, and think about, frankly, 1641 

whether it is a critical part of the infrastructure you 1642 

should have every single day just to have a good public 1643 

health system across the country''? 1644 

 So if you could talk to that, I would appreciate it. 1645 

 *Dr. Walensky.  Sure.  There is a lot to be said there.  1646 

Thank you so much for that question. 1647 

 First, let me say that we have been hard at work on the 1648 
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data issues.  I think COVID-19 unroofed a lot of the 1649 

challenges that we have in data, data management, data 1650 

collection across our public health, and integrating within 1651 

CDC and around the country.  We did release a public health 1652 

data strategy that really looks at bolstering public health 1653 

data at the local source:  visualization, interoperable data.  1654 

And all of that is part of a two-year public health data 1655 

strategy. 1656 

 Your point is really well taken, though, with regard to 1657 

COVID data.  As I mentioned, it took us six months to get to 1658 

the point that we were getting COVID-related 1659 

hospitalizations.  We will continue to get those.  But to 1660 

this day I can't tell you who is vaccinated in the hospital.  1661 

We still don't have the capacity to this day.  There is an 1662 

important balance that I think we have to recognize, and that 1663 

is all of the data that is being collected for COVID and has 1664 

been collected for COVID is only for COVID.  There are many 1665 

other public health threats out there that we really need to 1666 

have similar data for.  And so the balance is going to be 1667 

what is enough for COVID, and how do we bolster everything 1668 

else such that we have that capacity?  1669 
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 I will give you the example of Mpox.  We had a public 1670 

health emergency that was declared for Mpox on August 4th.  1671 

If you now, in hindsight, look at our epidemiologic curves, 1672 

we had our maximum number of cases of Mpox in this country 1673 

three days before the public health emergency was declared.  1674 

If we wait for that public health emergency in order to get 1675 

the data authorities that we need, we are already on the down 1676 

curve, or we are already on the down curve of Mpox. 1677 

 So we need it, not only for COVID and for preparing for 1678 

pandemic flu, but we need it for all infectious and non-1679 

infectious risks across public health.  And that is what we 1680 

are advocating for here to -- for our data authorities, to be 1681 

able to have line of sight of that.  Thank you. 1682 

 *Mr. Sarbanes.  Thanks very much, and thanks for your 1683 

service. 1684 

 And I yield back. 1685 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  1686 

The chair recognizes Mr. Bilirakis for five minutes for 1687 

questions. 1688 

 *Mr. Bilirakis.  Thank you, Mr. Chairman.  I appreciate 1689 

it very much. 1690 
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 Our nation's preparedness efforts remain vital.  From 1691 

COVID-19 to Hurricane Ian, over the last five years we have 1692 

seen our health care system's strengths, as well as some of 1693 

the biggest challenges.  I am sure you all agree. 1694 

 Unfortunately, this Administration's lack of appropriate 1695 

communication between the government agencies, siloed work 1696 

product, duplicative and conflicting agency recommendations, 1697 

and arduous bureaucracy has been all, in my opinion, on full 1698 

display. 1699 

 Dr. Walensky, throughout the course of the COVID-19 1700 

pandemic, wastewater-based epidemiology has been used 1701 

effectively by state and local governments, Federal agencies, 1702 

universities, private businesses to monitor, spread, inform 1703 

public health responses and help predict case levels in a 1704 

community several days in advance.  WBE produces cost-1705 

effective, aggregated, and anonymized -- I am sorry -- data 1706 

from the community wastewater samples, avoiding difficult 1707 

personal data and privacy issues. 1708 

 It is my understanding that CDC established a national 1709 

wastewater surveillance system, or NWSS, in late 2021, which 1710 

has been much -- very successful, and a positive.  It has 1711 
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gotten a positive reception.  However, it is also my 1712 

understanding that NWSS has become siloed within CDC's 1713 

National Center for Emerging and Zoonotic Infectious 1714 

Diseases, and is restricted to known infectious diseases.  1715 

This is unfortunate, considering NWSS could possibly be 1716 

utilized to track high-risk substances such as fentanyl. 1717 

 We are in the middle of a fentanyl overdose crisis, as 1718 

you know.  Under the Prevent Pandemics Act passed as part of 1719 

the fiscal year 2023 omnibus, Congress authorized the CDC 1720 

directly -- director to continue leveraging public-private 1721 

partnerships for activities that would include wastewater-1722 

based epidemiology. 1723 

 As we think about CDC being more nimble and evolving to 1724 

keep pace, can you tell me why CDC is not currently utilizing 1725 

wastewater epidemiology to its fullest extent?  1726 

 Why has CDC not engaged with private sector partners to 1727 

utilize wastewater epidemiology beyond just the Center for 1728 

Emerging and Zoonotic Infectious Diseases?  1729 

 If you could, answer that question. 1730 

 *Dr. Walensky.  Yes, I very much appreciate that 1731 

question, because wastewater has been such an interesting and 1732 
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informative way that we have been able to track COVID-19 1733 

novel, new way, and has a lot of promise for things like 1734 

antimicrobial resistance and many other things. 1735 

 As you mentioned, this is a young field.  We have, over 1736 

the last two years, been able to develop now up to 1,400 1737 

wastewater sites that cover about 140 million Americans.  And 1738 

through that, not only have we been able to track COVID-19, 1739 

but we have been using it for polio in our paralytic polio 1740 

case in New York, as well as for other pathogens like Mpox, 1741 

which we have been using and tracking with Mpox, as well. 1742 

 You actually ask a really important question.  First, we 1743 

are engaging in industry partnerships through our wastewater 1744 

surveillance.  It has been important, as we have learned -- 1745 

been learning and studying.  But one of the key questions 1746 

that you asked is how can we use wastewater in a key area of 1747 

research for other things? 1748 

 Importantly, what we really want to know from wastewater 1749 

is are there metabolites of fentanyl or opioids that we can 1750 

detect in the wastewater before we might detect them in 1751 

emergency room surveillance that we could act on?  1752 

 And so that is actually the research question that we 1753 
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are asking right now to say would we detect it in the 1754 

wastewater in a sensitive and specific way that would lead to 1755 

acute public health action in a way that would be better and 1756 

faster than the surveillance that we are already doing 1757 

through our state unintentional drug overdose reporting or 1758 

our other emergency department surveillance systems.  With 1759 

that question, which we are actively addressing, we intend to 1760 

sort of expand it in other ways. 1761 

 The other thing I might say is it is a real important 1762 

time to comment on laboratory infrastructure.  And I would 1763 

again invite you to go to your state lab and say, "Do we have 1764 

the capacity in our state lab to do wastewater surveillance 1765 

here?''  Many of our state labs do not.  Really, as we think 1766 

about these new and novel ways to address infectious and non-1767 

infectious threats, do we have the resources across the 1768 

country in the machinery and the laboratory infrastructure 1769 

and the analysts in order to scale it up?  Thank you. 1770 

 *Mr. Bilirakis.  Thank you.  Well, my time has expired, 1771 

but I will submit the questions for the record. 1772 

 [The information follows:] 1773 

 1774 
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 *Mr. Bilirakis.  Please keep us informed on that issue. 1777 

 *Mr. Guthrie.  The gentleman yields back.  The chair 1778 

recognizes Dr. Ruiz for five minutes for questions. 1779 

 *Mr. Ruiz.  Thank you.  Thank you for holding this 1780 

important hearing today. 1781 

 As we have said many times over the past two years, 1782 

there is a lot that we learned from the COVID pandemic.  It 1783 

is our responsibility to take those lessons and make the 1784 

necessary changes so that history doesn't repeat itself. 1785 

 Before I get to my questions, I would be remiss if I 1786 

didn't mention a bill that I have worked on for several years 1787 

with my friend, Dr. Bucshon:  the Good Samaritan Health 1788 

Professionals Act of 2023.  The bill would simply expand 1789 

liability protections for doctors who volunteer during 1790 

national or public health emergencies by allowing them to 1791 

help in places of need, regardless of state boundaries.  This 1792 

was passed as part of the CARES Act for doctors to be able to 1793 

respond to COVID needs, but I urge its full inclusion in the 1794 

reauthorization of the Pandemic All-Hazards Preparedness Act 1795 

as the legislation moves forward.  I look forward to working 1796 

with the committee on this in the coming months. 1797 
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 Dr. Walensky, thank you for being here today.  It is 1798 

good to see you again.  We have had several conversations 1799 

over the past couple of years regarding the need for a more 1800 

robust public health workforce.  While health care worker 1801 

shortages are common across many specialties, there is an 1802 

acute need when it comes to the public health workforce.  Why 1803 

do we need and what should we be doing to bolster our public 1804 

health workforce on the local, state, and national level in 1805 

the context of preparation for future public health 1806 

emergencies? 1807 

 *Dr. Walensky.  Thank you so much, Dr. Ruiz, for that 1808 

question. 1809 

 So much of what we need in our public health workforce 1810 

is a workforce that is diverse as the communities we serve.  1811 

It is those trusted people on the ground that can reach and 1812 

know where to reach communities, and know the culturally 1813 

competent messages that they need to hear in order to 1814 

actually get implemented guidances to better public health. 1815 

 As part of those authorities that we need at CDC, and I 1816 

would say across public health in general, are things like 1817 

student loan repayment, non-competitive fellow conversion, 1818 
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direct hire authority, over-time and danger pay.  These are 1819 

all things that, if we are going to be a response-based 1820 

agency, that we have to have the same authorities that -- 1821 

like FEMA has, in terms of being response-based. 1822 

 *Mr. Ruiz.  Thank you.  A robust workforce is key to 1823 

creating and implementing adult vaccine programs, which are a 1824 

critical component to preparedness.  The COVID-19 pandemic 1825 

highlighted gaps in access to vaccines and treatments for the 1826 

most vulnerable in our communities.  As we think about future 1827 

outbreaks, it is critical that we make sure everyone has 1828 

access to these lifesaving therapeutics. 1829 

 Dr. Walensky, can you say more about how the proposed 1830 

Vaccine for Adults Program would address these gaps so that, 1831 

in the case of another pandemic, we are not starting from 1832 

square one? 1833 

 *Dr. Walensky.  We absolutely -- thank you so much for 1834 

that question, because we have a really robust Vaccines for 1835 

Children Program, which has saved trillions of dollars and 1836 

millions of lives.  We do not have a similar vaccine program 1837 

for adults.  That is, there are 14 actively approved and 1838 

recommended vaccines for adults that uninsured adults do not 1839 
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have access to in the absence of a Vaccines for Adults 1840 

program, and we don't have one. 1841 

 That is why we need for COVID-19 -- a bridge plan for 1842 

COVID-19 vaccines over the next two years to be able to 1843 

deliver those vaccines to uninsured adults.  But that leaves 1844 

out influenza vaccines, and shingles vaccines, and 1845 

pneumococcal vaccines, and hepatitis vaccines.  All of those 1846 

vaccines are uncovered, and we don't -- we are not positioned 1847 

to be able to sustain this for another public health 1848 

emergency for flu vaccines, for example.  Thank you. 1849 

 *Mr. Ruiz.  Thank you.  Pivoting to another important 1850 

issue that we need to address moving forward, and that is one 1851 

of data sharing, we have talked about the need for CDC to 1852 

have better access to data.  But as we have heard today, the 1853 

FDA would also benefit from additional data sharing 1854 

authorities. 1855 

 Dr. Califf, what does FDA need in terms of data 1856 

authorities from states, and why is the current process of 1857 

working with each state individually ineffective during a 1858 

public health emergency? 1859 

 *Dr. Califf.  Thanks very much.  And, you know, while 1860 
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CDC is focused on the public health needs, we are focused 1861 

largely on the biomedical needs for things like vaccines and 1862 

treatments, how they are doing in the real world.  And as I 1863 

have been listening to this, I have thought of an analogy 1864 

that may make it easy to understand what the issue is. 1865 

 We largely do share data sources with CDC and analyses.  1866 

We talk about them all the time when we have them.  CDC 1867 

inherited, when Dr. Walensky came in, a system where their 1868 

pipes were corroded.  So if you imagine a system where there 1869 

is a spigot, the data flows into a common receptacle, it gets 1870 

processed and sent back to people to figure out what to do 1871 

with, the people controlling the spigot are the states and 1872 

the counties.  And if every time we want to do something we 1873 

have to go ask every one of those people with every one of 1874 

those spigots, a huge amount of time goes by, up to months. 1875 

 And in the meanwhile, we are going down the road, 1876 

particularly in an emergency, having to make decisions 1877 

without the data, so much so that I have had to call Israel 1878 

several times to figure out what is going on, because they 1879 

have a system with electronic health records, where the data 1880 

is ready instantaneously.  We need that in the United States.  1881 
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It is not for us.  It is not for the public health agencies.  1882 

It is for the person who gets sick, or has a problem that 1883 

needs their physician or health care provider to know what 1884 

happened to other people like them in real time. 1885 

 *Mr. Ruiz.  Hey, thanks for what you do.  Thanks for 1886 

keeping our nation safe, despite the attacks and the personal 1887 

attacks.  It takes courage to be a good, honest, truthful 1888 

public health expert these days in this country.  So thank 1889 

you for doing it. 1890 

 *Mr. Guthrie.  Thank you.  The gentleman yields back, 1891 

and the chair now recognizes the leader on our side of the 1892 

dais on this issue, and working well with the Ranking Member 1893 

Eshoo -- and I just appreciate you all's efforts -- I 1894 

recognize Mr. Hudson for five minutes for questions. 1895 

 *Mr. Hudson.  Thank you, Chairman Guthrie, and thank you 1896 

for making this a real priority for our subcommittee.  And I 1897 

want to thank Ranking Member Eshoo for your partnership and 1898 

leadership.  I have learned a lot from you, and I have 1899 

enjoyed working together, and look forward to all we are 1900 

going to accomplish working together. 1901 

 Thank you to our witnesses for your time here today and 1902 
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your important testimony.  I am going to try to cover a lot 1903 

of ground here, so I am going to dive right in. 1904 

 My focus on this reauthorization has been a thorough 1905 

process.  And last year, I led the Healthy Futures Task Force 1906 

Subcommittee on our side of the aisle.  We solicited 1907 

extensive feedback from the private sector, we hosted 1908 

roundtables with Members, and most recently, working with 1909 

Representative Eshoo, we put out an RFI to engage 1910 

stakeholders in ways that our nation can improve and avoid 1911 

similar mistakes we have made in the past, and capitalize on 1912 

a lot of the successes that we have had. 1913 

 But I want to be clear to everyone listening.  This is 1914 

not a COVID response bill.  This reauthorization will ensure 1915 

that our nation is prepared for all public health security 1916 

threats, including natural disasters, cyber attacks, and 1917 

biothreats alike, and in that light will focus on overall 1918 

solutions. 1919 

 Ms. O'Connell, great to see you again today.  Under 1920 

PREVENT, and as part of the end-of-year omnibus, Congress 1921 

directed the creation of the White House Office of Pandemic 1922 

Preparedness and Response Policy.  This position is to be 1923 
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appointed by the president, and serve as the principal 1924 

advisor to the president on all issues related to pandemic 1925 

and preparedness policy, including making recommendations and 1926 

coordinating Federal activities.  The director will have 1927 

limited staff, and serve as a co-chair of PHEMCE, the Public 1928 

Health Emergency Countermeasures Enterprise, along with you, 1929 

the person in your position. 1930 

 The president has yet to appoint a director, nor has 1931 

there been any word on a possible appointment or plans for an 1932 

appointment.  Can you speak to the status of this appointment 1933 

process?  Are you aware of any timeline for an appointment to 1934 

this position? 1935 

 *Ms. O'Connell.  Thank you, Congressman.  I cannot speak 1936 

to the status, of course.  That is a discussion that the 1937 

President is having at the White House. 1938 

 *Mr. Hudson.  Well, thank you.  Well, how do you see 1939 

your role as ASPR interfacing and coordinating with this 1940 

director, both as leads in our nation's pandemic preparedness 1941 

and response efforts as co-chairs of PHEMCE? 1942 

 *Ms. O'Connell.  Well, I will look forward to the 1943 

collaboration and the partnership with whoever the President 1944 
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picks to run that office. 1945 

 It is important to me that ASPR leads where ASPR can 1946 

lead, and that we are role players and strong role players 1947 

where we need to be.  And when we are a partner with someone 1948 

at the White House, that will be just fine, and we will look 1949 

forward to having a very collaborative relationship with the 1950 

PHEMCE in this co-chair role. 1951 

 *Mr. Hudson.  Well, currently, in the case of 1952 

disagreements among PHEMCE members or recommendations, the 1953 

HHS Secretary has the final decision-making authority.  Will 1954 

this chain of command remain, even as it appears the intent 1955 

of the new position will be to create a direct line of 1956 

communication between the director and the president on these 1957 

issues?  Do you -- how do you see this playing out in real 1958 

time, a real case scenario? 1959 

 *Ms. O'Connell.  Well, as I understand it from the 1960 

legislation currently, the PHEMCE reports to the Secretary, 1961 

and that will continue to be -- unless that is changed in the 1962 

new bill, that will continue to be the way that we do this. 1963 

 *Mr. Hudson.  Well, and I appreciate that, and I think 1964 

one of the things that this committee has got to kind of 1965 
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resolve and work through with this reauthorization is what is 1966 

that really going to look like.  And, you know, I would 1967 

appreciate your feedback through this process, including any 1968 

concerns you might have about structural problems, or any 1969 

ideas you have of how we can make the chain of command more 1970 

clear. 1971 

 You know, I think, in practice, when we have had 1972 

emergencies, when we have had outbreaks, the White House 1973 

always takes control of the communications piece, regardless 1974 

of whether it is Republicans or Democrats.  This -- but in 1975 

practical terms, they are the ones that the public sees, yet 1976 

your office is the one that has got the authority to direct, 1977 

within HHS, the response. 1978 

 And so, you know, there is -- I think there is a lot of 1979 

work we need to do and could do to make that work better.  1980 

And so I would appreciate your feedback as we go through this 1981 

process.  And any thoughts you have that you would like to 1982 

submit to us, we would welcome those. 1983 

 Now, I have heard from many stakeholders requesting a 1984 

mechanism by which industry partners could play a role in 1985 

PHEMCE, and the feedback we have gotten from private sector  1986 
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-- there have been some problems.  We have heard stakeholders 1987 

that have faced issues with lack of communication and 1988 

transparency.  I know you have said it is a priority under 1989 

the 2019 reauthorization.  It is -- was codified that there 1990 

should be this interaction. 1991 

 Do you -- is there any current formal process by which 1992 

private industry can interface with PHEMCE?  1993 

 Do you think having an advisory council formally created 1994 

for private industry would help any -- I am out of time, but 1995 

any thoughts you might have? 1996 

 *Ms. O'Connell.  Just real quickly to say we can't do 1997 

the work of developing these countermeasures without private 1998 

industry.  It is a public-private partnership, and so their 1999 

role is critically important.  I say that every opportunity I 2000 

can. 2001 

 I am happy to talk with you as you are thinking this 2002 

through about what, you know, a mechanism might be, but we 2003 

bring this to our stakeholders and our private sector 2004 

partners all the time.  It is really important to me that 2005 

they are engaged. 2006 

 *Mr. Hudson.  Well, I think we have got to figure out 2007 
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how to do it a little bit better. 2008 

 But with that, Mr. Chairman, I am way over my time, so I 2009 

will yield back.  Thank you. 2010 

 *Mr. Guthrie.  We appreciate it, and appreciate your 2011 

efforts on this. 2012 

 The gentleman yields back, and the chair recognizes Ms. 2013 

Kuster for five minutes for questions. 2014 

 [Pause.] 2015 

 *Ms. Kuster.  Sorry, there we go, there we go. 2016 

 Opportunities where we can do more -- ensuring everyone 2017 

has access to lifesaving vaccines is a key opportunity for 2018 

improvement.  For centuries we have relied on vaccines to 2019 

protect and defend against severe illness, and the COVID-19 2020 

pandemic demonstrated the importance of effective vaccine 2021 

information.  Sadly, the COVID-19 pandemic also showed that 2022 

Americans who don't have insurance struggled to get the 2023 

vaccine.  All Americans should have access to vaccines, 2024 

regardless of their insurance status, and I appreciate that 2025 

HHS is working to make vaccines available to all Americans 2026 

through the bridge access program. 2027 

 However, more must need to be done.  As we prepare for 2028 
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the future, I am working on a proposal to establish an 2029 

uninsured adults program that would close the gaps in 2030 

coverage for necessary vaccines.  Dr. Walensky, you have 2031 

previously spoken before E&C about the importance of a robust 2032 

infrastructure for adult vaccination, including an idea for a 2033 

Vaccines for Adults program.  Can you describe how such a 2034 

program would help provide greater coverage through expanded 2035 

access during public health emergencies? 2036 

 *Dr. Walensky.  Thank you so much, Congresswoman.  We 2037 

have had conversations about the critical importance of this.  2038 

We have a robust Vaccines for Children program that covers 2039 

uninsured children, and has demonstrated its value in saving 2040 

millions of lives and trillions of dollars. 2041 

 We do not have a similar program for adults for the over 2042 

20 million adults who are uninsured.  They do not have access 2043 

to a flu vaccine, or a shingles vaccine, or a COVID vaccine.  2044 

It is because of that that we have needed to build this 2045 

bridge program.  But this is a short-term fix, and it is only 2046 

for one vaccine.  And there is so much that we could do to 2047 

prevent disease and infectious disease if we had this 2048 

coverage in a Vaccines for Adults program. 2049 
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 Additionally, it would provide consistent statutory 2050 

funding for vaccines and an infrastructure such that when we 2051 

have a new public health threat we have that infrastructure 2052 

ready to go for the next vaccine that we need to deploy 2053 

acutely.  Thank you. 2054 

 *Ms. Kuster.  Great.  Thank you so much.  Thank you for 2055 

your years of leadership at the CDC.  We are very grateful. 2056 

 Dr. Califf, I would like to ask you about how FDA 2057 

regulates medical devices, and how this changed during public 2058 

-- changes during public health emergencies. 2059 

 As we all know, medical device labeling plays a critical 2060 

role in the use and ongoing safety of medical devices, 2061 

everything from MRI machines to glucose monitors.  As we saw 2062 

during COVID-19, the FDA was able to use its authority to 2063 

make changes to medical device labeling electronically.  This 2064 

allowed them to respond to public health needs in real time, 2065 

and keep patients and providers in touch with the most up-to-2066 

date safety information without waiting for an updated paper 2067 

manual. 2068 

 However, outside of a public health emergency, existing 2069 

laws continue to require that device manufacturers distribute 2070 
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physical paper versions of the updated labeling.  Asking Dr. 2071 

Califf, how would electronic labeling for devices and 2072 

diagnostics help ensure providers and patients have more 2073 

timely access to accurate and up-to-date information? 2074 

 *Dr. Califf.  Thanks for raising that.  As a graduate of 2075 

Silicon Valley in my private life, of course, if you can make 2076 

an instantaneous change for the entire country in a label, 2077 

that is a good thing.  And so we are very much in favor of 2078 

moving in that direction. 2079 

 But we also caution that there are parts of America and 2080 

people who are not facile with the technology, particularly 2081 

for devices that are used at home by people who still need 2082 

the paper copy, because that is what they depend on.  And so 2083 

as we move in this direction, I think we all anticipate over 2084 

the next decade or so more and more electronic labeling is 2085 

going to be good, but we have got to nestle that in also with 2086 

maintaining the paper system where appropriate. 2087 

 *Ms. Kuster.  Great.  Thank you very much. 2088 

 And with that, let it reflect that I am yielding back 2089 

with the 31 seconds that my colleague went over. 2090 

 [Laughter.] 2091 
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 *Mr. Guthrie.  The gentlelady yields back.  The chair 2092 

now recognize Mr. Johnson for five minutes for questions. 2093 

 *Mr. Johnson.  Thank you, Chairman Guthrie, and thank 2094 

you to our witnesses for being with us here today. 2095 

 You know, here we are, more than three years removed 2096 

from the outset of the COVID-19 pandemic.  Gone are the days 2097 

of the 15 days to slow the spread and disjointed, ever-2098 

changing recommendations from the CDC about how to go about 2099 

living our daily lives.  Schools were shut down, loved ones 2100 

isolated, and every day American life was brought to a 2101 

standstill. 2102 

 From the outset of this virus, birthed and then covered 2103 

up by China to now, we have learned a lot.  And it is with 2104 

the benefit of hindsight that we must look at lessons learned 2105 

to better ensure we are prepared for the next pandemic or 2106 

natural disaster. 2107 

 But there were some silver linings.  Telehealth, for 2108 

example, has become a widely used and accepted form of care, 2109 

reducing barriers to access and ensuring that rural 2110 

communities like the one I live in and represent are better 2111 

able to manage their health care. 2112 
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 Another outcome of the COVID-19 pandemic was the 2113 

Strategic National Stockpile, or SNS.  It has largely become 2114 

a household name.  The pandemic highlighted the importance of 2115 

an appropriately stocked SNS filled with a variety of 2116 

countermeasures to address a host of health threats that face 2117 

our country. 2118 

 This past October the Government Accountability Office 2119 

released a report titled, "HHS Should Address Strategic 2120 

National Stockpile Requirements and Inventory Risks.''  In 2121 

this report GAO found that SNS contained most medical 2122 

countermeasures types recommended, but often not in the 2123 

recommended quantities. 2124 

 American families must live within their budgets, and I 2125 

believe that the Federal Government must do that, as well.  2126 

But sadly, this Administration doesn't seem to feel that way.  2127 

If they did, we wouldn't be in this position with regards to 2128 

the debt ceiling. 2129 

 So the answer is not always to just throw more money at 2130 

the problem.  Instead, I think we need to look at how we can 2131 

better allocate resources to ensure the SNS is adequately 2132 

stocked with the medical supplies necessary to ensure the 2133 
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health and safety of the American people. 2134 

 So my first question is for Ms. O'Connell, and it is a 2135 

really simple question:  Are you meeting all stated 2136 

requirements, as outlined by the Strategic National Stockpile 2137 

Material Threat Determinations? 2138 

 *Ms. O'Connell.  We currently do not have funding in 2139 

order to have all of the requirements filled -- 2140 

 *Mr. Johnson.  So you are not. 2141 

 *Ms. O'Connell.  We do not have -- 2142 

 *Mr. Johnson.  So you are not meeting those. 2143 

 *Ms. O'Connell.  -- the funding to fill all the 2144 

requirements. 2145 

 *Mr. Johnson.  Okay.  Outside of increased budget 2146 

requests, how can ASPR ensure it has the appropriate 2147 

processes in place to ensure the SNS is appropriately 2148 

supplied? 2149 

 *Ms. O'Connell.  So we have talked a lot about the 2150 

PHEMCE already, and the PHEMCE is the interagency group of 2151 

subject matter experts that advises the Strategic National 2152 

Stockpile and BARDA on what the material threat 2153 

determinations are that DHS has given us, and what 2154 
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countermeasures we need in order to prepare the country 2155 

against those threats. 2156 

 Now, one of the things I am doing right now is I am 2157 

reviewing all of the requirements.  When I came into this 2158 

seat in June 2021, some requirements had not been reviewed in 2159 

10 years.  It is important to me that the stockpile is 2160 

meeting requirements against current threats.  What do we 2161 

need now?  Do we have the right countermeasures for the 2162 

current threats?  Do we need to reprioritize across the 2163 

current threat landscape?  That conversation is happening 2164 

with our subject matter experts. 2165 

 *Mr. Johnson.  Yes, I -- you just took my question in a 2166 

different direction.  I agree with you that we have to be 2167 

looking at current threats.  But I can tell you from my 27 2168 

years in the United States Air Force, it is the threats down 2169 

the road that we also have to be concerned about.  We have 2170 

got to be able to anticipate threats.  I mean, we never 2171 

anticipated the pandemic, but look where we ended up. 2172 

 Let me ask you one final question, because I want to be 2173 

able to yield back some time like my colleague did.  How 2174 

specifically does Administration for Strategic -- how does 2175 
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ASPR aim to bridge the gaps faced between the required 2176 

amounts and the current stockpile? 2177 

 *Ms. O'Connell.  So again, we are looking at the 2178 

requirements to make sure that we have got the right things 2179 

against the right threats. 2180 

 We are also asking for additional funding, funding that 2181 

meets the need, so people understand that as we add more 2182 

threats, we add more countermeasures, that requires us to pay 2183 

more for what we have. 2184 

 But what we are also doing is BARDA is investing in 2185 

threat-agnostic countermeasures.  We are no longer one bug, 2186 

one drug.  We are looking for countermeasures that work 2187 

against many of the threats we face.  And that is one of the 2188 

things down the line as we continue to innovate that will 2189 

benefit all of us moving forward, including making sure the 2190 

stockpile is stocked with those things that we need against 2191 

the threats we face. 2192 

 *Mr. Johnson.  Okay, thank you.  And I will yield back 2193 

an entire eight seconds, Mr. Chairman. 2194 

 *Mr. Guthrie.  The gentleman yields back.  The chair now 2195 

recognizes Ms. Kelly for five minutes for questions. 2196 
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 *Ms. Kelly.  Thank you, Mr. Chair, and thank you to 2197 

Chair Guthrie and Ranking Member Eshoo for holding today's 2198 

hearing, and thank you to all the witnesses for being here 2199 

today. 2200 

 Technology has become a significant part of our health 2201 

care delivery system.  In the last few years we have 2202 

witnessed the increased adoption of telehealth services to 2203 

the increased usage of remote technologies to monitor vital 2204 

signs or blood glucose levels.  We are no longer in a world 2205 

where health information is shared with the confines of a 2206 

building.  While our ability to share data is important, our 2207 

ability to safeguard health information is vital.  2208 

Cybersecurity breaches compromise our response to coordinate 2209 

and deliver care. 2210 

 Dr. Califf, the 2023 omnibus bill that was enacted last 2211 

December included important provisions regarding 2212 

cybersecurity, specifically on medical device cybersecurity.  2213 

The law requires the Secretary of HHS to update public 2214 

information provided by the FDA regarding improving the 2215 

cybersecurity of devices within 180 days of enactment.  Would 2216 

you provide an update on how that process is coming along, 2217 
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and any examples of what FDA is planning to share with the 2218 

public? 2219 

 *Dr. Califf.  Sure.  I appreciate the interest in this, 2220 

and we have been hard at work, particularly CDRH within the 2221 

FDA, holding a variety of public sessions, the websites have 2222 

been updated, videos that are available to the public, and 2223 

many discussions with the industries that are involved. 2224 

 So requirements to provide information and guidance to 2225 

the industry and to the public, I think, is being met as 2226 

specified in the law.  But I do want to emphasize this is a 2227 

race where the threat continues to increase at a very high 2228 

level, and we are going to need to add more on our side of 2229 

the equation to make sure, for example, laboratory-developed 2230 

tests could be an entry for cyber -- entry into health care 2231 

systems.  And it is all part of a composite picture that we 2232 

are working on. 2233 

 *Ms. Kelly.  Thank you for your response. 2234 

 Dr. Walensky, good to see you.  Thank you for your 2235 

service.  As today marks the end of the Federal public health 2236 

emergency for COVID-19, we must ensure that we are prepared, 2237 

as you know, for any future pandemics.  In your testimony you 2238 
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speak about the need to build a more robust, interoperable 2239 

data and analytics public health system. 2240 

 How can the Federal government support your efforts to 2241 

build out a national data infrastructure for all hazards, 2242 

whether it is hurricanes, wildfires, tornadoes -- not just 2243 

pandemics -- that is capable of efficiently sharing important 2244 

public health information amongst -- 2245 

 [Audio malfunction.] 2246 

 *Ms. Kelly.  -- bad actors do not have unintended access 2247 

to data? 2248 

 *Dr. Walensky.  Yes, thank you so much for that 2249 

question. 2250 

 So we are hard at work in our data modernization efforts 2251 

to ensure that our data systems are interoperable, that the 2252 

data highways can flow.  And that has been a lot of work that 2253 

is happening at CDC. 2254 

 What we need to make sure of after that -- and we need 2255 

your help with -- is to make sure that there is actually cars 2256 

on the highway once we build those highways.  We don't 2257 

currently have the authorities for those cars to be on the 2258 

highways. 2259 
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 If there is an acute rare event that is happening in one 2260 

state and an acute rare event that is happening in another, 2261 

if they are not reported to CDC they will not be connected.  2262 

And what we would like to have the authorities to do is to 2263 

see those rare events that are occurring or not-so-rare 2264 

events that are occurring, so that we can actually send the 2265 

data back to the states, they can recognize maybe we are not 2266 

alone in this. 2267 

 I gave the example of Mpox, and I will give it again.  2268 

We had a public health emergency that allowed us more data 2269 

authorities on August 4th.  We had our peak number of cases 2270 

of Mpox in this country on August 1st.  Things were already 2271 

trending down before we had line of sight of all the data 2272 

that we needed.  And after we had it, it took us two months 2273 

to get data use agreements in place so that we could see 2274 

where vaccine was being utilized. 2275 

 We also need, from a public health emergency 2276 

preparedness standpoint and our public health emergency 2277 

grants, to make sure that we are not simply focused on 2278 

pandemic flu, that we are focused beyond pandemic flu.  2279 

Because we have seen, certainly in my last two-and-a-half 2280 
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years, that there are many more infectious threats, including 2281 

Mpox, paralytic polio, measles, Ebola that potentially could 2282 

come our way.  So we do need to expand that beyond pandemic 2283 

flu alone.  Thank you. 2284 

 *Ms. Kelly.  Thank you so much for your response and, 2285 

again, thank all of you for your service. 2286 

 And I am yielding back 22 seconds. 2287 

 [Laughter.] 2288 

 *Mr. Bucshon.  [Presiding] The gentlelady yields back.  2289 

I now recognize myself for five minutes. 2290 

 I first want to say, Dr. Walensky, thank you for your 2291 

service to your country.  I appreciate it.  I appreciate the 2292 

opportunity to learn more today about many important things 2293 

our government agencies do to try to prepare for potential 2294 

hazards.  I mean, this is really a critical hearing. 2295 

 Be it chemical threat, biological threat, cyber attack, 2296 

or infectious disease, this bill, PAHPA, is about much more 2297 

than COVID-19.  Of course, with the recent COVID-19 pandemic, 2298 

all of us now have more real-life experience with some of 2299 

these programs than we probably ever wanted or knew that we 2300 

needed. 2301 
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 I do think it is important that we assess what happened 2302 

and learn from those experiences, so I will start with a 2303 

question related to that.  During the course of the COVID-19 2304 

pandemic we have heard a lot about testing, diagnostic 2305 

capabilities, and the challenges that arose when some of 2306 

these capacities were strained and outright inaccurate. 2307 

 As my colleagues and Dr. Califf know, I have had some 2308 

thoughts in the past about how the FDA should restructure to 2309 

approach diagnostic testing, and I have legislation called 2310 

the VALID Act, which has specific provisions that would help 2311 

accelerate FDA review of diagnostic tests in a pandemic 2312 

situation. 2313 

 But on a broader level, Assistant Secretary O'Connell, 2314 

HHS and ASPR does not have a testing and diagnostics 2315 

preparedness plan in place.  Is that correct? 2316 

 *Ms. O'Connell.  We do have a testing and diagnostics 2317 

working group that sits within our industrial base management 2318 

and supply chain work that is currently working against the 2319 

testing challenges that we face. 2320 

 *Mr. Bucshon.  Yes, so that is the one that you are in 2321 

the process of developing a more definitive plan. 2322 
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 Do you think something explicit along these lines would 2323 

be helpful to better facilitate future efforts to develop, 2324 

scale, procure, and distribute diagnostics during a public 2325 

health emergency, a really specific ASPR plan as it relates 2326 

to that? 2327 

 *Ms. O'Connell.  We have seen how important it is to 2328 

have tests and diagnostics available at the beginning of any 2329 

outbreak or pandemic, and so we continue to work against 2330 

those challenges to make sure that we are able to provide the 2331 

tests that are needed. 2332 

 *Mr. Bucshon.  Great.  I would also like to ask about 2333 

the sterilization process. 2334 

 As you all likely know, EPA has recently issued a 2335 

proposal on ethylene dioxide, or -- I will call it EtO.  I am 2336 

concerned about these regulations and the potential impact of 2337 

EtO facility closures, and the subsequent impact on patient 2338 

safety and device supply. 2339 

 Dr. Califf, the FDA is on record as having serious 2340 

concerns about the potential impact of EtO limitations.  In 2341 

2020 the FDA published a list of critical devices to respond 2342 

to a pandemic, 60 percent of which were sterilized by 2343 
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ethylene dioxide.  As we examine domestic capability to 2344 

respond to future health security threats, do you consider 2345 

domestic medical product sterilization capacity critical to 2346 

ensuring the U.S. can protect the American people? 2347 

 *Dr. Califf.  The short answer to that is yes. 2348 

 *Mr. Bucshon.  Yes.  And so, on this situation with 2349 

ethylene dioxide, if that -- if the EPA does, for example, 2350 

restrict that substantially, what do you see as our viable 2351 

alternatives to maintain our preparedness? 2352 

 *Dr. Califf.  Well, as you know, we do have concerns.  2353 

And just a sudden restriction would create substantial 2354 

difficulty with critical medical devices.  So EPA is in the 2355 

lead in this.  We are working on it.  There is an interagency 2356 

process. 2357 

 We are also working with the industry to come up with 2358 

alternatives.  I wish I could say there is a ready 2359 

alternative in a short period of time. 2360 

 *Mr. Bucshon.  Yes. 2361 

 *Dr. Califf.  There is not, but we need a national 2362 

investment in those alternatives. 2363 

 *Mr. Bucshon.  Thank you. 2364 
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 Assistant Secretary, do you have any comments on that? 2365 

 *Ms. O'Connell.  We will continue to support our FDA 2366 

colleagues in this process. 2367 

 *Mr. Bucshon.  Thank you.  Good answer.  Pretty 2368 

definitive.  Doesn't tell me a lot, but it is still 2369 

definitive. 2370 

 [Laughter.] 2371 

 *Mr. Bucshon.  There has been a lot of talk about data 2372 

today.  Unfortunately, the public -- and Dr. Walensky, we 2373 

have talked about this -- there is a lot of public mistrust, 2374 

you know, at -- with CDC, which I think is just horribly 2375 

unfortunate. 2376 

 I mean -- and so, as it relates to the data and 2377 

authorities provided during the public health emergency, you 2378 

know, how are we going to be able to give you more authority, 2379 

especially when, you know, the situation is -- you still 2380 

haven't been able to -- what extent those authorities will be 2381 

used, and how they will be used, I mean, when we have a lack 2382 

of public confidence? 2383 

 I had legislation on -- somewhat related to this, and we 2384 

-- and it really kind of blew up, politically and otherwise. 2385 
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 *Dr. Walensky.  Yes, I am really grateful for the 2386 

question and for your efforts here. 2387 

 So much of what you commented on early in terms of 2388 

accountability and transparency has been our efforts in CDC 2389 

Moving Forward, and we have had discussions about that, 2390 

increasing our communication towards the American people, 2391 

moving our data faster, having guidelines that is 2392 

implementable and on the ground. 2393 

 In terms of the data authorities, I also want to just 2394 

highlight that it is the local health departments that need 2395 

individualized data.  It is not the CDC.  The CDC is really 2396 

looking for population-based data.  When there is contact 2397 

tracing that is happening, that is happening at the local 2398 

level.  The data that we are looking for is really 2399 

population-based data, so that we can actually feed it back 2400 

to populations. 2401 

 And so I do really want to be clear.  We are not looking 2402 

for identifiable information -- 2403 

 *Mr. Bucshon.  Great. 2404 

 *Dr. Walensky.  That happens at the local level.  It is 2405 

the population-based data we are looking -- 2406 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

121 

 

 *Mr. Bucshon.  Right, and I understand that.  How do we 2407 

get that message out is difficult.  It is de-identified, 2408 

population-based data.  I understand. 2409 

 I yield.  Now I recognize Ms. Blunt Rochester for five 2410 

minutes for questions. 2411 

 *Ms. Blunt Rochester.  Thank you, Mr. Chairman, Ranking 2412 

Member Eshoo, and to our witnesses for your presence, and 2413 

also for your service. 2414 

 This hearing focuses us on preparing for and responding 2415 

to future public health security threats.  Although the 2416 

pandemic highlighted the fragility of our drug supply chains, 2417 

the United States was dealing with persistent drug shortages 2418 

prior to the pandemic.  We continue to experience drug 2419 

shortages to this day.  Every month my constituents write to 2420 

me, describing their struggles and frustrations with drug 2421 

shortages, ranging from Adderall to children's Tylenol to 2422 

medications for diabetes.  They are imploring us to take 2423 

action. 2424 

 So I thank you.  I thank you all for being here today to 2425 

explain how the Administration plans to keep Americans safe 2426 

from existing and future supply chain and public health 2427 
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disruptions. 2428 

 Dr. Califf, the FDA is requesting additional 2429 

transparency authority to require manufacturers to tell you 2430 

which suppliers provide them with the ingredients they use to 2431 

manufacture their drugs.  Can you describe the gaps FDA still 2432 

has in its understanding of the drug supply chain, and how 2433 

what you are requesting will benefit the American people? 2434 

 *Dr. Califf.  Sure, thanks.  This is a difficult problem 2435 

that we are all struggling with, and very noticeable, as you 2436 

point out. 2437 

 The primary gap we have is that what we need is the API, 2438 

active pharmaceutical ingredient.  Essentially, the raw 2439 

material gets processed in one place, sent to another place, 2440 

where the pill is made, and then sent through a distribution 2441 

chain to where it eventually lands.  We have in sight -- line 2442 

of sight into parts of that chain, but not all of it.  And in 2443 

particular, the API, which often is coming from India or 2444 

China right now, we have very little insight into how that is 2445 

working. 2446 

 How would we use the information if we had it?  As long 2447 

as things are fine, we have no interest in interfering with 2448 
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the private business of medical product distribution.  But 2449 

when there is a problem or an impending problem, we need to 2450 

work across the manufacturers who otherwise don't share data 2451 

-- it is confidential commercial information -- and we need 2452 

to get them to coordinate to make up for if there is a 2453 

deficit one place, to make up for it in another place.  And 2454 

there are four or five ways we do this that we can go into in 2455 

detail. 2456 

 *Ms. Blunt Rochester.  So why is the data already 2457 

required to be submitted under current law insufficient to 2458 

help FDA understand which suppliers the manufacturers rely 2459 

on? 2460 

 *Dr. Califf.  Because the requirement right now is only 2461 

for part of the information that we need in particular 2462 

aspects of the distribution system.  We do get -- and when it 2463 

is required, we get good data, and we have beautiful graphics 2464 

now to show it.  But we are missing these key elements.  It 2465 

is like holes in the system that we can't see that turn out 2466 

to be critical elements of the system. 2467 

 *Ms. Blunt Rochester.  Yes, I would agree with you.  I 2468 

actually, as part of my comments, mentioned the fact that the 2469 
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lack of data and the supply chain transparency make it 2470 

difficult to estimate the precise share of the key U.S. drugs 2471 

and APIs imported from abroad.  But we can guess that a lot 2472 

of them, as you just suggested, come from China and India. 2473 

 My legislation, the Supply Chains Act, would support the 2474 

creation of manufacturing jobs in the United States and the 2475 

relocation of critical supply chains to the U.S. or U.S. 2476 

allies and key international partners.  So I believe we have 2477 

the same goals in mind. 2478 

 In June of 2021 the President released a report that 2479 

assessed supply chain vulnerabilities across four key 2480 

products.  Pharmaceuticals and APIs were one of them.  To 2481 

reverse the decades-long decline in U.S. manufacturing and 2482 

economic leadership, Congress has invested heavily in 2483 

onshoring critical manufacturing. 2484 

 Dr. Califf, as we ramp up domestic API and 2485 

pharmaceutical manufacturing, what are the top three things 2486 

we can do in the short term to address and mitigate drug 2487 

shortages? 2488 

 *Dr. Califf.  Well, I would put at the top of the list 2489 

the better information that we talked about.  The authority 2490 
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to make that happen is very important. 2491 

 And then there is the communication that needs to occur 2492 

across the companies that I described, very important for us 2493 

to be able to do. 2494 

 And then there is coordination within the government. 2495 

 Also, because Ms. O'Connell and I spend a lot of time 2496 

talking about this right now, about how to put the pieces 2497 

together -- because, again, very often with medical supplies 2498 

you can make up for a shortage by doing something else and 2499 

compensate for it.  But I want to stress again this doesn't 2500 

solve the fundamental economic problem that -- 2501 

 *Ms. Blunt Rochester.  Right. 2502 

 *Dr. Califf.  -- onshoring is going to require that we 2503 

have a viable system whereby American companies can actually 2504 

make a profit if they are in the business in peacetime. 2505 

 *Ms. Blunt Rochester.  Yes.  Thank you so much. 2506 

 I just want to end by saying Congressman Buddy Carter 2507 

and I have introduced the Essential Medicines Strategic 2508 

Stockpile Act to provide that short-term solution, and I look 2509 

forward to working with my colleagues across the aisle to 2510 

make sure we address these issues that affect our health, our 2511 
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wealth, and our national security. 2512 

 Thank you, and I yield back. 2513 

 *Mr. Bucshon.  The gentlelady yields back.  I now 2514 

recognize Mr. Carter for five minutes for his line of 2515 

questions. 2516 

 *Mr. Carter.  Thank you, Mr. Chairman, and thank you all 2517 

for being here. 2518 

 Dr. Walensky, I want to thank you for hosting us at the 2519 

CDC a few weeks back.  A delegation of -- the Georgia 2520 

delegation, as well as members of the Doctors Caucus that I 2521 

led down there.  Thank you very much, and thank you for your 2522 

service, and good luck in your future endeavors. 2523 

 Folks, you know, I have always said there is a 2524 

difference in knowing something and realizing it.  And I 2525 

think that we knew we were too dependent on foreign countries 2526 

for our pharmaceuticals, for our PPE.  But we realized it 2527 

during the pandemic, when all of a sudden we couldn't get it, 2528 

and it was a big problem. 2529 

 One thing that concerned me was that in the Doctors 2530 

Caucus we were told by, I think a very reliable source, that 2531 

although we didn't know about the pandemic until about 2532 
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February of 2020, there was actually a downtick in the amount 2533 

of PPE that was coming from China that could be traced all 2534 

the way back to the fall of 2019.  They knew that there was a 2535 

problem.  They knew that they had a problem over there, and 2536 

they were hoarding PPE.  That was told to us.  So that tells 2537 

us, and it gives us an important lesson to be learned there, 2538 

and that is that we need to be prepared.  And that is 2539 

essentially what we have been talking about all day, and 2540 

essentially, what we are trying to do. 2541 

 One of the things that I wanted to mention -- and I 2542 

appreciate Representative Blunt Rochester mentioning this -- 2543 

is that I have legislation -- she and I together have 2544 

legislation called the Essential Medicines Strategic 2545 

Stockpile Act, and this will allow private and public sectors 2546 

to partner with -- or the private sector to partner with the 2547 

Federal Government, so that we can stockpile generic drugs 2548 

that are at a risk of shortage. 2549 

 We know what this causes.  As a pharmacist, I have 2550 

experienced this.  I have seen the horrible situation that we 2551 

can get into when we have a shortage, particularly now as we 2552 

are experiencing with amoxicillin, essential antibiotics, and 2553 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

128 

 

that. 2554 

 I wanted to ask you, Ms. O'Connell, I wanted to get your 2555 

thoughts on this approach of the Essential Medicines 2556 

Strategic Stockpile Act that, as I say, would give the 2557 

private sector the opportunity to work with the Federal 2558 

Government so that we can stockpile generic drugs that we 2559 

know could be at a risk of shortage. 2560 

 *Ms. O'Connell.  So as the facilitator, of course, of 2561 

the Strategic National Stockpile, we would be pleased to 2562 

engage in a technical assistance process as you are thinking 2563 

about this legislation, some things that have worked, some 2564 

things that haven't worked, if there is any benefit to -- you 2565 

know, to doing it as you propose. 2566 

 You know, one of the things that we are approaching, 2567 

just so you know, is making sure the supply chain is strong, 2568 

but that the stockpile is the backstop for that.  So we are 2569 

looking at a continuum across both, and would be really happy 2570 

to engage with you on that. 2571 

 *Mr. Carter.  Well, and I hope that we will be able to 2572 

work with you, and I hope that we can have your commitment 2573 

that you will work with us, and -- because it is something we 2574 
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need to address, and something -- we certainly feel like this 2575 

is a good approach to it. 2576 

 We also have another piece of legislation that deals 2577 

with state stockpiles.  And please understand that this is 2578 

not to replace the national stockpiles.  But instead, it is 2579 

to complement it.  And this is -- this would be a pilot 2580 

program.  And in fact, there were some -- some of the 2581 

provisions of this were actually passed in the recent 2582 

legislation and the recent omnibus.  And I wanted to ask you, 2583 

do you know, Ms. O'Connell, if any of this is working or not? 2584 

 *Ms. O'Connell.  So thank you for that provision in the 2585 

PREVENT bill, and we are aware of that.  No additional 2586 

funding came with that, but we continue to provide that 2587 

technical assistance to states. 2588 

 And it is interesting, you know, as states undertake 2589 

this, there is a challenge on what you keep in, what you move 2590 

out, how often you replace, how much you need.  And we are 2591 

very happy to work with them to give advice on how we face 2592 

these complex problems, as well. 2593 

 *Mr. Carter.  Good, thank you. 2594 

 Dr. Califf, I wanted to ask you, because I am reading a 2595 
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book now, "China Rx,'' and it talks about the API and how we 2596 

really -- the labeling process by which the FDA requires the 2597 

manufacturers to label this, can you explain that to me?  2598 

Because in the way the book describes it, it is kind of 2599 

haphazard. 2600 

 *Dr. Califf.  Well, that -- I would hate to describe it 2601 

as totally haphazard; maybe kind of haphazard in Southern 2602 

talk. 2603 

 *Mr. Carter.  Kind of.  Yes, well -- 2604 

 [Laughter.] 2605 

 *Dr. Califf.  It would be a good description. 2606 

 *Mr. Carter.  We do like Southern talk around here. 2607 

 [Laughter.] 2608 

 *Dr. Califf.  So you talk of it -- you think of it as a 2609 

bulk substance, which then is made into a pill.  There is no 2610 

tracking mechanism right now required that we know where that 2611 

bulk substance comes from, and where it goes as it gets into 2612 

the final pill which is then distributed in the U.S. and to 2613 

the public. 2614 

 So as your colleague pointed out on the other side -- 2615 

and thank you for working on this together, I think it is 2616 
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really a good thing -- that means that we can't keep track of 2617 

how dependent we actually are.  We know we are very dependent 2618 

right now.  And I would point out there is a report from FDA 2619 

in 2019 that lays this out in great detail.  And I think, 2620 

because the pandemic hit shortly after, it sort of -- 2621 

everyone was swept up in dealing with it. 2622 

 But having -- just think of it as chain of custody.  2623 

Like many other things we do in life, we start with the bulk 2624 

substance.  There should be line of sight into the entire 2625 

chain of custody. 2626 

 And I would stress again it is commercial confidential 2627 

information.  We do a pretty good job at FDA at keeping 2628 

commercial confidential information.  But if we have to 2629 

reconstruct it, much like Dr. Walensky was saying, for public 2630 

health when there is a crisis, it takes forever.  We need to 2631 

be able to look when it is needed to preempt these problems. 2632 

 *Mr. Carter.  Great.  Well, I am out of time, but I do 2633 

want to talk further about this, and see how we can assist 2634 

you in getting to that common goal. 2635 

 *Dr. Califf.  I look forward to it.  I can't resist 2636 

saying we are almost in seersucker time here again. 2637 
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 *Mr. Carter.  We are, almost, and I got mine ready. 2638 

 *Dr. Califf.  I look forward to meeting with you then. 2639 

 *Mr. Carter.  Thank you. 2640 

 *Ms. Eshoo.  Okay. 2641 

 *Mr. Guthrie.  The gentleman yields back. 2642 

 *Ms. Eshoo.  That is enough of Southern talk. 2643 

 *Mr. Guthrie.  I recognize Dr. Schrier for her five 2644 

minutes. 2645 

 *Ms. Schrier.  Thank you, Mr. Chairman.  Thank you for 2646 

all being here today.  I just want to start first by saying 2647 

we worked a lot, all of us, during the pandemic.  And there 2648 

were frustrations along the way, and lots of challenges.  I 2649 

want to thank you for working with me.  And, you know, in 2650 

retrospect, we really did do, and thanks to you, a pretty 2651 

remarkable job in dealing with a crisis amid a lot of public 2652 

pushback and misinformation that made whatever we provided, 2653 

whether that was masks or tests, a challenge in the real 2654 

world. 2655 

 I would love to talk with you today about lessons 2656 

learned, and I would like to start with Assistant Secretary 2657 

O'Connell. 2658 
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 We have talked many times before, and, you know I am a 2659 

pediatrician, so I am focused on children.  And I appreciated 2660 

your answer to Mr. Cardenas.  I also wanted to make sure that 2661 

in future disasters children are a first thought and not an 2662 

afterthought.  They are not just little adults.  And part of 2663 

that is making sure that we have health care providers who 2664 

are available and ready to surge. 2665 

 We already have a threatened shortage of pediatricians, 2666 

and I am not going to ask you a question about how to 2667 

increase the pipeline for pediatricians.  That is a bigger 2668 

scope.  But I am going to ask you, you know, how can we 2669 

ensure that there is surge capacity to make sure that in an 2670 

emergency we have the workforce needed to address children's 2671 

needs? 2672 

 *Ms. O'Connell.  Congresswoman, thank you so much for 2673 

that question.  That is a concern of ours, you know, making 2674 

sure that the special populations -- the children, the 2675 

seniors, those with disabilities -- are accounted for in all 2676 

of our plans moving forward, that their care is taken care of 2677 

and provided in an appropriate way. 2678 

 So we have the National Disaster Medical System, which 2679 
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are, you know, teams of clinicians that go out and decompress 2680 

hospitals when they are overwhelmed.  And we keep 2681 

pediatricians and pediatric nurses on those teams.  And when 2682 

we need to, we will go into a NICU or a PICU you to make sure 2683 

that, if those hospitals are overwhelmed like we saw with RSV 2684 

and flu this winter, that there is a team that can come in 2685 

and help those care providers on the scenes by adding 2686 

additional surge capacity, as you suggest -- really important 2687 

that we don't lose sight of how important that care is in 2688 

these times. 2689 

 *Ms. Schrier.  And I would even suggest, as a community 2690 

pediatrician, like, really even more assertive outreach so 2691 

that people understand that this system exists.  And, you 2692 

know, all pediatric hospitals were strained at the same time, 2693 

so it is very hard to do without pulling people from outside 2694 

the hospitals to get them to work in the hospitals.  And I am 2695 

happy to work with you on that. 2696 

 I had another question.  This one is about the Strategic 2697 

National Stockpile, and making sure that we have enough in 2698 

order to meet children's needs.  This came up when we were 2699 

even facing a formula shortage and thinking, oh, gosh, you 2700 
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know, this is kind of like a medicine, kind of like food.  We 2701 

should have this in the stockpile.  And so I was just 2702 

wondering if, you know, what are you doing to make sure that 2703 

there is appropriately-sized masks, and appropriately-sized 2704 

intubation kits, formula, other needs, dosing guides for 2705 

children? 2706 

 *Ms. O'Connell.  So, whenever possible, the stockpile 2707 

procures the things that children can use in times of 2708 

emergency.  So that is really important.  And when that is 2709 

not possible, they work very closely with subject matter 2710 

experts and specialists to figure out how to repurpose what 2711 

they do have in ways that children will be taken care of.  2712 

But whenever possible, they look to procure things that the 2713 

children can use. 2714 

 *Ms. Schrier.  Thank you.  It is -- this was a disease 2715 

that mostly hit adults, and we were lucky this time, but we 2716 

don't know what the next one will bring. 2717 

 I am not sure where my time is because I think that 2718 

clock is wrong.  But Dr. Califf, I am going to just go to you 2719 

until you cut me off.  I wanted to ask you about -- well, 2720 

first, thank you for your work with me on tests. 2721 
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 I read in your in your statement, your testimony, about 2722 

drug shortages, what we are doing to prevent them, how to 2723 

have an early warning system.  So I just perused this morning 2724 

the list of shortages of medications.  And with the eye of a 2725 

pediatrician, I noticed albuterol solutions on there, 2726 

lidocaine, epinephrine, amoxicillin, these -- saline.  These 2727 

are a really big deal for kids.  And so I am wondering if you 2728 

have started to make any of the changes to address these 2729 

shortages.  Like, how is it working in this transition period 2730 

to make sure we don't get in and stay in this situation? 2731 

 *Dr. Califf.  I have described it as plugging the holes 2732 

in the dike.  And we have gotten better and better at that, 2733 

because if you look at the number of impending shortages it 2734 

is going like that.  We are up in the multiple hundreds, 2735 

whereas the number of actual shortages is staying at around 2736 

40 or so per year.  But that is too many.  And these 2737 

impending shortages do create stresses, as you know, in 2738 

practices and the hospitals. 2739 

 So we have got to fix the fundamental underlying issues, 2740 

which I know is the subject of another hearing that was going 2741 

on this morning.  Most of that, we believe, is not in the 2742 
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purview of the FDA.  It has to do with the economics, 2743 

particularly of sterile, injectable medications and issues 2744 

like antibiotics, where -- I don't know about you, even in a 2745 

not-for-profit pediatric practice, if I said I have got a 2746 

great deal for you, you can see all the patients in the 2747 

world, and you are going to lose money on every patient you 2748 

see, I just don't think that that is something that people 2749 

are going to sign up for very easily. 2750 

 *Ms. Schrier.  Yes, we do need to address -- 2751 

 *Dr. Califf.  So we have got to -- 2752 

 *Ms. Schrier.  -- the economics, for sure. 2753 

 *Dr. Califf.  Yes. 2754 

 *Ms. Schrier.  Although the economics are pretty darn 2755 

good for ADHD medications, and we are even in shortages of 2756 

those. 2757 

 *Dr. Califf.  Well, if I may, I think that is a 2758 

different issue that is very complicated because of the role 2759 

of the DEA.  And as much as I am in favor of telehealth and 2760 

very excited about continuing it, there has been a misuse of 2761 

telehealth by companies giving bonuses for the number of 2762 

prescriptions written.  So I think the Adderall situation is 2763 
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a very different, complex set of issues.  I am happy to 2764 

discuss -- 2765 

 *Mr. Bucshon.  The gentlelady's time has expired. 2766 

 *Ms. Schrier.  I agree, thank you. 2767 

 *Mr. Bucshon.  The gentlelady yields back.  I yield to 2768 

Dr. Dunn for his five minutes. 2769 

 *Mr. Dunn.  Thank you very much, Mr. Chairman.  I 2770 

appreciate the opportunity to begin the discussion 2771 

surrounding the reauthorization of the Pandemic Preparedness 2772 

Act. 2773 

 When I came to Congress I had no idea how many disasters 2774 

we would be dealing with:  hurricanes, war in Europe, and a 2775 

global pandemic.  You know, I appreciate the opportunity to 2776 

make improvements in this preparedness. 2777 

 We got many things right with the COVID-19 pandemic, but 2778 

we got some things wrong, too.  Operation Warp Speed was a 2779 

success.  Failures included the unnecessary shutdown of 2780 

society, much to the detriment of our children, and 2781 

inconsistent messaging from our public health agencies who 2782 

thereby lost the trust of the American people. 2783 

 In Florida our governor questioned the Federal 2784 
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authorities when appropriate.  He followed the science and 2785 

did what he thought was best for the health and well-being of 2786 

Florida. 2787 

 One of the biggest failures of the pandemic was the 2788 

general lack of attention paid to possible therapeutics, both 2789 

new and old, off the shelf. 2790 

 Throughout the course of the COVID-19 pandemic, my staff 2791 

and I were inundated with offers to help the nation's 2792 

response, and it was actually inspiring to see the innovation 2793 

of the American people.  It included everything from PPE 2794 

manufactures, new drugs, old drugs, well known, anything 2795 

could be repurposed.  I was encouraged when we set up BARDA's 2796 

Tech Watch, which I understood was supposed to field and vet 2797 

all these offers. 2798 

 Unfortunately, it seemed the government was only 2799 

interested in a certain narrow range of vaccines, 2800 

monoclonals, and new pharmaceuticals.  So I -- we often heard 2801 

from stakeholders that BARDA had told them after meetings 2802 

that some product didn't meet what they were looking for, 2803 

although it seemed very successful and useful.  You know, the 2804 

COVID-19 pandemic was evolving and different needs at 2805 
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different times. 2806 

 Secretary O'Connell, can you speak to how BARDA Tech 2807 

prioritizes the research and development of medical 2808 

countermeasures, including vaccines?  Whatever you got on 2809 

your fingertips:  vaccines, therapeutics, diagnostics, or 2810 

devices. 2811 

 *Ms. O'Connell.  Thank you, Congressman, and thank you 2812 

for that question and for your interest in BARDA's Tech Watch 2813 

program. 2814 

 They open up their doors to those that are looking at 2815 

innovative solutions to any number of problems that we have, 2816 

and offer these meetings that can be 30 minutes to an hour to 2817 

go through the technology that the meeting holder is seeking 2818 

to put forward.  And -- but it is market research that is 2819 

done.  You know, it is understanding what is out there, 2820 

figuring out what the needs are. 2821 

 And then there is another system that BARDA has for 2822 

actually applying for funding.  So there is two different 2823 

ones that is in their BARDA broad agency announcements. 2824 

 But regardless, if your constituents are having trouble 2825 

accessing BARDA, please let me know.  Please work with my -- 2826 
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have my staff work with your staff, and I would like to make 2827 

sure that you don't have that problem moving forward, or 2828 

anybody doesn't have that problem moving forward. 2829 

 *Mr. Dunn.  I appreciate that.  We certainly spoke to 2830 

then-Secretary -- or assistant secretary at the time. 2831 

 In thinking about this, Secretary O'Connell, if you 2832 

think about future pandemics -- you mentioned the importance 2833 

of the seven viral families that are most likely to cause a 2834 

pandemic, and the need to develop medical countermeasures to 2835 

defend against these threats. 2836 

 What is being done, you know, to help BARDA sort of 2837 

think outside the box when it comes to advanced R&D on these 2838 

threats? 2839 

 And specifically, you know, what responsibilities, not 2840 

just -- in general, not just specific treatments. 2841 

 *Ms. O'Connell.  So it does worry me, the seven viral 2842 

families, you know, we had this head start with COVID because 2843 

we had done the work on coronaviruses because of MERS and 2844 

SARS.  And now we know the seven viral families most likely 2845 

to cause the next pandemic, and we have asked for funding 2846 

both in fiscal year 2023 and now fiscal year 2024 to be able 2847 
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to jump start the development of the prototype vaccines, 2848 

therapeutics, and diagnostics so we can put them on the shelf 2849 

and pull them down when that viral family hits, should it 2850 

hit, and be able to ramp up manufacturing very quickly. 2851 

 So it is part of that preparedness, making sure we have 2852 

got a library of prototypes available.  And in that process 2853 

we are looking at a lot of different innovations, and 2854 

appreciate that question.  Among them, you know, right now we 2855 

do vaccines through a needle in a syringe.  We are also 2856 

looking at what it would mean to do a patch with a 2857 

microneedle, so it is easier to -- 2858 

 *Mr. Dunn.  So, if I may, I am concerned there is -- of 2859 

course, the public is all fascinated with vaccines.  But, you 2860 

know, traditionally the response to an epidemic or pandemic 2861 

is therapeutics, not vaccines.  I mean, medicines, if you 2862 

will.  And, you know, we seem to have fastened on the 2863 

vaccines almost to the exclusion of other options. 2864 

 I know we did -- Remdesivir didn't work.  I know we did 2865 

-- Monoclonals are always going to be very, very, very 2866 

specific and expensive, you know, so, I mean, we could think 2867 

of, you know, therapeutics in terms of small molecules, like 2868 
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we do antibiotics. 2869 

 With that, Mr. Chairman, my time has expired.  I yield 2870 

back. 2871 

 *Mr. Bucshon.  The gentleman yields back.  I now 2872 

recognize Mrs. Trahan for her five minutes. 2873 

 *Mrs. Trahan.  Well, thank you to the witnesses today, 2874 

and thank you to the chairs and ranking members for holding 2875 

this important hearing. 2876 

 We have a unique opportunity to take the lessons learned 2877 

over the past few years in the course of the COVID-19 2878 

pandemic to use them to legislate in a way that better 2879 

prepares our health system to respond to future unknown 2880 

public health threats. 2881 

 Two years ago my colleague across the aisle on the full 2882 

committee, Mr. Balderson, and I co-founded the bipartisan 2883 

Pandemic Preparedness Caucus.  Now, alongside our co-chairs, 2884 

including another member of this subcommittee, Mrs. Miller-2885 

Meeks, we are coordinating closely with committee members to 2886 

reauthorize PAHPA.  I encourage all the members of the 2887 

subcommittee to join the caucus and help support policies we 2888 

want to see in the reauthorization of this critical law. 2889 
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 It is no secret that a major issue during the pandemic 2890 

was the lack of visibility into the exact quantities of 2891 

critical medical equipment, supplies, and drugs that were on 2892 

U.S. soil at any given time.  As a result, there was a 2893 

surplus of products in many parts of the nation, while hard-2894 

hit communities were operating in crisis mode. 2895 

 As we relied on community organizations like Community 2896 

Health Centers to respond to the pandemic, the lack of 2897 

clarity into PPE and other supplies was an extreme challenge 2898 

that hindered provider ability to deliver and inform care.  2899 

So, Assistant Secretary O'Connell, what were some of the 2900 

challenges the nation faced due to the lack of clarity into 2901 

the supply chain?  2902 

 And how would our future response efforts improve if we 2903 

established an automated data collection infrastructure that 2904 

enables real-time, accessible data that expands the 2905 

visibility into the entire supply chain? 2906 

 *Ms. O'Connell.  Congresswoman, thank you so much for 2907 

that question.  It is exactly one of the problems that we 2908 

witnessed in March 2020, when everybody needed the exact same 2909 

thing at the exact same time, and it was manufactured 2910 
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somewhere else. 2911 

 So improving on that has been one of the priorities that 2912 

we have had, and using the COVID dollars that you all have 2913 

given us over the course of the supplementals, we have 2914 

continued to invest in domestic manufacturing to bring some 2915 

of that manufacturing home.  That gives us line of sight into 2916 

what we have.  When it is manufactured here it is easier for 2917 

us to tell what we have and what we don't have. 2918 

 We also know it was a problem that states and local 2919 

governments didn't know how to access the Strategic National 2920 

Stockpile.  Now, the Strategic National Stockpile didn't have 2921 

all the things we needed at that time, but that was -- would 2922 

have been an important thing for states to understand and to 2923 

know.  And so we have done a lot of education and a lot of 2924 

outreach to states and local governments to make sure they 2925 

understand what is in it, and how often they can access it, 2926 

and under what circumstances. 2927 

 We -- as part of the PREVENT bill that came through, the 2928 

omnibus, we released a 60-day guidance for states and locals 2929 

on how they would access the Strategic National Stockpile. 2930 

 The SNS is also doing tribal consults to make sure that 2931 
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those governments understand how to access what they need in 2932 

the stockpile.  So we are trying to do an education in places 2933 

where we know people didn't have clear visibility. 2934 

 *Mrs. Trahan.  That is helpful.  You know, I had a 2935 

Lessons Learned Pandemic Preparedness roundtable recently in 2936 

my district, and one thing I heard from those participants is 2937 

their, you know, frustration with the lack of coordination 2938 

between, you know, Federal, state, and local governments. 2939 

 And you brought up what we were doing in the way of 2940 

awareness and education.  And certainly, we want to figure 2941 

out what that means to us as we legislate.  So is there ways 2942 

that we can leverage, you know, state response capacity to 2943 

improve our initial emergency response?  2944 

 And has ASPR -- you know, I think you are thinking 2945 

through forward-deploying with guardrails some SNS supplies 2946 

to states during non-emergency times so that they are in a 2947 

better position to quickly respond to future emergencies.  2948 

And is there -- and I am just wondering, beyond what you are 2949 

doing at ASPR, how should we be thinking about legislating 2950 

that? 2951 

 *Ms. O'Connell.  Well, I think one of the most important 2952 
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things that we are very aware of -- and I know you are, as 2953 

well -- is that that -- you know, these outbreaks start 2954 

locally.  And so to have real clear communication between the 2955 

local governments, the state governments, and the Federal 2956 

Government is really important for them to know what we are 2957 

doing, for us to know what they are doing, for them to know 2958 

what we are not able to do, and what they should be doing.  2959 

All of that is critical in those early days. 2960 

 And one of the things that we continue to do where we do 2961 

our outreach calls, make sure that we are coordinated with 2962 

our state health officials and others.  I know CDC is 2963 

actively engaged in those communications, as well.  We can't 2964 

have daylight between us.  We are in this together. 2965 

 *Mrs. Trahan.  Yes.  Well, I appreciate that.  I just 2966 

glanced up at the clock, and I am sorry you saw my eyes move. 2967 

 I don't have any more time to ask, Dr. Walensky, my 2968 

question that I had for you, but I will say that you will be 2969 

missed, although we won't miss you up in Boston.  We look 2970 

forward to having you back.  Thanks. 2971 

 *Mr. Bucshon.  The gentlelady yields back.  I now 2972 

recognize Dr. Joyce for his five minutes. 2973 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

148 

 

 *Mr. Joyce.  Thank you for yielding, Mr. Chairman, and 2974 

thank you for the panel for appearing today. 2975 

 Dr. Califf, just a few moments ago you mentioned about 2976 

shortages, and shortages that occurred during the pandemic.  2977 

I know that you and your colleagues are aware of another 2978 

potential shortage because the FDA has raised concerns with 2979 

the EPA about the risks of sterile medical device shortages 2980 

from their proposals to limit the use of ethylene oxide. 2981 

 I am concerned that the EPA's rules would limit our 2982 

domestic sterilization capacity for critical medical and 2983 

surgical products.  I raised these issues with EPA 2984 

Administrator Regan at yesterday's hearing, and he committed 2985 

to brief the Energy and Commerce Committee and our staff 2986 

alongside the FDA to discuss these issues and take steps to 2987 

ensure that any final rules don't adversely impact 2988 

physicians' and patients' access to sterile equipment and 2989 

treatments. 2990 

 Dr. Califf, would you commit to appearing at a joint 2991 

briefing for the committee alongside with the EPA 2992 

administrator before May 24th to address this important 2993 

issue? 2994 
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 *Dr. Califf.  As we discussed earlier with Dr. Bucshon, 2995 

this is a great concern to us.  EPA is in the lead, and there 2996 

is an interagency process.  So we will certainly work with 2997 

EPA and you to get these issues resolved. 2998 

 *Mr. Joyce.  Thank you.  I appreciate that commitment. 2999 

 Assistant Secretary O'Connell, the Administration has 3000 

requested another 5 billion for their project, NextGen, for 3001 

COVID-19 vaccines and therapeutics.  As a physician myself, 3002 

this cost and the Administration's COVID-19 vaccine and drug 3003 

development track record is not that good. 3004 

 At the time President Biden chose to dismantle Operation 3005 

Warp Speed, the country had three approved vaccines across 3006 

two different vaccine platforms, with a fourth vaccine using 3007 

a third platform going through approval.  And despite 3008 

unprecedented levels of funding because of decisions by the 3009 

Biden Administration, unfortunately we only have two 3010 

vaccines, and both of them using the new mRNA platform. 3011 

 Therapeutics tell a similar and similarly disappointing 3012 

story.  The Biden Administration's major therapeutic 3013 

development programs, the NIAID-led Antiviral Program for 3014 

Pandemics and the joint NIAID-BARDA Antiviral Drug Discovery 3015 
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Centers for Pathogens have yet to produce a single 3016 

therapeutic, despite spending 3 billion of taxpayer money and 3017 

promises in June of 2021 of new treatments by year's end.  3018 

Paxlovid and Lagevrio are both developmental programs, but 3019 

they are the only two that remain for COVID-19 therapeutics.  3020 

We currently have no effective monoclonal antibodies. 3021 

 Secretary O'Connell, can you provide us with an update 3022 

of what promising COVID treatments we can expect to have 3023 

coming out in the programs in the next six months? 3024 

 *Ms. O'Connell.  Congressman, thank you so much.  So the 3025 

next generation of COVID vaccines and therapeutics are 3026 

critical to keeping the American public safe.  You know, we 3027 

know that we are one or two mutations away from what have 3028 

been effective vaccines and antivirals from no longer being 3029 

effective.  So it is really important that we continue to 3030 

seek out this research and development and -- against a virus 3031 

that has been nothing, if not unpredictable. 3032 

 One of the things that this program is going to focus on 3033 

is trying to find a monoclonal that is not -- that is 3034 

resistant to any of the variants, that -- one of the things 3035 

that has impacted the monoclonals that we have had are the 3036 
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various variants and subvariants that have come out and 3037 

rendered them ineffective.  So finding one that does not -- 3038 

that is not impacted by the variants is going to be critical.  3039 

So that is one of the places where this program is going to 3040 

focus. 3041 

 We do need to have a range of therapeutics available.  3042 

We are lucky that we have the antivirals right now.  But 3043 

again, we know that this virus has been nothing, if not 3044 

unpredictable, and really important that we stay ahead of it. 3045 

 *Mr. Joyce.  The first awards were made a year ago, and 3046 

as best as I can tell the program hasn't generated a single 3047 

additional approved therapeutic.  Can you please keep us 3048 

apprised as these developments occur?  3049 

 Because it is necessary that we have all applicable, 3050 

approved therapeutics available, and I think that you have 3051 

the resources to provide us with that information.  So I 3052 

would appreciate being informed as this continues to evolve. 3053 

 Director Walensky, communication with public about 3054 

infectious disease events, particularly during public health 3055 

emergencies such as COVID-19, is crucial to a successful 3056 

response.  You have publicly stated this, and I agree with 3057 
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you on that.  For many of my constituents, public trust in 3058 

the CDC has been decimated due to the guidance and public 3059 

statements that have been made by the Administration.  They 3060 

don't match the facts.  And public data specifically 3061 

regarding acquired immunity seems to be something that has 3062 

not been adequately addressed. 3063 

 Can you please outline specifically efforts that the CDC 3064 

has in the timeliness and accuracy of guidance and 3065 

communications to the public, and how we can restore that 3066 

faith in the CDC? 3067 

 *Mr. Bucshon.  Can -- 3068 

 *Dr. Walensky.  Thank -- 3069 

 *Mr. Bucshon.  Dr. Walensky, his time is expired.  Could 3070 

you answer that in maybe a written form, or -- 3071 

 *Dr. Walensky.  I am happy to. 3072 

 *Mr. Bucshon.  -- maybe as a follow-up on another 3073 

member's -- 3074 

 *Mr. Joyce.  Thank you.  I would appreciate that. 3075 

 3076 

 [The information follows:] 3077 

 3078 
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 *Mr. Joyce.  And again, thank you for presenting 3081 

yourself to us here today. 3082 

 *Mr. Bucshon.  The gentleman yields.  I recognize Mrs. 3083 

Harshbarger for her five minutes. 3084 

 *Mrs. Harshbarger.  Thank you, Mr. Chairman.  Can you 3085 

hear me okay?  These allergies, it is bad. 3086 

 Thank you for being here.  Thank you for your service, 3087 

Dr. Walensky.  I enjoyed meeting you and talking with you 3088 

down at the CDC when we came in April. 3089 

 My first question is, Dr. Califf, you know I have been a 3090 

compounding pharmacist for 36 years, and compounded 3091 

medications played an important role during the pandemic in 3092 

meeting -- helping to meet these drug shortages, especially 3093 

in distribution to hospitals and COVID patients, items like 3094 

hand sanitizers, fentanyl for the ventilators, and I could go 3095 

on and on where we had to step in and do that due to 3096 

shortages. 3097 

 You know, I can look at the FDA website any given day 3098 

and see hundreds of drug shortages like you talked about, and 3099 

I have done that over the course of all those years I have 3100 

been a pharmacist.  Shouldn't the FDA have a regulatory 3101 
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framework in place for compounding pharmacies to help 3102 

mitigate shortages, including shortages of drugs urgently 3103 

needed by providers to administer in clinical settings? 3104 

 *Dr. Califf.  Well, thanks for bringing that up.  I 3105 

actually was a compounding physician earlier in my career, 3106 

when IV nitroglycerin on coronary care units was needed, so 3107 

we ran a little compounding facility. 3108 

 *Mrs. Harshbarger.  Well, we have that --  3109 

 *Dr. Califf.  So I understand the issues very much. 3110 

 I think we feel like right now we have a lot of 3111 

flexibility when there are -- emergencies do occur, as 3112 

happened here.  But your idea of thinking about a permanent 3113 

solution or guidance on that flexibility, I think, is a good 3114 

thing to work on. 3115 

 *Mrs. Harshbarger.  Well, I am here to help you, trust 3116 

me, you know, because right now we have these policy 3117 

guidances, and they are issued, basically, when you have a 3118 

drug shortage. 3119 

 So does the FDA shortage list adequately capture 3120 

regional shortages and shortages at the wholesale level? 3121 

 *Dr. Califf.  Well, the term "adequate'' is a bit 3122 
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subjective, but I would say it could be better because, I 3123 

mean, particularly for rural areas -- 3124 

 *Mrs. Harshbarger.  Yes. 3125 

 *Dr. Califf.  -- what we have learned with infant 3126 

formula, for example, is we are above where we were before 3127 

the recall, but there is still some rural areas that have 3128 

shortages. 3129 

 *Mrs. Harshbarger.  Oh, yes. 3130 

 *Dr. Califf.  So understanding the total distribution 3131 

system is difficult. 3132 

 *Mrs. Harshbarger.  I have -- exactly.  And we are here 3133 

to help you with that, believe me. 3134 

 Would you consider recognizing the American Society of 3135 

Health-System Pharmacists' shortage listing?  It is even a 3136 

more complete listing. 3137 

 *Dr. Califf.  Well, I guess -- what is the right 3138 

political word?  Everything is on the table. 3139 

 *Mrs. Harshbarger.  Great, thank you. 3140 

 *Dr. Califf.  We will consider -- 3141 

 *Mrs. Harshbarger.  I appreciate that. 3142 

 *Dr. Califf.  I can't commit to anything, of course,  3143 
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but -- 3144 

 *Mrs. Harshbarger.  Okay, no worries. 3145 

 *Dr. Califf.  -- we will talk. 3146 

 *Mrs. Harshbarger.  We will follow up. 3147 

 Why does the FDA issue guidance related to compounding 3148 

of certain things like your ibuprofen products, but you 3149 

haven't taken similar steps to increase the supply of other 3150 

medications like acetaminophen?  3151 

 And you mentioned that you are compiling a list of 3152 

critical medications, a global list.  And I hope to goodness 3153 

you have antibiotic therapies on there, as well as 3154 

chemotherapy drugs.  And, I mean, I could probably make the 3155 

list myself, but -- 3156 

 *Dr. Califf.  You know, I once -- I was involved in 3157 

trying to recruit Dr. Walensky to come to Duke to head up our 3158 

infectious disease division. 3159 

 *Mrs. Harshbarger.  Well -- 3160 

 *Dr. Califf.  Ever since then -- 3161 

 *Mrs. Harshbarger.  She is going to be available, she 3162 

says. 3163 

 [Laughter.] 3164 
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 *Dr. Califf.  It seems like every time she talks, she 3165 

reminds me of the antibiotic issue.  And we are well aware it 3166 

is -- 3167 

 *Mrs. Harshbarger.  There you go.  It is a huge -- 3168 

 *Dr. Califf.  It is a very special problem.  We -- I 3169 

mean, on a serious note, antibiotic resistance and the need 3170 

to have antibiotics in reserve -- 3171 

 *Mrs. Harshbarger.  Oh, totally. 3172 

 *Dr. Califf.  -- is a really serious issue. 3173 

 *Mrs. Harshbarger.  Well, that brings me to this.  What 3174 

about a priority on friendshoring with allied nations?  3175 

 You mentioned that the database in Israel -- how 3176 

complete the health care database was, and we know that -- 3177 

for its citizens.  Why not create a new staging ground for 3178 

manufacturing with Israel and the Abraham Accord countries, 3179 

are you open to that? 3180 

 *Dr. Califf.  I am open to -- 3181 

 *Mrs. Harshbarger.  You are open. 3182 

 *Dr. Califf.  Like I say, everything on the table -- 3183 

 *Mrs. Harshbarger.  Everything is on the table. 3184 

 *Dr. Califf.  Remember, my career was largely spent 3185 
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doing international global clinical trials. 3186 

 *Mrs. Harshbarger.  Yes. 3187 

 *Dr. Califf.  And I feel like I have a deep knowledge of 3188 

what happens in multiple countries.  There is a lot to trust. 3189 

 *Mrs. Harshbarger.  Yes. 3190 

 *Dr. Califf.  There is a real opportunity in working -- 3191 

 *Mrs. Harshbarger.  A lot of innovation. 3192 

 *Dr. Califf.  -- with people.  But, just like with 3193 

compounding pharmacies, there are things that can go wrong. 3194 

 *Mrs. Harshbarger.  Well -- 3195 

 *Dr. Califf.  So we do need -- 3196 

 *Mrs. Harshbarger.  -- that is just the world -- 3197 

 *Dr. Califf.  We do need regulations and -- 3198 

 *Mrs. Harshbarger.  -- that we live in. 3199 

 *Dr. Califf.  -- and checks in the system. 3200 

 *Mrs. Harshbarger.  Yes.  Thank you, sir.  Yes. 3201 

 Ms. O'Connell, you know we are looking at things to 3202 

ensure American taxpayer dollars are not -- are spent not 3203 

only to prepare for potential disasters, but also prioritize 3204 

and support domestic production.  And, you know, we need to 3205 

look at tax and trade policies to promote that.  It is kind 3206 
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of like -- what did we just have?  We had an amoxicillin 3207 

shortage.  I have the only plant in the country that makes 3208 

amoxicillin, and it is in my district.  But do you know what?  3209 

They don't have a government contract, and they ship their -- 3210 

their first line was shipped to another country. 3211 

 So there is things that we need to look at, and things 3212 

that I may be able to help you with that -- where we could --3213 

even repurposing drugs, Dr. Neal and I talked to a 3214 

geneticist.  We have 7,500 drugs we can repurpose with the 3215 

DoD just for such an emergency as the next pandemic.  There 3216 

is a lot -- I have got a lot of ideas, just ask me. 3217 

 And I know I am out of time. 3218 

 *Mr. Bucshon.  Yes, the gentlelady is out, time has 3219 

expired. 3220 

 *Mrs. Harshbarger.  Okay.  I will get with you later.  3221 

Thank you. 3222 

 I yield back -- 3223 

 *Dr. Califf.  Could I give one quick anecdote?  3224 

 *Mr. Bucshon.  Yes. 3225 

 *Dr. Califf.  I worked in that plant that you are 3226 

talking about 30 years ago, when it was SmithKline.  So -- 3227 
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 *Mrs. Harshbarger.  Yes. 3228 

 *Dr. Califf.  And I talked with the CEO multiple times 3229 

this year, so we will talk. 3230 

 *Mr. Bucshon.  The gentlelady yields back. 3231 

 [Laughter.] 3232 

 *Ms. Eshoo.  You got a lot of talking to do. 3233 

 *Mr. Bucshon.  I recommend -- I now recognize Dr. 3234 

Miller-Meeks for her five minutes. 3235 

 *Mrs. Miller-Meeks.  Okay.  I don't know how to follow 3236 

that, but thank you, Mr. Chair, thank you to our panelists 3237 

for being here. 3238 

 Dr. Walensky, let me just echo my colleagues in thanking 3239 

you for your service.  Having been the former director of a -3240 

- just a mere state department of public health, I think the 3241 

challenge in coming in to an agency such as the CDC at the 3242 

height of a pandemic is extraordinarily difficult, and I 3243 

appreciate your service.  That doesn't mean I am going to be 3244 

easy, or not going to have some concerns and questions. 3245 

 And first and foremost, since I heard the mention of 3246 

infection-acquired immunity, I just wanted to have entered 3247 

into the record a letter from the Doctors Caucus to the CDC 3248 
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September 28th, 2021, asking for clarification on infection-3249 

acquired immunity. 3250 

 And the reason the issue is important is that we are 3251 

talking about capacity, surge capacity, allocation of 3252 

resources.  And when our agencies are not nimble enough to 3253 

look at the science and the research, dissect through that 3254 

research, and put forward reasonable proposals and 3255 

recommendations, then we misallocate resources, both 3256 

personnel, workforce, as well as vaccines or other supplies, 3257 

especially when they are things that are extraordinarily 3258 

expensive. 3259 

 And we have talked about having a surge capacity, and 3260 

that is not only a workforce surge capacity, that is a 3261 

testing capacity, as well.  And that goes into reagents, 3262 

swabs, all of the things which we found that we were lacking 3263 

at the top of this pandemic.  And it also is how you allocate 3264 

the people at your disposal and those who are not under your 3265 

agencies, which means how do we utilize our research 3266 

laboratories?  How do we utilize our public-private 3267 

partnerships to have them as part of our surge mechanism?  3268 

And if those are not in part of our pandemic plan, then 3269 
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Congress will direct you, because there is plenty of us here 3270 

that have ideas on both Strategic National Stockpile and 3271 

workforce issues. 3272 

 One of the things that I think Dr. Bucshon had mentioned 3273 

earlier was talking about H.R. 550, and data, and data 3274 

collection.  And so, Dr. Walensky, the CDC continues to 3275 

engage Congress and push for increased data authority, which 3276 

has -- it has been a key part of your testimony today.  And 3277 

you also say that the data authority will enable information 3278 

to travel more seamlessly to those who need it, eliminating 3279 

duplication, making data-sharing less complex. 3280 

 The duplicative comment is interesting, because the CDC 3281 

currently operates over 100 public health surveillance -- and 3282 

you might have addressed this earlier -- surveillance systems 3283 

that collect ongoing data from more than 3,000 state, local, 3284 

territorial, and tribal partners.  And this would appear to 3285 

cause some major reporting burdens, duplication of efforts, 3286 

discrepancies among the data elements, and the need to use 3287 

multiple IT systems, which may also lead to increased costs, 3288 

as well as some difficulty in communication. 3289 

 It would seem to me that the CDC needs to address its 3290 
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data systems in house before requesting even more mandated 3291 

data authority.  Do you agree with this or not agree with 3292 

this? 3293 

 *Dr. Walensky.  Maybe two points.  First I just want to 3294 

address the letter that you had sent to us in September of 3295 

2021 on infection-induced immunity, and note that we had our 3296 

first scientific brief that was posted in October 2021 3297 

outlining the totality of the science as we were aware of 3298 

just a month later.  So that was something that has been key 3299 

on our mind. 3300 

 *Mrs. Miller-Meeks.  -- change recommendations. 3301 

 *Dr. Walensky.  That was -- we can have another -- I 3302 

mean, I am happy to chat about that.  And we have, actually. 3303 

 You know, I do want to talk about the data, because one 3304 

of the things that we are -- and we are working to actually 3305 

streamline the data that comes into us to make it easier.  I 3306 

can give you an example out of Oregon Health Information 3307 

Systems, where their streamlining in their data modernization 3308 

saved them 145,000 person hours over just 11 months because 3309 

they were not doing manual data entry.  That is the goal that 3310 

we are actually working towards, not only distributed across 3311 
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the states, but within the CDC. 3312 

 While we are doing that, as we are building those 3313 

highways and streamlining those, decreasing those person 3314 

hours so everything is more automated, we will have those 3315 

highways, but they will be free of data if we don't also have 3316 

the authorities to get that collection in. 3317 

 *Mrs. Miller-Meeks.  And then I only have a little bit 3318 

more time.  So when we went into our legislative pause as I 3319 

was a state senator, one of the things I had suggested was, 3320 

having been in the military, to set up a reserve force.  And 3321 

so I think that we are trying to have that same concept 3322 

within the CDC.  And I am wondering if you can address the 3323 

U.S. Public Health Service Commissioned Corps, and how were 3324 

they utilized. 3325 

 So my understanding is that, at the height of the 3326 

COVID-19 pandemic, that only half of the officers were 3327 

actually deployed.  So were these officers at the CDC?  Were 3328 

they at regional offices?  And why were so few deployed in 3329 

the actual surveillance mechanisms and vaccination efforts?  3330 

If you could, address that quickly.  Thank you. 3331 

 *Dr. Walensky.  Thank you for that question.  I would be 3332 
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-- first I would love to thank you all in Congress and -- for 3333 

our ability to actually execute on the Public Health Service 3334 

AmeriCorps, because that is among the things that we are 3335 

looking to hire 3,000 reserve public health workers for 3336 

exactly that reason. 3337 

 You talk about the Commission Corps, and I am happy to 3338 

come back to you with some definitive data on that, except to 3339 

say that many of those Commission Corps within CDC and were 3340 

deployed within CDC.  So I don't know that they would have 3341 

actually counted as deployment.  They were deployed to a 3342 

response, but they were -- might have been working in our 3343 

center on, I don't know, meningitis, but they were, you know, 3344 

deployed to the COVID-19 response, and that might not have 3345 

been tallied in your numbers.  Thank you. 3346 

 *Mrs. Miller-Meeks.  If you could give us in writing 3347 

some more clarification on that, that would be appreciated. 3348 

 *Dr. Walensky.  I am happy to. 3349 

 *Mrs. Miller-Meeks.  Thank you, Mr. Chair.  I yield back 3350 

my -- 3351 

 *Mr. Bucshon.  The gentlelady yields back.  I now 3352 

recognize Mr. Griffith for five minutes. 3353 
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 *Mr. Griffith.  I thank the gentleman. 3354 

 Dr. Califf, in 2020 the CARES Act gave FDA enhanced data 3355 

collection to help mitigate drug shortages.  In your response 3356 

to our March 27th, 2023 letter on drug shortages, you claimed 3357 

only 44 percent of registered facilities have complied.  Is 3358 

that correct? 3359 

 *Dr. Califf.  That was true at the time, but it is 3360 

gradually getting better. 3361 

 *Mr. Griffith.  Have you -- has the FDA enforced any 3362 

actions against the non-compliant facilities? 3363 

 *Dr. Califf.  I will have to get back with you on that.  3364 

I am not aware of any particular actions, or exactly what the 3365 

actions would need to be, other than reminding them of their 3366 

responsibilities. 3367 

 *Mr. Griffith.  Yes, we -- and I would love for you to 3368 

get back with me on that, and send me a written response.  I 3369 

would appreciate that. 3370 

 [The information follows:] 3371 

 3372 

**********COMMITTEE INSERT********** 3373 

3374 
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 *Mr. Griffith.  We heard in the drug shortage hearing 3375 

that was happening downstairs earlier today that the economic 3376 

pressures are a big factor in causing shortages, particularly 3377 

in the generic field.  This has led to one in four generic 3378 

medications being filled in the U.S.  The companies, one in 3379 

four, have received FDA warning letters. 3380 

 Do you agree that there are economic factors at play 3381 

that we must address, such as group purchasing organizations, 3382 

if we are going to be able to have a better supply chain for 3383 

our generic medications? 3384 

 *Dr. Califf.  It sounds like the herring downstairs is 3385 

getting to the core of the issue.  There are economic -- like 3386 

I was saying before, if I offered you the chance to produce a 3387 

drug and guaranteed you would lose money on every pill you 3388 

made, it is unlikely you would go into that business.  And 3389 

you might also skimp on your quality systems and 3390 

manufacturing, which then leads, when we do inspections, to 3391 

find problems. 3392 

 So we have got to fix the core economics if we are going 3393 

to get the situation fixed.  We can plug the holes with the 3394 

things that we have talked about, with better data and 3395 
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talking to the companies to make up for problems when they 3396 

occur, but we need to prevent them. 3397 

 *Mr. Griffith.  Well, one of the things that we got into 3398 

downstairs -- and you never have enough time to get into 3399 

everything when you only get five minutes of questions, but 3400 

one of the things we got into was the fact that we are 3401 

heavily reliant on China and heavily relied on India for the 3402 

API to make the medications in the United States.  Most of it 3403 

is coming from Asia. 3404 

 And part of the concern was that we do such a job on 3405 

inspecting American manufacturers, and holding them to a high 3406 

level, but then we don't do inspections overseas.  And so not 3407 

only is it cheaper from a labor standpoint, but it is also -- 3408 

you are not likely to have as many inspections from the FDA 3409 

at your overseas locations.  Doesn't that force our 3410 

manufacturing offshore, and make it more difficult for us to 3411 

supply medicines for Americans? 3412 

 *Dr. Califf.  I have had the privilege and experience of 3413 

working in both China and India in my private and academic 3414 

life.  We inspect in India, and hold India to the same 3415 

standards as we do the U.S.  We have had a problem in China 3416 
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the last several years, as you well know.  And during the 3417 

pandemic it was also difficult to get to India during times 3418 

of surges. 3419 

 But in general, we are holding India to the same 3420 

standard.  And as we are allowed back into China, we will do 3421 

the same thing there. 3422 

 *Mr. Griffith.  Well, but should we be allowed back into 3423 

China, and will they let us back into China?  I mean, one, I 3424 

don't know that we want to be dependent on China.  Two, under 3425 

their interpretation of their laws, your inspections may now 3426 

be a crime in China.  So why do we continue to think that 3427 

that is our answer? 3428 

 *Dr. Califf.  I certainly don't think that is our 3429 

answer.  I have started -- helped start a university in 3430 

China.  I know a lot about Chinese laws and customs. 3431 

 I will point out two-thirds of the world's population 3432 

lives between India and China and the ASEAN nations in 3433 

between.  So they need to have their own API manufacturing, 3434 

all that. 3435 

 *Mr. Griffith.  I am not against them having their own, 3436 

I -- 3437 
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 *Dr. Califf.  -- but we need -- 3438 

 *Mr. Griffith.  -- just don't want them strangling ours. 3439 

 *Dr. Califf.  We need a balanced system where we do our 3440 

part in the U.S. 3441 

 But again, I will just say no American businessman is 3442 

going to go into a business where the economics say you are 3443 

going to lose money.  And so we have got to fix the 3444 

fundamental economics. 3445 

 And if you tell me we shouldn't inspect to make sure of 3446 

the quality -- 3447 

 *Mr. Griffith.  No, no, no, no -- 3448 

 *Dr. Califf.  -- I would say no, please, let's don't do 3449 

that. 3450 

 *Mr. Griffith.  No.  And in fact, one of the concerns 3451 

that I raised downstairs -- and that I think you would agree 3452 

with -- is that this race to the bottom on pricing has 3453 

affected the quality and the assurance that we will actually 3454 

have the medicine available for the American consumer when 3455 

they get sick. 3456 

 We had a mom down there testifying that her daughter was 3457 

going through some leukemia treatment and on three different 3458 
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occasions during her treatment they did not have the 3459 

medicine.  They did not have the medicine.  And while her 3460 

daughter has survived, she mentioned cases that she knows of 3461 

-- because she started a non-profit group to help people find 3462 

the medicine -- where doctors have told her that it impacted 3463 

the health of the patient or even led to death.  This is 3464 

unacceptable.  Don't you agree?  3465 

 *Dr. Califf.  This tears us up at the FDA, and we are 3466 

frequently caught with these manufacturing issues, but it is 3467 

an essential medicine. 3468 

 And you are referring to Cisplatinum, which is a drug 3469 

that we gave as interns decades ago.  I won't say how many 3470 

decades for you, but it was four decades for me.  It should 3471 

be available.  But for all the reasons that you gave, we are 3472 

seeing lapses due to the economics. 3473 

 *Mr. Griffith.  All right.  I yield back.  We will work 3474 

together to fix it. 3475 

 *Mr. Bucshon.  The gentleman yields back.  I now 3476 

recognize Mr. Crenshaw for five minutes. 3477 

 *Mr. Crenshaw.  Thank you, Mr. Chairman.  Thank you all 3478 

for being here.  I really want to focus on our ability to 3479 
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detect diseases, to do surveillance on diseases domestically 3480 

and globally.  You know, it is concerning. 3481 

 And I will submit this GAO report for the record that, 3482 

you know, 15 years after we have passed a law that instructs 3483 

HHS to have these surveillance systems in place, they are 3484 

really not implemented, not even close. 3485 

 This comes on the heels of the end of Title 42 this 3486 

week.  You know, recently, New York City health commissioner 3487 

issued a public letter to New York health care providers 3488 

urging them to take precautions and conduct additional tests 3489 

to prevent an alarming trend of diseases spreading among 3490 

illegal foreign nationals arriving from the southern border.  3491 

I am submitting that for the record, as well.  This letter 3492 

warns against polio, chickenpox, tuberculosis, et cetera.  3493 

How are we addressing this?  3494 

 You know, one of the problems is I am not even sure who 3495 

I should ask, because this is the problem that is brought up 3496 

in the GAO report.  Is it CDC, or is it Ms. O'Connell? 3497 

 Like, I -- this is a problem here, where no one seems to 3498 

be in charge of the detection and surveillance of diseases 3499 

coming into our country.  So whoever answers is fine, but 3500 
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what are we doing specifically about Title 42 being ended, 3501 

where is the CDC on this? 3502 

 *Dr. Walensky.  Maybe I will start and say we have a -- 3503 

numerous platforms of surveillance systems through our 3504 

emergency departments, through our public health departments. 3505 

 One of the real challenges, as we have talked about this 3506 

morning, has been that not all of those surveillance systems 3507 

have required reporting to the CDC.  So even if there is 3508 

something detected locally that -- we may not know it at the 3509 

CDC, and we might not be able to actually then give that 3510 

information back to the neighboring local health departments 3511 

or across the country to say, "Red flag, we see something out 3512 

there, you all should be on the lookout for it.'' 3513 

 With regard to Title 42, among the things that we have 3514 

done and put out as we have seen infectious threats come in 3515 

is our health alert networks.  We have done so when there is 3516 

a measles outbreak and other things.  And likely what 3517 

happened in New York is similar health alert networks to 3518 

recognize we may have under-vaccinated people who are 3519 

settling in communities, and we need to watch out for 3520 

infectious threats -- 3521 
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 *Mr. Crenshaw.  I mean, are there -- 3522 

 *Dr. Walensky.  -- most clinicians haven't seen yet. 3523 

 *Mr. Crenshaw.  I guess what I am getting at, you got 3524 

tens of thousands of people, tens of thousands of people 3525 

coming across the border.  Do we have CDC personnel doing 3526 

what I think any American would expect the Center for Disease 3527 

Control to be doing, which is, I don't know, randomized 3528 

testing, right?  Randomized testing of wastewater, fecal 3529 

matter, whatever it is.  Do we have teams on the ground that 3530 

do that kind of thing in order to detect -- or are we 3531 

completely reliant on the reporting that you get? 3532 

 *Dr. Walensky.  I would -- I am not sure I understand 3533 

the question, partially because randomized testing of what, 3534 

who, and where?  3535 

 There are a lot of -- 3536 

 *Mr. Crenshaw.  Well, in this case on the southern 3537 

border, but -- 3538 

 *Dr. Walensky.  -- infectious and non-infectious 3539 

threats, and wastewater, as you know -- and we are really -- 3540 

I think is an incredibly promising new diagnostic capacity, 3541 

but it is not for every infectious threat.  And we don't know 3542 
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for every infectious threat whether, if, and how it is 3543 

sensitive or specific in detecting it.  If you don't see and 3544 

-- a pathogen in the wastewater, does that mean it is not 3545 

there?  Maybe not for many of these. 3546 

 *Mr. Crenshaw.  But we definitely don't know -- 3547 

 *Dr. Walensky.  If you do detect it -- 3548 

 *Mr. Crenshaw.  -- if we are not testing it.  We 3549 

definitely don't know. 3550 

 *Dr. Walensky.  We don't necessarily even know what to 3551 

test for, what fragments to test for.  It doesn't come out in 3552 

whole genome sequences. 3553 

 *Mr. Crenshaw.  Maybe it is not -- maybe that is not the 3554 

answer, but it seems to me there is no plan. 3555 

 And again, I want to submit this for the record.  So 15 3556 

years later, the only thing that has been implemented by HHS 3557 

is to adopt technical and reporting standards, and that is 3558 

theme that I always hear back from you all, is, well, you 3559 

know, we have reporting standards, we have our partners on 3560 

the ground, whether it is the local public health 3561 

authorities, whatever it is, they report back.  Sometimes 3562 

they do, sometimes they don't. 3563 
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 Is the CDC just some academic institution, or is it an 3564 

operational institution?  3565 

 Here is the one glaring issue that I see in this GAO 3566 

report.  Well, here is the problem:  "There is no lead 3567 

operational division with defined roles and responsibilities 3568 

for implementing these statutory requirements.'' 3569 

 Who is in charge of this?  Who is putting people on the 3570 

ground, whether it is globally or whether it is at the 3571 

southern border, where we actually have some kind of 3572 

legitimate surveillance system on global pandemics or 3573 

diseases? 3574 

 *Dr. Walensky.  So we at CDC work in 60 countries to 3575 

prevent and work towards global health security, both in 3576 

surveillance and disease detection, as well as working 3577 

towards medical countermeasures in those countries.  We are 3578 

working closely with DHS and, at their request, when they 3579 

need help on public health in their -- public health support 3580 

in their entry -- ports of entry. 3581 

 *Mr. Crenshaw.  Okay, but the -- okay.  So -- but for 3582 

Title 42 ending, I didn't see anything in the 3583 

Administration's plan for CDC at all on the southern border.  3584 
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Is that correct, or is it -- 3585 

 *Dr. Walensky.  Well, we are working with DHS, per their 3586 

request, for their public health requests. 3587 

 *Mr. Crenshaw.  Doing what? 3588 

 *Dr. Walensky.  You know, I think it depends on the 3589 

request, and it depends on -- 3590 

 *Mr. Crenshaw.  They haven't requested anything yet. 3591 

 *Dr. Walensky.  I would have to get back with you as to 3592 

the nature of their request. 3593 

 *Mr. Crenshaw.  I am sure -- 3594 

 *Dr. Walensky.  We have been working closely with them 3595 

for the last three years. 3596 

 *Mr. Crenshaw.  Okay.  I am out of time, I yield back. 3597 

 *Mr. Bucshon.  Mr. Crenshaw, you have two documents you 3598 

want to submit for the record? 3599 

 *Mr. Crenshaw.  Correct. 3600 

 *Mr. Bucshon.  Without objection, the documents Mr. 3601 

Crenshaw -- is being submitted to the record. 3602 

 [The information follows:] 3603 

 3604 

**********COMMITTEE INSERT********** 3605 

3606 
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 *Mr. Bucshon.  The gentleman yields back.  I now 3607 

recognize Ms. Castor for her five minutes. 3608 

 *Ms. Castor.  Well, thank you, Mr. Chairman.  Thank you 3609 

all for being here to help the Energy and Commerce Committee 3610 

update PAHPA.  But mostly, thank you for all of your hard 3611 

work during the public health emergency.  All of your 3612 

professional teams, we are grateful for all that you do to 3613 

help keep Americans safe and healthy. 3614 

 We need to apply some of the lessons learned to the 3615 

update of PAHPA, and I am sorry that my colleague from 3616 

Florida already left, and -- because he had said something 3617 

like Florida was a shining example during the pandemic.  And 3618 

I wanted to remind him that our current surgeon general has 3619 

been rebuked by medical professionals across the country for 3620 

spreading COVID-19 misinformation, implying that there were 3621 

particular health impacts from taking the COVID-19 vaccine 3622 

that were really debunked across the board. 3623 

 Plus, in Florida, unfortunately, out of the five largest 3624 

states, we had the second-highest case rate.  We had the 3625 

second-highest death rate. 3626 

 One of the problems over time, too, was the -- at the 3627 
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state level, when some of the data became -- when some of the 3628 

cases, infection rates, became -- they became -- politicians 3629 

became very sensitive to it, they started to hide the data.  3630 

And the only places we could go would be to the hospital 3631 

reporting and, unfortunately, to medical examiners.  And that 3632 

is, of course, a very late lagging indicator.  So it has been 3633 

apparent even before the COVID-19 pandemic that we have got 3634 

to modernize data collection across the country.  And I know 3635 

that we have provided significant resources to do it. 3636 

 But it seems like what I am hearing at home is they are 3637 

still frustrated with the outdated nature of reporting 3638 

standardization.  They want to be able to compare rural 3639 

communities and urban communities.  They want to be able to 3640 

get into disparities. 3641 

 So, Dr. Walensky, you have probably been asked about 3642 

this already today here, but what else did -- does Congress 3643 

need to do to provide CDC and our public health officials at 3644 

home with modern reporting systems? 3645 

 *Dr. Walensky.  I appreciate that question, and I 3646 

appreciate your recognizing some of the challenges when there 3647 

is motivation to not report.  We don't get those data, and we 3648 
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can't have full line of sight. 3649 

 One of the things that we are actively working as part 3650 

of our CDC Moving Forward -- and really, through this 3651 

pandemic -- on data modernization across the United States, 3652 

we have gotten, you know, over $750 million in order to do 3653 

that.  But that means local health departments may only get 3654 

$10 million in order to modernize their data systems.  I can 3655 

tell you, in the hospitals that I used to work with to 3656 

upgrade their health care systems to Epic, they required over 3657 

$1 billion themselves. 3658 

 So as we think about $1 billion for the country, and 3659 

recognize that that is not going to go as far as we need to 3660 

go in our data modernization efforts nationally, we are 3661 

working really closely -- just Tuesday I had a conversation 3662 

with our state health officials.  We have been working with 3663 

our state and local epidemiologists, state and territorial 3664 

epidemiologists to really understand what is the North Star 3665 

architecture that we are putting together so that all of 3666 

those data highways connect. 3667 

 The challenge is -- and that work is ongoing, and we 3668 

have made huge progress, and we have a public health data 3669 
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strategy that was just updated for the next two years for 3670 

that interoperability -- if we don't have authorities, those 3671 

highways will be empty.  Those data highways will be empty, 3672 

and we will have challenges again.  If there is a motivation 3673 

to not report public health data to CDC, you will continue to 3674 

be blind because we -- 3675 

 *Ms. Castor.  And it is so costly.  I mean, this can be 3676 

a way for taxpayers to save money down the road.  I know 3677 

there is an upfront investment, but there is a significant 3678 

societal cost if we cannot detect disease, and then stamp out 3679 

pandemics before they spread. 3680 

 *Dr. Walensky.  I will say it is costly both in terms of 3681 

dollars, and in terms of sickness and morbidity and 3682 

mortality. 3683 

 And the example that I previously gave was in the Mpox 3684 

outbreak.  The Mpox outbreak, we started to be able to get 3685 

data authorities because of the public health emergency that 3686 

was declared on August 4th.  We had our peak number of cases 3687 

in Mpox on August 1st.  So we were already seeing downward 3688 

trends in the number of cases before we could even start 3689 

negotiating with a public health emergency to have data 3690 
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authorizations. 3691 

 *Ms. Castor.  Well, thank you very much for your 3692 

service, and you are going to be missed. 3693 

 Dr. Califf, we had a very good bipartisan hearing on 3694 

drug shortages, and the witnesses all said that FDA is doing 3695 

a decent job, but we still have these shortages.  They 3696 

highlighted the importance of building public-private 3697 

partnerships, giving FDA additional ways to incentivize that 3698 

behavior, and the transparency of being able -- in real time 3699 

-- again, this is a data modernization issue to be able to 3700 

see what is really happening in real-time, and be able to 3701 

respond. 3702 

 *Dr. Califf.  It is nice to get a compliment.  Sometimes 3703 

we go days without that. 3704 

 [Laughter.] 3705 

 *Dr. Califf.  So I really, really appreciate that. 3706 

 *Mr. Bucshon.  The last witness -- the last member. 3707 

 *Dr. Califf.  Well -- 3708 

 *Mr. Bucshon.  finally, right? 3709 

 [Laughter.] 3710 

 *Dr. Califf.  Working on it.  But I do want to make one 3711 
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point related to Dr. Walensky, because we share this, and it 3712 

has come up earlier.  She uses highways, I use spigots and 3713 

faucets. 3714 

 She inherited a CDC system that I think everyone agrees 3715 

had corrosive pipes and obstructions, and it just was not a 3716 

modern system.  I got an independent assessment from Micky 3717 

Tripathi, who is the head of the Office of the National 3718 

Coordinator for Health IT.  They now have shiny pipes, but 3719 

the spigots are not turned on because of this issue we have 3720 

between states and counties and the Federal component.  And 3721 

we won't know how good the pipes are, really, until the data 3722 

starts flowing through. 3723 

 I grew -- I had a world where I was used to looking at 3724 

geospatial -- that is, you know, rural, urban, specific 3725 

areas, and time.  And if you want to run a public health 3726 

system, there is nothing technically holding us back.  It is 3727 

all human interactions now.  But Dr. Walensky's counterpart 3728 

who comes in next, she will be able to say, "Here is exactly 3729 

where the problem is, and here is where it is going.  We are 3730 

going to deploy forces to that area in real time, not three 3731 

months later, not six months later.'' 3732 
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 *Ms. Castor.  Thank you. 3733 

 *Mr. Bucshon.  The gentlelady yields back.  This 3734 

concludes the member questioning, or panel one.  I would like 3735 

to thank all the witnesses for your testimony and for your 3736 

time, and we will now proceed to the second panel.  And so 3737 

thank you very much. 3738 

 [Pause.] 3739 

 *Ms. Eshoo.  May the force be with you, Dr. Walensky. 3740 

 [Laughter.] 3741 

 *Ms. Eshoo.  Thank you. 3742 

 [Pause.] 3743 

 *Mr. Guthrie.  [Presiding] The subcommittee will come 3744 

back to order, and I thank all of you for agreeing to 3745 

testify. 3746 

 I will introduce our witnesses and call on each one for 3747 

a five-minutes opening statement. 3748 

 The first witness will be Tom Inglesby, director of 3749 

Johns Hopkins Cancer Center -- or Hopkins Center for Health 3750 

Security and the Bloomberg School of Public Health. 3751 

 Also we have Randall Lutter, senior fellow at the 3752 

Manhattan Institute. 3753 
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 Our next witness after that will be Erik Decker, 3754 

chairman of the cybersecurity working group at the Health 3755 

Sector Coordinating Council. 3756 

 Our final witness this morning -- this afternoon now -- 3757 

is Mary Denigan-Macauley, a director of health care and 3758 

public health -- and private health markets at the U.S. 3759 

Government Accountability Office. 3760 

 So we will begin with opening statements, and I think 3761 

most of you testified before. 3762 

 You have five minutes, you will get a yellow light as 3763 

you approach -- as you see the yellow light, begin to start 3764 

wrapping up.  And the red light will mean your time has 3765 

expired, and we will try to stick close to that, but we are 3766 

getting a lot of good information today, so we have been a 3767 

little lenient with it, but we are going to try to stick 3768 

close.  We have another hearing starting this afternoon. 3769 

 So I will now -- Dr. Inglesby, I will recognize you for 3770 

five minutes for your opening statement. 3771 

3772 
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STATEMENT OF TOM INGLESBY, M.D., DIRECTOR, JOHNS HOPKINS 3773 

CENTER FOR HEALTH SECURITY, BLOOMBERG SCHOOL OF PUBLIC 3774 

HEALTH; RANDALL LUTTER, PH.D., SENIOR FELLOW, MANHATTAN 3775 

INSTITUTE FOR POLICY RESEARCH; ERIK DECKER, CHAIR, 3776 

CYBERSECURITY WORKING GROUP, HEALTH SECTOR COORDINATING 3777 

COUNCIL (HSCC); AND MARY DENIGAN-MACAULEY, PH.D., DIRECTOR, 3778 

HEALTH CARE, U.S. GOVERNMENT ACCOUNTABILITY OFFICE (GAO) 3779 

 3780 

STATEMENT OF TOM INGLESBY 3781 

 3782 

 *Dr. Inglesby.  Chairman Guthrie, Ranking Member Eshoo, 3783 

and distinguished members of the committee, it is my pleasure 3784 

to appear before you today to discuss this year's 3785 

reauthorization of PAHPA.  My name is Tom Inglesby.  I am the 3786 

director of the Johns Hopkins Center for Health Security, and 3787 

Professor in the Department of Environmental Health and 3788 

Engineering in the Johns Hopkins Bloomberg School of Public 3789 

Health.  And the opinions expressed herein are my own, and do 3790 

not necessarily reflect the views of Johns Hopkins. 3791 

 Today I was asked to provide comments on the history of 3792 

PAHPA, its original intent, how it has changed during prior 3793 
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reauthorization, and how the COVID-19 pandemic may inform its 3794 

2023 reauthorization.  I have had the opportunity to testify 3795 

several times during the original PAHPA and for its 3796 

reauthorizations, and I am grateful for the chance to testify 3797 

before you again today, and continue to serve in this trusted 3798 

capacity for Congress and this committee. 3799 

 PAHPA has a strong bipartisan history of Congress 3800 

working together to address our nation's changing health 3801 

security landscape and protect the American people.  The last 3802 

three PAHPA bills all showed major recurring themes:  they 3803 

adjusted to the changing threat landscape, focused on 3804 

challenges identified since the prior bill, and considerably 3805 

strengthened our nation's health security with each 3806 

reauthorization. 3807 

 The threat landscape clearly has changed since the last 3808 

reauthorization.  This reauthorization, too, should focus on 3809 

the challenges identified since the prior bill and learned 3810 

from COVID-19.  I will now summarize the last three PAHPA 3811 

bills, and then turn to lessons from the COVID-19 pandemic 3812 

that could be used to inform this year's reauthorization. 3813 

 The first bill laid the groundwork for national pandemic 3814 
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and emergency preparedness and response to accidental and 3815 

deliberate threats.  The second bill provided agencies with 3816 

more flexibility to achieve their missions, and the third 3817 

implemented a recommendation that I supported, which required 3818 

assessments of national security threats to guide our health 3819 

security.  It also highlighted the importance of innovation 3820 

for medical countermeasures and working with local 3821 

authorities. 3822 

 Since the last reauthorization, we have learned many new 3823 

lessons from the COVID-19 pandemic, and I will highlight 3824 

four. 3825 

 Number one, we need to make, produce, and distribute 3826 

medicines, vaccines, and diagnostics more rapidly.  That 3827 

should include investment in platform technologies, placing 3828 

high priority on medical countermeasures that can protect 3829 

against the viral families we are most concerned about, and 3830 

contracting processes that allow the government to rapidly 3831 

partner with private sector developers and manufacturers. 3832 

 Number two, we need to better prepare the health care 3833 

and public health systems to respond rapidly to public health 3834 

emergencies, and that should include the right protective 3835 
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equipment for our health care workers in a system that is 3836 

resilient to supply chain disruptions, ensuring medical care 3837 

is fully covered for all people in that kind of crisis, and 3838 

stronger local and public health departments. 3839 

 Number three, we need to strengthen Federal agencies 3840 

responsible for preparing for and responding to pandemics.  3841 

There is really no alternative to a strong ASPR and CDC, for 3842 

example, which need to be fast-moving, operationally skilled, 3843 

have the right technology, and the ability to rapidly hire 3844 

the workforce for the job. 3845 

 And finally, number four, we need to recognize the great 3846 

significance of the work being done to prevent future 3847 

pandemics.  To name only some of it, that would include 3848 

strong early warning systems, a commitment to international 3849 

data sharing in the earliest hours of a new pandemic, good 3850 

animal husbandry practices to lower the risk of spillover, 3851 

prevention of the synthesis of dangerous viruses, strong 3852 

codes of scientific conduct, and stronger attribution science 3853 

and planning to make sure we are better prepared to identify 3854 

the source of future pandemics. 3855 

 Finally, PAHPA legislation has evolved as our 3856 
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understanding of different biological and other threats have 3857 

evolved.  It has reflected lessons learned over 15 years of 3858 

policymaking and on-the-ground experiences on these issues.  3859 

Its evolution has been a remarkable congressional achievement 3860 

and a truly bipartisan effort. 3861 

 Preparedness for biological threats and for responding 3862 

to national health emergencies is something that can continue 3863 

to be a priority for all of us.  Thank you again for the 3864 

opportunity to testify, and I look forward to your questions. 3865 

 [The prepared statement of Dr. Inglesby follows:] 3866 

 3867 

**********COMMITTEE INSERT********** 3868 

3869 
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 *Mr. Guthrie.  Thank you.  Thank you for your testimony. 3870 

 The chair now recognizes Dr. Lutter for five minutes for 3871 

your opening statement. 3872 

3873 
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STATEMENT OF RANDALL LUTTER 3874 

 3875 

 *Dr. Lutter.  To Chair Guthrie and Ranking Member Eshoo, 3876 

distinguished members of the Subcommittee, I am honored and 3877 

grateful to have the opportunity to testify about how best to 3878 

prepare for and respond to future public health security 3879 

threats.  My key points are -- all relate to enhancing 3880 

private sector biodefense, and may be useful for PAHPA 3881 

reauthorization. 3882 

 First, there needs to be more actionable information and 3883 

financial incentives for effective emergency preparedness and 3884 

response by the private sector. 3885 

 Second, there should be more public involvement in CDC's 3886 

risk communications. 3887 

 And third, we need greater transparency in federally-3888 

supported research about public health and communicable 3889 

diseases. 3890 

 Pre-COVID pandemic warnings lacked actionable 3891 

information.  Information on probability and severity of -- 3892 

was missing, but necessary to calculate the merit of costly 3893 

additional preventive and mitigation measures.  Private 3894 
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executives could not have justified costly investments in, 3895 

say, improved indoor ventilation without evaluating their 3896 

cost effectiveness in protecting building occupants.  Such 3897 

evaluations require information about the probability of a 3898 

new infectious respiratory disease of given infectivity 3899 

occurring by a specific date:  information that was and still 3900 

is lacking. 3901 

 Three complementary approaches to actionable 3902 

quantitative estimates of pandemic risk are worth pursuing. 3903 

 First, Bruin and all in 2006, applied structured expert 3904 

judgment to address pandemic influenza risks from the bird 3905 

flu known as H5N1.  They concluded there was a 15 percent 3906 

chance of efficient human-to-human transmission within three 3907 

years.  Such explicit and easy-to-interpret estimates are not 3908 

found in Federal reports on pandemic preparedness, but they 3909 

could offer useful insights about pandemic risk, especially 3910 

if issued periodically. 3911 

 Second, Nobel Prize-winning economists have long argued 3912 

for prediction markets to aggregate information from large 3913 

numbers of people about the likelihood of uncertain events.  3914 

A 2016 study of prediction markets in Taiwan considered 5 3915 
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disease indicators such as severe and complicated influenza 3916 

and flu-like illnesses.  For three out of five disease 3917 

indicators, market predictions outperformed conventional 3918 

surveillance.  The longer-lasting markets with more 3919 

participants might perform even better. 3920 

 Three, big data solutions would estimate the risk of a 3921 

pandemic by collecting, organizing, and synthesizing big data 3922 

through early warning systems.  This approach would require 3923 

upgrading and updating USAID's now-defunct PREDICT program, 3924 

including surveillance and testing of livestock, poultry, 3925 

wildlife of special concern for viruses, either novel or of 3926 

special interest.  It would be time consuming and require 3927 

more investment and international cooperation and new data 3928 

integration systems, and it would go beyond the 2022 National 3929 

Biodefense Strategy by explicitly seeking a quantitative risk 3930 

assessment for new pandemics. 3931 

 Congress should support all three approaches to improve 3932 

pandemic risk assessment:  the periodic structured expert 3933 

judgment, prediction markets, and big data solutions. 3934 

 Catastrophe bonds could offer firms a better way to 3935 

manage pandemic risks.  Such bonds could be modeled in part 3936 
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on the pandemic catastrophe bonds developed and marketed 3937 

through the World Bank and benefiting from bank-related 3938 

subsidies.  Medder and Schwarcz recently suggested that 3939 

unsubsidized pandemic catastrophe bonds for unintentional 3940 

pandemics could be feasible. 3941 

 Congress should ensure that there is no legislative or 3942 

regulatory obstacles inappropriately hindering the 3943 

development of prediction markets or pandemic catastrophe 3944 

bonds. 3945 

 Last year the CDC director acknowledged substantial 3946 

public dissatisfaction with COVID-19 risk communications in 3947 

justifying her proposals for reform.  FDA's 2,000 good 3948 

guidance practice regulations is a good model for the CDC to 3949 

use.  That regulation establishes a standardized process for 3950 

nearly all formal use of statements about what non-Federal 3951 

entities should or ought to do. 3952 

 The FDA guidance documents explicitly state that 3953 

entities need not follow FDA recommendations if they meet 3954 

existing statutory regulatory requirements.  FDA's process 3955 

requires it to open a public docket to get public comment on 3956 

all guidance it issues.  FDA solicits public comment both on 3957 
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draft guidance and on final guidance that it determines it 3958 

must issue without prior public comment, as happened during 3959 

the pandemic.  Congress should direct CDC to adopt good 3960 

guidance practices rules like those of FDA. 3961 

 The pandemic undermined confidence in public health 3962 

policies and in the role of science in informing health 3963 

policy.  Scientific journals controlled by HHS are exceptions 3964 

to the widespread practice of top scientific journals, 3965 

including "Proceedings of the National Academy of Sciences'' 3966 

and "Science,'' to make public access to computer code and 3967 

data a condition of publication.  Emerging Infectious 3968 

Disease, Environmental Health Perspectives, and Morbidity and 3969 

Mortality Weekly Report -- all three Federal journals 3970 

controlled by HHS -- have no comparable transparency 3971 

policies. 3972 

 Congress could and should require federally-controlled 3973 

and supported peer-reviewed health journals to adopt 3974 

transparency measures comparable to that of the PNAS. 3975 

 I am happy to take questions.  Thank you. 3976 

 [The prepared statement of Dr. Lutter follows:] 3977 

 3978 
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 *Mr. Guthrie.  Thank you.  Thank you for your testimony.  3981 

The chair now recognizes Mr. Decker for five minutes for your 3982 

opening statement. 3983 

3984 
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STATEMENT OF ERIK DECKER 3985 

 3986 

 *Mr. Decker.  Thank you, Chairman Guthrie, Ranking 3987 

Member Eshoo, and members of the subcommittee.  I am Erik 3988 

Decker, chairman of the health sector coordinating council 3989 

cybersecurity working group, and vice president and chief 3990 

information security officer, Intermountain Health.  Thank 3991 

you for the opportunity to speak on public health security 3992 

threats, and how this interrelates with the reauthorization 3993 

of PAHPA. 3994 

 I believe we are at an inflection point.  Our 3995 

adversaries are becoming increasingly sophisticated at 3996 

penetrating our cyber defenses, just as we are becoming 3997 

increasingly reliant on digital data and technology.  The 3998 

ability of our adversaries to monetize and capitalize on our 3999 

business operations, data, intellectual property, and 4000 

vulnerabilities is a significant part of the reason why our 4001 

sector continues to be a top focus for cyber attack. 4002 

 The study just released this week titled, "The 4003 

Ransomware Attack Associated with Disruptions at Adjacent 4004 

Emergency Departments in the U.S.'' suggests secondary 4005 
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effects occur on hospitals adjacent to those disrupted by 4006 

cyber attacks, resulting in long wait times, increased 4007 

census, and increases in high-acuity cases such as strokes.  4008 

This demonstrates that the need to treat cyber attacks as 4009 

disasters requiring coordinated planning and response is 4010 

necessary. 4011 

 Without proper cyber foundations in place, this velocity 4012 

of digital transformation could become the equivalent of 4013 

driving a race car at maximum velocity without brakes.  Thus, 4014 

the mission of the cyber working group is to develop and 4015 

disseminate, free of charge, sector-wide recommendations and 4016 

guidance to help facilitate resilience to cybersecurity 4017 

threats. 4018 

 Thankfully, the public-private partnership between the 4019 

health sector and the U.S. Government has matured 4020 

significantly over the last several years.  Despite the 4021 

partnership's growing strength, certain parts of the health 4022 

sector, primarily smaller and less resourced entities, lag in 4023 

their cyber capabilities and must be buttressed.  As we like 4024 

to remember -- remind everyone, cyber safety is patient 4025 

safety. 4026 
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 Since 2018 the cyber working group has produced 21 best 4027 

practice publications to aid all 7 subsectors of health and 4028 

public health.  I want to highlight two recent publications 4029 

jointly branded with HHS.  One is called "The Health Industry 4030 

Cybersecurity Practices,'' otherwise known as HICP.  First 4031 

published in 2018, HICP provides cyber hygiene 4032 

recommendations for small, medium, and large-sized 4033 

organizations.  It was built in partnership with the HHS 4034 

405(d) program and 150 experts across the industry.  Last 4035 

month we released HICP 2023. 4036 

 Also in April we released the "Hospital Cybersecurity 4037 

Landscape Analysis,'' another publication.  This first-of-a-4038 

kind study took on the daunting challenge of determining the 4039 

current state of the U.S. hospitals' cybersecurity resiliency 4040 

to thwart cyber attacks.  The study found that progress has 4041 

been made at improving our cyber posture, but significant 4042 

improvements are needed in core cyber hygiene capabilities.  4043 

This study would not have been feasible without the direct 4044 

support of the HHS deputy secretary, the support of the HHS 4045 

405(d) program, and the countless hours donated by the cyber 4046 

working group. 4047 
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 In June of last year, former national cybersecurity 4048 

director, Chris Inglis, invited the CEOs of the cyber working 4049 

group to the White House for a cabinet-level cybersecurity 4050 

summit to discuss how best to secure health care from cyber 4051 

attacks in the future.  Mr. Inglis charged us to set up our 4052 

critical infrastructure in such a way that we would need to 4053 

"beat all of us to beat one of us.'' 4054 

 Securing the health sector from cyber attack might seem 4055 

daunting, but I am confident that we can meet this challenge 4056 

if we begin with the following three steps. 4057 

 One, the continuation of the joint five-year strategic 4058 

planning exercise, which is contemplating what stable 4059 

condition looks like for cybersecurity in the health sector 4060 

by 2029. 4061 

 Two, the continued expansion and improvement of the HHS 4062 

405(d) program, which is a core vehicle of partnership with 4063 

the health sector and HHS.  It is a shining example of joint 4064 

partnership, co-branding, and joint release. 4065 

 And three, we must continue to build partnership and 4066 

cohesion between CISA, HHS, and the health sector.  CISA, as 4067 

experts in cybersecurity, produces many useful tools and 4068 
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services. 4069 

 With mandated reporting of significant cyber incidents 4070 

on the horizon, we are excited to work through the specifics 4071 

of how we will incorporate this threat intelligence consumed 4072 

and received from all 16 critical infrastructure, and provide 4073 

them into our proactive defenses.  However, since HHS is our 4074 

sector risk managed agency, we need to leverage HHS as the 4075 

front door to all Federal agencies. 4076 

 Thank you for the opportunity to provide my perspective.  4077 

Several other recommendations are in my written testimony, 4078 

and I encourage any questions you might have. 4079 

 [The prepared statement of Mr. Decker follows:] 4080 

 4081 

**********COMMITTEE INSERT********** 4082 

4083 
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 *Mr. Guthrie.  Thank you for your testimony. 4084 

 The chair now recognizes Dr. Denigan-Macauley for five 4085 

minutes for your opening statement. 4086 

 *Dr. Denigan-Macauley.  Great, thank you. 4087 

4088 
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STATEMENT OF MARY DENIGAN-MACAULEY 4089 

 4090 

 *Dr. Denigan-Macauley.  Chair Guthrie, Ranking Member 4091 

Eshoo, and distinguished members of the subcommittee, thank 4092 

you for the opportunity to discuss GAO's work related to 4093 

preparedness and response. 4094 

 Strengthening our nation's capability to prepare for, 4095 

respond to, and recover from disasters and other emergencies 4096 

is no small task, particularly with ever-changing threats.  4097 

This is not something the Federal Government can do alone; it 4098 

requires a whole-of-nation effort with Federal, state, 4099 

tribal, territorial, and local authorities, the private 4100 

sector, non-governmental organizations, and communities all 4101 

working together from the same playbook.  As the past three 4102 

years have so acutely shown, preparedness and response cannot 4103 

happen in silos.  Instead, we must work together to 4104 

anticipate, prevent, and prepare for future events, all while 4105 

responding to ongoing emergencies and other threats as they 4106 

arise. 4107 

 GAO's work on the Federal efforts go back decades and 4108 

embrace the One Health approach by considering human, animal, 4109 
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plant, and environmental threats.  While many plans, some 4110 

successes, and good intentions underlie these efforts, our 4111 

work has shown that the Department of Health and Human 4112 

Services must do better in order to save lives, mitigate 4113 

severe economic impacts, and prepare the nation to respond to 4114 

multiple simultaneous threats.  In 2020 alone, HHS responded 4115 

to hurricanes, floods, wildfires, and infectious diseases, 4116 

and including the pandemic. 4117 

 The systemic and persistent deficiencies we identified 4118 

have hindered our nation's response to the COVID-19 pandemic 4119 

and past emergencies, precisely when Americans rely on 4120 

seamless and swift action.  For example, undefined roles and 4121 

responsibilities for the myriad of partners involved have 4122 

created confusion, placing responders and communities at 4123 

risk. 4124 

 Delays in testing and incomplete data have prevented HHS 4125 

from understanding the nationwide spread of disease and 4126 

targeting response efforts, including those 4127 

disproportionately affected. 4128 

 Poor communication and a lack of transparency have 4129 

eroded trust in the Federal Government. 4130 
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 Not knowing the resources response partners will bring 4131 

to an emergency have resulted not only in inefficiencies, but 4132 

the deployment of the wrong resources for critical care. 4133 

 All of these problems placed lives at risk and slowed 4134 

response exactly when our nation should have united to move 4135 

as quickly as possible. 4136 

 A crisis is not the time to be figuring out what to do.  4137 

Preparedness needs to happen before the crisis hits.  4138 

Likewise, a full and timely recovery can only be achieved 4139 

through sufficient preparedness. 4140 

 While fundamental in appearance, these deficiencies are 4141 

complex in nature and complicated by competing priorities.  4142 

Overcoming them will require many things, including 4143 

significant coordination within HHS and across all of the 4144 

response partners identifying the needed resources to get the 4145 

job done right, including a workforce with the skills and 4146 

competencies to address the risks raised. 4147 

 Additionally, it will require strong and sustained 4148 

leadership.  This is concerning, as we have already seen high 4149 

turnover at FDA -- 10 commissioners in 10 years; NIH without 4150 

a director; and now the CDC director stepping down in the 4151 
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midst of reform. 4152 

 Since 2007 we have made over 150 recommendations to HHS, 4153 

with more than half of them not addressed.  Fixing the 4154 

systemic deficiencies we have raised will take time.  Not 4155 

knowing when the next threat will arrive can dull our 4156 

resolve.  But inaction is not an option, as a new public 4157 

health emergency will certainly arrive. 4158 

 Reform efforts recently announced by HHS agencies have 4159 

the potential to help address concerns we have raised, if 4160 

implemented successfully.  We have met with HHS to provide 4161 

guidance based on key practices GAO has identified for 4162 

successful agency reform.  However, given the critical nature 4163 

of this issue, we placed HHS leadership and coordination of 4164 

public health emergency on GAO's High Risk List.  This risk  4165 

-- this list includes government operations in need of 4166 

transformation.  In this case, transformation is needed to 4167 

protect the security of our homeland and to save lives. 4168 

 Mr. Chair, Ranking Member, distinguished subcommittee 4169 

members, this concludes my prepared statement.  I look 4170 

forward to our discussion today, and welcome any questions. 4171 

 [The prepared statement of Dr. Denigan-Macauley 4172 
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follows:] 4173 

 4174 

**********COMMITTEE INSERT********** 4175 

4176 
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 *Mr. Guthrie.  Thank you.  That concludes our opening 4177 

statements.  We will move to members' questions, and the 4178 

chair will recognize Mr. Hudson for -- the leader of this 4179 

effort on our side of the aisle, along with our Chair Eshoo 4180 

and -- or Ranking Member Eshoo in a bipartisan way.  So 4181 

thanks. 4182 

 So, Mr. Hudson. 4183 

 *Mr. Hudson.  Thank you, Mr. Chairman, and thank you for 4184 

-- again, thank you for making this a priority for our 4185 

subcommittee. 4186 

 And thank you to Ranking Member Eshoo for your 4187 

leadership on this for many years, and for allowing me to 4188 

work with you. 4189 

 Thank you to our panel.  This is your -- all of your 4190 

testimonies have been extremely helpful to us.  And thank you 4191 

for making time to be here today.  I will start with Dr. 4192 

Inglesby. 4193 

 Thank you.  Your testimony touching on the history of 4194 

the legislation, I think, was very helpful.  It is also 4195 

helpful in understanding congressional intent through these 4196 

authorization processes, as well as kind of the overarching 4197 
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all-hazard preparedness framework.  If -- very briefly, if we 4198 

were to rerun the clock and we are now having to respond to 4199 

COVID-19 without PAHPA, without ASPR, BARDA, SNS, what would 4200 

that world look like? 4201 

 *Dr. Inglesby.  You know, if you kind of -- if you roll 4202 

back the clock before ASPR and BARDA, we didn't really have a 4203 

procurement mechanism in place for new medical 4204 

countermeasures.  We didn't have a system of requirement 4205 

setting for all of these products that we need.  We had no 4206 

diagnostic strategy.  We had a small SNS, but it really was 4207 

focused on very, very specific threats, and it really didn't 4208 

connect up with the rest of the government. 4209 

 So all of the structures that have been built over these 4210 

previous -- the original bill and the reauthorizations have 4211 

been absolutely fundamental to getting us where we are, even 4212 

though we have now seen shortcomings.  But it is an 4213 

infinitely stronger base upon which to build the next 4214 

reauthorization.  So -- 4215 

 *Mr. Hudson.  Yes, I appreciate that.  And as we talk 4216 

about sort of the architecture of the structure of this, you 4217 

know, with PREVENT Act last year, we have created this new 4218 
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White House Office of Pandemic Preparedness and Response 4219 

Policy.  How do you see that structure now working where you 4220 

have got that office that, unfortunately, hasn't been set up 4221 

yet, but advisor to the president, you have got ASPR, with 4222 

their role in advising the secretary, but also administering 4223 

these other programs.  How do you see that working?  Do you 4224 

have any concerns about that?  Do you have any suggestions 4225 

for us as we prepare this reauthorization of how we could 4226 

improve that structure? 4227 

 *Dr. Inglesby.  Yes, I do think that biosecurity and 4228 

pandemic response is inherently interagency, because it draws 4229 

on many elements of HHS, but also intelligence on the 4230 

delivered side, State, DoD.  So it is really important to 4231 

have a White House presence, a coordinating presence. 4232 

 And I think we have seen both in the Ebola response some 4233 

years ago and then in the COVID response the very high value 4234 

of having White House dedicated, strong leadership helping to 4235 

coordinate the agencies.  I don't think it is a requirement 4236 

to be day-to-day managing all programs, but certainly in 4237 

crisis it is very valuable to have White House engaged with 4238 

leadership at CDC, ASPR, NIH, FDA, other agencies.  I do 4239 
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think it worked fairly well, having been part of that process 4240 

during COVID and watching, for example, ASPR O'Connell 4241 

coordinate with the White House and with her colleagues 4242 

across HHS, I thought, was a really good model. 4243 

 So instituting this new office and kind of making sure 4244 

it stays in place, even though COVID is going away, I think, 4245 

is a very good development.  I think it is -- I know the 4246 

White House is actively searching for leadership and putting 4247 

its structure in place, but I think it is going to be very 4248 

valuable. 4249 

 *Mr. Hudson.  Great, I appreciate that. 4250 

 Dr. Lutter, over the pandemic there were dozens of 4251 

authorities used across agencies.  DoD played a significant 4252 

role in the development and manufacturing, hiring 4253 

capabilities that they could bring to the table for 4254 

procurement.  You know, and as we are looking forward now, we 4255 

have been asked by HHS, by ASPR to give them the authorities 4256 

that DoD has when it comes to acquisitions. 4257 

 What I am trying to grapple with personally is what 4258 

makes the most sense, as far as effectiveness, return on 4259 

investment for the American taxpayer.  Does it make sense to 4260 
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create an authority that already exists at DoD over at HHS, 4261 

or does it make more sense to maybe more formalize that 4262 

relationship in times of emergency that DoD will play this 4263 

role?  4264 

 I don't know if you have any thoughts, and I would open 4265 

it up to anybody else that might be able to help me wrestle 4266 

with this as we try to figure out -- do you need to give 4267 

those authorities the DoD has to HHS, particularly ASPR, or 4268 

is it better just to -- more efficient to keep them where 4269 

they are, but make sure that it will be available when we 4270 

need it? 4271 

 *Dr. Lutter.  That is a good question, but I think I am 4272 

going to kick it to GAO or somebody else who has thought 4273 

about it more than I have.  I wish I could help you. 4274 

 *Dr. Denigan-Macauley.  I can briefly say that we do 4275 

have concerns of relying on DoD, because they have a separate 4276 

mission.  I mean, if they are called off to a war and they 4277 

are not available at that time -- we saw that they have 4278 

stepped in heavily on numerous occasions.  So -- 4279 

 *Mr. Hudson.  Well, I have run out of my time.  If any 4280 

of you that would like to would answer that in writing, 4281 
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again, I think that is something that Ms. Eshoo and I are 4282 

wrestling with, and would love to have your feedback on. 4283 

 *Dr. Inglesby.  Congressman, I am happy to do that 4284 

because I did have very close interaction with the DoD 4285 

contracting partners. 4286 

 *Mr. Guthrie.  If you have a half-minute, if nobody 4287 

objects, because that is a good -- 4288 

 *Ms. Eshoo.  Sure, go ahead. 4289 

 *Mr. Guthrie.  Can you give us a quick -- yes. 4290 

 *Dr. Inglesby.  All I would say is that HHS relied very 4291 

heavily on DoD contracting specialists.  DoD had contracting 4292 

specialists from across the Department of Defense, which they 4293 

drew in during the emergency.  HHS had almost no contracting 4294 

specialists to be able to do this mission.  And DoD has been 4295 

really very clear with HHS from the beginning that they 4296 

needed all those people back.  And so, even though they have 4297 

been generous with their people and their experts, they 4298 

really want those people back.  They feel like they have 4299 

full-time work. 4300 

 And so I felt very strongly after being at HHS, that HHS 4301 

needs to have strong contracting capability.  They are the 4302 
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ones -- ASPR, in particular, and BARDA -- need to be able to 4303 

work with industry very quickly, very, very effectively.  And 4304 

without having to loan -- to work with contracting officers 4305 

on loan, I think, is a very bad position for them.  We expect 4306 

them to be able to move quickly, and they can't do it now 4307 

without DoD. 4308 

 *Mr. Guthrie.  Okay, thanks.  We would still like your -4309 

- any responses you would like to make in writing, as well.  4310 

Thank you very much for that. 4311 

 And the chair now -- the gentleman yields back.  The 4312 

chair now recognizes the ranking member, Ms. Eshoo, for five 4313 

minutes. 4314 

 *Ms. Eshoo.  Thank you very much, Mr. Chairman, and 4315 

thank you to this panel.  Thank you for waiting, for your 4316 

patience. 4317 

 To Dr. Denigan-Macauley, based on the GAO's work, does 4318 

HHS know who in the agency is responsible for different 4319 

responses in a health disaster? 4320 

 *Dr. Denigan-Macauley.  Clearly, ASPR is designated to 4321 

work with the secretary during an emergency.  But our reports 4322 

have shown time and time again that there are not clear roles 4323 
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and responsibilities, and there is a lack of understanding. 4324 

 *Ms. Eshoo.  Thank you. 4325 

 To Dr. Inglesby, thank you.  You said that one goal of 4326 

the PAHPA legislation is to "put someone in charge.''  What 4327 

changes should be made in the next iteration of the 4328 

legislation to make clear who is responsible for biosecurity 4329 

response? 4330 

 *Dr. Inglesby.  Congresswoman, I think it is very 4331 

important to have clarity around leadership for different 4332 

responsibilities.  I think within HHS there is clarity around 4333 

that, but I -- it is also true that, outside the government, 4334 

that there is confusion at times from state and locals, or 4335 

from other critical partners.  And so I do think there would 4336 

be value in the secretary or, presumably -- 4337 

 *Ms. Eshoo.  Let me ask you this.  Yes, let me ask you 4338 

this. 4339 

 *Dr. Inglesby.  Or -- yes. 4340 

 *Ms. Eshoo.  Do you think that ASPR and CDC are 4341 

adequately empowered to make stronger and faster decisions in 4342 

the wake of a health threat?  4343 

 And if you had the power to make any legislative change 4344 
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to make the U.S. faster at making vaccines, medicines, 4345 

diagnostics, what would you do? 4346 

 *Dr. Inglesby.  I think, for the last part of your 4347 

question, we should establish a program for rapid 4348 

countermeasure development for unknown threats.  I think some 4349 

people call that a Disease X program, which allows 4350 

preparation -- 4351 

 *Ms. Eshoo.  I understand what it is. 4352 

 *Dr. Inglesby.  -- and moving through viral families 4353 

quickly.  I think that is really important. 4354 

 I think establishing contracting authorities pre-crisis, 4355 

so that there is already existing structure between 4356 

government and industry is very important. 4357 

 And I think, to you're your first question, I think 4358 

clarifying what ASPR is in charge of and what CDC is in 4359 

charge of could be very helpful for -- especially for outside 4360 

of the government.  ASPR clearly is in charge of operational 4361 

response, contracting private sector response, but CDC is 4362 

going to need to remain in charge of technical guidance, 4363 

scientific guidance to the states and locals.  So they are 4364 

going to continue to have leadership responsibilities, as 4365 
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well. 4366 

 *Ms. Eshoo.  Let me ask you this.  Obviously, I think we 4367 

are rightly focused on pandemic preparedness because, you 4368 

know, our experience with COVID, I mean, it is -- 4369 

 *Dr. Inglesby.  Yes. 4370 

 *Ms. Eshoo.  -- searing experience for everyone in some 4371 

way, shape, or form, really searing.  How do you think we 4372 

should be preparing for new and evolving health threats?  4373 

 They have been mentioned today.  If you heard some of 4374 

the things -- 4375 

 *Dr. Inglesby.  Yes, yes. 4376 

 *Ms. Eshoo.  -- that were said from the first panel, 4377 

such as gene synthesis, where a virus can be made from 4378 

scratch in a laboratory.  Many of my Republican colleagues 4379 

have spoken to that, or the use of open source AI -- 4380 

 *Dr. Inglesby.  Yes. 4381 

 *Ms. Eshoo.  -- models to provide a step-by-step guide 4382 

to create a deadly virus.  How would you approach this? 4383 

 *Dr. Inglesby.  Well, first of all, I want to commend 4384 

you on your letter to the National Security Advisor and to 4385 

OSTP on the risks of AI and national security.  And I think 4386 
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you were absolutely right to ask the Administration to be 4387 

developing security -- or to be requiring security and safety 4388 

guidance for the AI companies that are in this space.  And I 4389 

think there are AI risks that relate in particular to 4390 

biothreats, which I think is one of the concerns here, and 4391 

they need to be directly dealt with. 4392 

 I think in terms of genome sequence screening, I think 4393 

it is now time for HHS to require, through a regulatory 4394 

process, that genome synthesis providers are screening both 4395 

the orders that come in and the people who are requesting 4396 

those orders.  That is something that the U.S. -- most U.S. 4397 

companies are already doing on a voluntary basis, but to 4398 

level the playing field around the world and make the entire 4399 

industry safer, we can't have companies -- some countries in 4400 

other parts of the world synthesizing dangerous viruses or 4401 

components of them and sending them around the world so we 4402 

can recreate smallpox. 4403 

 *Ms. Eshoo.  That is why I am asking you about. 4404 

 *Dr. Inglesby.  Yes.  So I think we need a regulatory 4405 

structure. 4406 

 *Ms. Eshoo.  That is most helpful.  Most helpful.  Well, 4407 
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thank you very much. 4408 

 And I yield back.  These are such high-value 4409 

discussions.  It is -- 4410 

 *Mr. Guthrie.  Thank you.  The -- 4411 

 *Ms. Eshoo.  It is exhilarating that we have such 4412 

brilliant Americans that come and testify. 4413 

 *Mr. Guthrie.  Thank you. 4414 

 *Ms. Eshoo.  And that we draw so much from.  Thank you, 4415 

thank you, Mr. Chairman. 4416 

 *Mr. Guthrie.  The lady yields back, and the gentlelady 4417 

yields back, and Mr. Johnson from Ohio is recognized for five 4418 

minutes for questions. 4419 

 *Mr. Johnson.  Thank you, Chairman Guthrie. 4420 

 As many of my colleagues know, but you folks certainly 4421 

probably do not, I come from an information technology 4422 

background.  Both of my degrees, graduate and undergraduate, 4423 

are in computer science, and I spent about 40 years in the 4424 

business.  I have seen this space grow and develop into what 4425 

it is today. 4426 

 And cybersecurity is so vitally important to not only 4427 

preventing ransomware attacks on hospital networks and 4428 
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ensuring the safety of patients' personal data, but also to 4429 

our national security.  Nobody is on the front lines with 4430 

that issue more than hospitals are, fighting cyber threats 4431 

daily. 4432 

 I believe it is imperative to make cybersecurity an 4433 

integral part of the conversation on how America responds to 4434 

pandemics and disasters that occur inside our borders.  And 4435 

as we navigated the pandemic, cyber criminals saw their 4436 

moment to strike, taking advantage of the chaos and 4437 

uncertainty by repeatedly going after hospital networks when 4438 

they were at their most vulnerable. 4439 

 So what does this mean?  It means hospitals are forced 4440 

to push resources away from other areas where they are 4441 

desperately needed, away from patient care and more toward 4442 

their infrastructure or their technology.  It means cuts to 4443 

emergency services, canceled lifesaving procedures, and 4444 

ultimately increased death rates that would have otherwise 4445 

been totally avoidable.  These cyber criminals are not simply 4446 

stealing our data or shutting down networks.  They are 4447 

essentially taking American lives with them when they leave, 4448 

or when they get there. 4449 
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 When this committee last considered PAHPA's 4450 

reauthorization in 2018, cyber was a known threat, but not 4451 

truly at the top of anybody's mind when it comes to 4452 

preparedness, as evidenced by the fact that the last bill 4453 

only had one provision related to cybersecurity.  This 4454 

provision required HHS to develop a strategy for public 4455 

health preparedness and response to address cybersecurity 4456 

threats.  In the last couple of years, however, we have seen 4457 

an increasing number of cyber attacks on the health care 4458 

sector.  Each of you spoke to the seriousness of this rising 4459 

threat in your testimony. 4460 

 So Mr. Decker, I would like to go to you.  I know the 4461 

answer to this question, but I want to hear yours:  Why 4462 

should cybersecurity be considered in the context of all-4463 

hazards preparedness and response? 4464 

 *Mr. Decker.  Well, cyber is very capable of turning 4465 

into a kinetic problem.  So when situations -- when hospitals 4466 

are shut down, when they are attacked, when volumes and 4467 

censuses go up, and the ability to care for patients goes 4468 

down correspondingly to that, because we are so reliant on 4469 

the technology these days, and because health care has become 4470 
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digital, when that technology is disrupted for a prolonged 4471 

period of time, the hospital systems have a very hard time 4472 

managing through that for a prolonged period of time. 4473 

 *Mr. Johnson.  Got you.  How can Congress, Mr. Decker, 4474 

use this reauthorization process to improve our nation's 4475 

cybersecurity preparedness and response?  4476 

 What do you think we need to do?  It is obviously not 4477 

one measure. 4478 

 *Mr. Decker.  That is correct.  This -- it is a 4479 

combination of multiple things. 4480 

 I do believe that incentivization is something that 4481 

needs to continue to be explored, especially for some of the 4482 

smaller and more medium-sized organizations that do not have 4483 

the resources to apply, you know, into cyber capabilities.  4484 

So you could have a small rural or critical access hospital 4485 

that are -- that is under water.  And the choice between an 4486 

MRI machine or a cyber capability tends to go towards the 4487 

clinical capability.  So there needs to be more incentives, 4488 

reimbursements, et cetera, to help support and bolster that.  4489 

And hygiene is incredibly important. 4490 

 *Mr. Johnson.  Got you.  Well, in your opinion, how 4491 
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should cybersecurity roles and responsibilities be structured 4492 

across HHS?  4493 

 Does the Department need more organizational structure 4494 

or clarity to address its own enterprise cybersecurity needs 4495 

and its responsibilities as the sector risk management agency 4496 

for the health care sector? 4497 

 *Mr. Decker.  Yes, there has been a lot of work on this, 4498 

and HHS is, for sure, doubling down on that structure. 4499 

 I think it is hard for me to answer the question of how 4500 

HHS should be organized.  But for sure, from a sector's 4501 

perspective, we are looking for that one party to work with 4502 

and get through that.  We are providing them with 4503 

recommendations on how things can work.  But ultimately, I 4504 

think that is up to HHS. 4505 

 *Mr. Johnson.  It is a never-ending challenge.  Thank 4506 

you very much, Mr. Chair.  I yield back. 4507 

 *Mr. Guthrie.  Thank you.  The gentleman yields back, 4508 

and the chair now recognizes Ms. Blunt Rochester for five 4509 

minutes for questions. 4510 

 *Ms. Blunt Rochester.  Thank you, Mr. Chairman and 4511 

Ranking member Eshoo, and I appreciate the opportunity to 4512 
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hear from our witnesses today on this second panel on 4513 

preparing for and responding to future public health security 4514 

threats. 4515 

 The COVID-19 pandemic devastated the global supply chain 4516 

for medical countermeasures such as masks, gloves, 4517 

manufacturing components, and many lifesaving drugs.  Our 4518 

reliance on foreign manufacturing made the issue worse.  And 4519 

as a result of these shortages, there were many instances 4520 

where medical personnel had to treat patients without the 4521 

proper protection or equipment. 4522 

 Dr. Inglesby, what concrete actions can Congress take to 4523 

protect our medical professionals, and ensure that we are 4524 

less susceptible to supply chain failures during a future 4525 

pandemic? 4526 

 *Dr. Inglesby.  Congresswoman, thank you for the 4527 

question.  I would suggest two things. 4528 

 The first is, wherever possible, that we begin to shift 4529 

to reusable products that do not require us all reaching for 4530 

the same supply chain needs around the world.  The single use 4531 

disposable products that we use do place enormous burden on 4532 

the supply chain.  And to the extent we can develop, for 4533 
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example, respiratory devices that can last 100 uses, 1,000 4534 

uses, that will decrease pressure on the supply chain. 4535 

 The second thing I would say is that there is a new 4536 

office at ASPR, the industrial base and manufacturing supply 4537 

chain office, which is now organizing -- working to organize 4538 

supply chain issues.  They have said that it will be really 4539 

important for domestic manufacturing purposes to ensure the 4540 

stockpile is able to pay for domestic manufacturing, where 4541 

there is typically a 20 to 30 percent higher cost than 4542 

international manufacturing.  If they don't have the funds to 4543 

buy domestic products, then even if we set requirements for 4544 

that, they won't be able to do that.  So having an SNS 4545 

focused on that with the budget. 4546 

 *Ms. Blunt Rochester.  Thank you, thank you.  I actually 4547 

have been working on supply chains legislation, and also 4548 

stockpile legislation with my Republican colleague, Buddy 4549 

Carter. 4550 

 GAO has consistently identified data systems as critical 4551 

to inform the response to a public health emergency.  During 4552 

the COVID-19 pandemic, GAO noted that HHS relied on 4553 

incomplete and inconsistent data highlighting the 4554 
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longstanding concern in this area.  GAO has asked HHS to 4555 

prioritize the development of an interoperable network of 4556 

systems to allow for real-time public health situational 4557 

awareness. 4558 

 Dr. Denigan-Macauley and Dr. Inglesby, as we transition 4559 

out of the Federal public health emergency declaration, how 4560 

will HHS's ability to obtain timely and complete public 4561 

health data be affected? 4562 

 *Dr. Denigan-Macauley.  Thank you.  And first of all, I 4563 

love going back to the state, to my alma mater for a Blue Hen 4564 

game. 4565 

 Yes.  So we have 12 open recommendations alone just from 4566 

our recent report.  I think we have, like, almost 200 4567 

recommendations completely on how they really need to improve 4568 

on getting this real-time data and getting this system 4569 

implemented.  So it is a very important question, and it is 4570 

one that we are tracking quite closely.  And, I mean, as was 4571 

discussed earlier, they don't even know who is in charge of 4572 

it, so it is very concerning. 4573 

 *Ms. Blunt Rochester.  Doctor? 4574 

 *Dr. Inglesby.  I would make two quick recommendations. 4575 
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 The first is that CDC has made very clear that they do 4576 

not have the authority in many cases to collect the data they 4577 

need, even simple data:  How many people are sick, how many 4578 

people are dying, what are the trends?  4579 

 And so, in the example of monkeypox, it took three 4580 

months from the beginning of monkeypox to the point where 4581 

they could have data agreements with all states in place.  4582 

And we expect the data to be there immediately.  So the first 4583 

thing is data authorities for CDC and HHS. 4584 

 And the second is that in the realm of diagnostics, as 4585 

people are beginning to report data that is collected -- for 4586 

example, diagnostics -- we should have, really, one system, 4587 

one system that HHS has set up in collaboration with the 4588 

states.  We can't have it so that everyone is reporting in 30 4589 

or 40 different systems that are not interoperable.  So 4590 

driving towards a single data collection system, I think, 4591 

should be our vision. 4592 

 *Ms. Blunt Rochester.  Well, first of all, I want to 4593 

thank you for your answer.  But secondly, thank you for 4594 

preempting my next question, which was really about the 4595 

authority that is needed. 4596 
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 And I think it is a real message for us in Congress to 4597 

do our part to make sure that they have that authority and 4598 

the resources to make sure that our public health system is 4599 

strong and prepared -- 4600 

 *Dr. Inglesby.  Yes. 4601 

 *Ms. Blunt Rochester.  -- for any emergency.  Thank you 4602 

so much. 4603 

 And I yield back, Mr. Chairman. 4604 

 *Mr. Guthrie.  The gentlelady yields back, and I will 4605 

now recognize myself for five minutes. 4606 

 And so Dr. Denigan-Macauley, in August of 2022 GAO 4607 

reviewed -- there was a GAO review that interviewed eight 4608 

hospitals throughout the country.  The report found that all 4609 

eight hospitals in GAO's review reported multiple challenges 4610 

related to staff supplies, space, information. 4611 

 And under the last PAHPA reauthorization, Congress 4612 

required HHS to develop guidelines for regional hospitals and 4613 

other facilities relating to treating patients and increasing 4614 

medical surge capacity.  The reauthorization also created a 4615 

demo pilot program for regional health care preparedness and 4616 

response systems.  And do you know the status of both the 4617 
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guidelines and the demo -- demonstration project? 4618 

 *Dr. Denigan-Macauley.  I do.  We have recently 4619 

completed work on this, and the guidelines have been delayed.  4620 

They have not been implemented.  We were actually asked under 4621 

PAHPA to look at those guidelines, and we were unable to 4622 

follow through on that. 4623 

 *Mr. Guthrie.  How about the demonstration project? 4624 

 *Dr. Denigan-Macauley.  And the demonstration project, I 4625 

would have to get back to you on that.  I know that we did 4626 

look at it.  I think that they are in the process of trying 4627 

to determine its applicability going forward to do in more 4628 

areas. 4629 

 *Mr. Guthrie.  Okay. 4630 

 *Dr. Denigan-Macauley.  But I need to be definitive on 4631 

that. 4632 

 *Mr. Guthrie.  And do you know who at HHS is responsible 4633 

for the --  4634 

 *Dr. Denigan-Macauley.  ASPR. 4635 

 *Mr. Guthrie.  ASPR is responsible for the guidelines? 4636 

 So I -- when the Secretary was here earlier, I asked her 4637 

a question about -- they were put on the high-risk 4638 
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designation, GAO's high-risk designation, and the 4639 

deficiencies you guys described, particularly not -- maybe 4640 

having product in the Strategic National Stockpile, but not 4641 

sufficient quantities was the question for that. 4642 

 Do you have any updates on where they are, or have they 4643 

worked with you on that at all or reported back? 4644 

 *Dr. Denigan-Macauley.  So we have not seen -- I know 4645 

she reported out that they had -- that they were in the final 4646 

review of the 2020 threat-based review that would talk about 4647 

the stockpiles.  We have not seen that, it has not been 4648 

provided to us or to Congress is my understanding. 4649 

 So our latest report is that they certainly still have 4650 

not met their goals. 4651 

 *Mr. Guthrie.  Okay.  My other -- I was talking to Dr. 4652 

Walensky, as well, and she was talking about CDC data 4653 

collection.  And this is for you, as well, this question, and 4654 

it has been the topic of concern for most of us on the 4655 

subcommittee and to local health officials, in addition to 4656 

the public. 4657 

 And CDC has received billions throughout the pandemic, 4658 

and in certain cases for purposes of data modernization.  So 4659 
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my question is, has GAO done work to understand which data 4660 

authorities agencies like CDC and ASPR have, and how these 4661 

authorities have been used during COVID-19 and other public 4662 

health emergencies, and whether any existing data authorities 4663 

CDC and ASPR have are redundant and unnecessary? 4664 

 *Dr. Denigan-Macauley.  I would have to get back to you 4665 

on the data authorities, whether or not we have reported out 4666 

on that.  I don't have that at my fingertips. 4667 

 *Mr. Guthrie.  Okay.  We would just like for you to 4668 

commit to the committee to work with the subcommittee on 4669 

tracking all the data collection authorities CDC has accrued 4670 

during the public health emergency, as well as through the 4671 

American Rescue Plan Act and December Consolidated 4672 

Appropriations Act.  I am sure we can work together to track 4673 

these down. 4674 

 *Dr. Denigan-Macauley.  Absolutely. 4675 

 *Mr. Guthrie.  Thank you very much, I appreciate it. 4676 

 I know there is another committee about to meet, as 4677 

well, so I am going to step down for just a few seconds.  But 4678 

it seems to me, when we look at the Strategic National 4679 

Stockpile, we have got two things that we have.  We have, 4680 
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like, anthrax vaccines and so forth that we need to have 4681 

stockpiled, and we don't need them every day, and we don't 4682 

ever want to need them, but we want them in case we have them 4683 

(sic). 4684 

 We also saw during the pandemic that we had things that 4685 

hospitals use every day, but no hospital could stay in 4686 

business if they had to store the inventories required if 4687 

they had to have a surge.  And so that is part of the 4688 

Strategic National Stockpile. 4689 

 So I think I am just going to make a point that I think 4690 

what we need to think about, those types of items, PPE, all 4691 

the other things that hospitals use every day, instead of 4692 

going from manufacturer some to the hospital, some to some 4693 

Strategic National Stockpile, that there just be a buffer 4694 

between, so -- and you -- and it doesn't go sit in a 4695 

warehouse and go stale over time. 4696 

 I know we have some things we won't use every day, and 4697 

we have to do that and rotate as we need.  But they go from 4698 

the manufacturer to a supplier or so forth that sits for 4699 

inventory, and then it flows through.  So the first in there 4700 

will be the last out of there.  So we are always having 4701 
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product flow. 4702 

 But if we just -- I know we need to have substantial 4703 

inventories at our regional hospitals and other providers in 4704 

hospitals, but we also need to have excess, just in case.  4705 

And I think that is something that the government pays for 4706 

with the Strategic National Stockpile. 4707 

 And I see you are raising your -- shaking your head, Dr. 4708 

Inglesby.  Do you want to comment on that, that it just -- it 4709 

is a flow. 4710 

 *Dr. Inglesby.  Yes. 4711 

 *Mr. Guthrie.  It continues to flow with us paying for 4712 

the inventory. 4713 

 *Dr. Inglesby.  Absolutely.  It needs to be a flow, and 4714 

we have to rotate it through so that it doesn't expire on the 4715 

shelves.  There is a shelf life extension program that can be 4716 

granted, but in general, I mean, one of the concepts that has 4717 

been around for a while is this concept of vendor-managed 4718 

inventory.  So the people who are making the products, they 4719 

actually control them and do exactly as you just described, 4720 

they move them out.  But there is a big bubble of inventory 4721 

in case the government needs it.  The government owns it, it 4722 
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needs it, but otherwise it doesn't expire. 4723 

 *Mr. Guthrie.  Thank you.  I appreciate it for verifying 4724 

what I have been thinking.  So I appreciate it very much, and 4725 

I will yield back, and the chair will -- I think Dr. 4726 

Harshbarger is next. 4727 

 But if you will come to the chair, because I have got to 4728 

go check into another committee, so I am sorry. 4729 

 She is going to ask her questions from the chair. 4730 

 [Pause.] 4731 

 *Mrs. Harshbarger.  [Presiding] Thank you all for being 4732 

here.  Sorry I missed your opening comments, but I want to 4733 

start out and talk to Dr. Denigan-Macauley. 4734 

 In a 2022 report, the GAO found significant management 4735 

challenges related to the Strategic National Stockpile.  4736 

Specific concerns cited included a three-year gap in the SNS 4737 

reviews which impacted inventory decision-making; lack of 4738 

documentation regarding reviews; and SNS management not being 4739 

in accordance with the 2019 PAHPA reauthorization. 4740 

 This is my question:  If the GAO recommendations are 4741 

left unaddressed, how might ASPR's ability to prevent, 4742 

prepare, and respond to health emergencies be compromised? 4743 
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 *Dr. Denigan-Macauley.  Yes, we have extensive work 4744 

related to the Strategic National Stockpile, and pointed out 4745 

the inconsistencies with what PAHPA was asking them to do.  4746 

And if they don't fulfill these -- I mean, we have talked 4747 

about trust in the past panel.  We have to have an 4748 

understanding of what is in the stockpile.  We recognize that 4749 

there are homeland security concerns there -- 4750 

 *Mrs. Harshbarger.  Yes. 4751 

 *Dr. Denigan-Macauley.  But we have to understand who 4752 

all is a part of making that decision, and working with 4753 

Congress, as well as the stakeholders to ensure that the 4754 

stockpile has what it is supposed to have, and that they even 4755 

get their mission.  I mean, changing the mission midway in 4756 

the middle of a pandemic is not the appropriate thing to do. 4757 

 *Mrs. Harshbarger.  Well, I think we learned a lot from 4758 

the pandemic.  And I have been a pharmacist 36 years.  So 4759 

what we found out -- and a compounder, at that -- so when it 4760 

comes to APIs, we are at the mercy of adversarial nations.  4761 

And that is just the bottom line. 4762 

 So this is really for any of the panelists, but mainly 4763 

Dr. Inglesby.  Though not directly related to PAHPA 4764 
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reauthorization, the issue of our country's dependency on 4765 

foreign countries for our drug supplies is a continued 4766 

concern for public health.  Do you know approximately what 4767 

percentage of prescription drugs used by Americans are based 4768 

on active pharmaceutical ingredients produced in China?  Do 4769 

you know that percentage? 4770 

 *Dr. Inglesby.  I do not know the answer to that.  I 4771 

know that it is a serious concern, but -- 4772 

 *Mrs. Harshbarger.  Oh, it is a terrible -- I mean, you 4773 

know, just from my practice, I know they can say 72 percent 4774 

in the notes, but I guarantee you it is over 90.  And yes, 4775 

over 90 percent.  And it is a problem.  You know, the 4776 

shortages, any given day there will be up to 300 shortages on 4777 

an FDA list, and so that is when we would step in. 4778 

 But hypothetically -- now, this can go to anybody -- if 4779 

China were to cut off that supply, what would the immediate 4780 

and long-term impacts be on health care in the United States? 4781 

 Anybody?  4782 

 Yes, ma'am.  Yes, sir. 4783 

 *Dr. Lutter.  I used to work at FDA, and dealt with 4784 

shortages there. 4785 
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 *Mrs. Harshbarger.  Yes. 4786 

 *Dr. Lutter.  So I think the answer is very large, but 4787 

uncertain.  We had some internal analyses indicating for 4788 

particular drugs, where we knew there was particularly old, 4789 

old generics -- 4790 

 *Mrs. Harshbarger.  Yes. 4791 

 *Dr. Lutter.  -- were the biggest concern, often 4792 

injectables.  And there could be only one API manufacturer 4793 

that was approved. 4794 

 FDA lacks data on the -- it knows the number of approved 4795 

entities, it knows the number of approved facilities, but it 4796 

doesn't know the output per facility per entity. 4797 

 *Mrs. Harshbarger.  Yes. 4798 

 *Dr. Lutter.  So therefore, if there is one in China, it 4799 

doesn't know that it is making 10 percent or 90 percent of 4800 

the total volume.  It is blind in that regard. 4801 

 *Mrs. Harshbarger.  Yes. 4802 

 *Dr. Lutter.  However, that doesn't mean to say there is 4803 

no concern, because the concern is if it is making 90 percent 4804 

and FDA doesn't even know that, then it could be shut down at 4805 

substantial risk to public health to the U.S. 4806 
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 *Mrs. Harshbarger.  Well, look, we had the facility 4807 

making 40 percent of the baby formula.  That, to me, is not 4808 

good.  You should spread that out, and you should be able to 4809 

have facilities to take that place at any given time.  I can 4810 

help you.  I mean, really, this is something that we have had 4811 

expertise in in my profession. 4812 

 But go ahead.  Do you have an answer, as well? 4813 

 *Dr. Inglesby.  I really don't have anything to add.  I 4814 

think I do think that FDA really began to change their 4815 

practices around supply chain inventory and data during 4816 

COVID, but I don't have the latest information about where 4817 

they are now. 4818 

 *Mrs. Harshbarger.  Yes. 4819 

 *Dr. Inglesby.  But I share your concern about single 4820 

entities providing a lion's share of our products. 4821 

 *Mrs. Harshbarger.  Yes, we have got a lot of 4822 

information. 4823 

 Yes, ma'am.  You had a comment? 4824 

 *Dr. Denigan-Macauley.  I was going to say something 4825 

similar in that the majority of our manufacturing of our 4826 

drugs is coming from overseas in China and India.  And so 4827 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

242 

 

when you have a global pandemic like you saw, where the 4828 

supplies -- you know, every country needs the same supplies, 4829 

and whether -- 4830 

 *Mrs. Harshbarger.  Yes. 4831 

 *Dr. Denigan-Macauley.  -- it is a drug to be able to 4832 

treat -- you know, intubation, or whatever the case may be, 4833 

it can have -- 4834 

 *Mrs. Harshbarger.  Yes. 4835 

 *Dr. Denigan-Macauley.  -- a serious impact.  And we 4836 

don't know the number of APIs. 4837 

 *Mrs. Harshbarger.  Yes, the scary thing is they can't 4838 

track the API into finished products.  That is why we have 4839 

health care systems that have been reported.  They are 4840 

checking their finished product for adulterations.  It is 4841 

crazy.  It is crazy. 4842 

 Well, my time is up, so I guess I will yield back.  4843 

Okay, now it is your turn, Mrs. Mariannette Miller-Meeks. 4844 

 *Mrs. Miller-Meeks.  Thank you very much, Madam Chair.  4845 

Thank you all for being here.  We know you had to wait 4846 

through another panel, so we appreciate your being here. 4847 

 And in some ways, this is the funner part of the hearing 4848 
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for some of us.  The reason I say that is that you were 4849 

mentioning about vaccines, vaccine-acquired immunity, and the 4850 

shortcomings of the CDC and the FDA and ASPR, as well, too.  4851 

And my background is I was 24 years in the military.  I was a 4852 

nurse prior to becoming a physician.  And I was the director 4853 

of the Iowa department of public health.  So I filled a 4854 

variety of those roles in a variety of different capacities. 4855 

 And one of the things I introduced into the record at 4856 

the last hearing was a letter that the Doctors Caucus sent to 4857 

Dr. Walensky of the CDC in September -- I think it was 4858 

September 28th of 2021 -- asking were they going to recognize 4859 

-- and I had in May, at a select subcommittee on the 4860 

coronavirus pandemic, asked Dr. Walensky and Dr. Fauci about 4861 

infection-acquired and herd immunity.  And it was a very 4862 

non-answer.  So we were again asking, as all of the evidence 4863 

and research came out about infection-acquired immunity. 4864 

 And the goal was not to tell people to go to COVID-19 4865 

parties, as some wanted to allude.  It was to allocate 4866 

resources that were expensive and that were not voluminous.  4867 

And so it is necessary for proper messaging, proper 4868 

communication with the public in a pandemic, and then proper 4869 
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allocation, especially as we know our surge capacity missed. 4870 

 So Dr. Lutter, you have written extensively on the 4871 

shortcomings of the CDC's effort to contain COVID-19, and how 4872 

the Biden Administration has impeded meaningful reform of the 4873 

agency, which includes reversing a Trump regulation that 4874 

required CDC to follow certain good guidance practices. 4875 

 Furthermore, you wrote that the CDC recommendations 4876 

which led to school closures more likely than not seriously 4877 

contributed to learning loss among America's students, as 4878 

well as negative impacts on mental health. 4879 

 I sent out an RFI to the CDC to hear from -- on the CDC 4880 

to hear from constituents and stakeholders on how Congress 4881 

should consider and implement reforms for America's top 4882 

communicable diseases agency, which included a section on 4883 

CDC's lack of good guidance practices. 4884 

 For instance, one of the things we asked was who they 4885 

communicated with for information.  And we were told with a 4886 

variety of entities.  And I said, "Then why didn't you 4887 

communicate with the Department of Education or the governor 4888 

of Iowa, who reopened schools in August of 2020?''  And we 4889 

had no superspreading events or, you know, appreciable 4890 
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transmission in schools. 4891 

 So given that, you know, what existing good guidance 4892 

practices from other agencies or the public, you know, should 4893 

the CDC use as examples? 4894 

 *Dr. Lutter.  Thank you for the opportunity to answer 4895 

that.  FDA is probably unique among the Federal agencies in 4896 

having a good guidance practice reg, which dates to the year 4897 

2000, I believe.  It adopted the reg at the insistence of 4898 

Congress as part of the Prescription Drug User Fee Act 4899 

reauthorizations. 4900 

 And I won't say that it is popular there, but it is very 4901 

effective, and very commonly cited among agency spokespeople 4902 

who have to defend why the system works, because it is -- 4903 

embedded in it is the notion that the agency is not 4904 

omniscient, and always opens a docket to accept public 4905 

comment on any formal use of the word "should'' or "ought 4906 

to'' aimed at regulated entities.  And the reg thereby 4907 

marries, if you will, FDA's obligations to use the best 4908 

available information with a posture of tell us what more you 4909 

know on this topic that we don't -- haven't yet received. 4910 

 Furthermore, the -- so that posture is very important, 4911 
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but then there is flexibility within the -- within that reg 4912 

that offers substantial opportunities for agency management 4913 

to act quickly in times of stress.  So the flexibility is 4914 

that if the agency determines on its own that a issuing a 4915 

guidance for -- in draft for public comment is infeasible or 4916 

inappropriate, fairly broad language, then it can go direct 4917 

and issue the final guidance to take immediate effect, 4918 

essentially, in emergency situations.  But it still must open 4919 

the docket. 4920 

 So even in those emergency settings, which were commonly 4921 

used throughout the COVID pandemic, it still has the posture 4922 

of tell us how you want us to improve this guidance and, oh, 4923 

we will come back and revisit it later.  And my writings cite 4924 

several examples where that has been used. 4925 

 *Mrs. Miller-Meeks.  Thank you.  My time is actually 4926 

expiring, however.  Thank you for that comment.  It sounds 4927 

like Congress needs to take up that initiative with other 4928 

agencies, as we heard recently with the EPA's guidance on 4929 

ethylene dioxide, and how it -- whether or not they have 4930 

communicated with any hospitals or other individuals on what 4931 

that impact will be. 4932 
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 And then I would just like to have introduced to the 4933 

record -- and if you would respond in writing, Dr. Denigan-4934 

Macauley -- you -- GAO published a report in January 2020 4935 

entitled, "Significant Improvements are Needed for Overseeing 4936 

Relief Funds and Leading Responses to Public Health 4937 

Emergencies.''  In the report the GAO states that "HHS's 4938 

response to the COVID-19 pandemic has highlighted 4939 

longstanding concerns we raised about its ability to execute 4940 

leading Federal public health preparedness,'' especially to 4941 

public health emergencies. 4942 

 So if you could, detail GAO's existing concerns with 4943 

HHS's ability to respond to public health emergencies such as 4944 

COVID-19, as well as why the GAO designated HHS's leadership 4945 

and coordination of public health emergencies as high risk, 4946 

if you could respond in writing, that would be tremendously 4947 

helpful to us.  Thank you. 4948 

 4949 

 4950 

 4951 

 [The information follows:] 4952 

 4953 
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4955 
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 *Mrs. Miller-Meeks.  Thank you.  I yield back. 4956 

 *Mr. Guthrie.  Thank you.  The gentlelady yields back.  4957 

The chair now recognizes Mr. Cardenas from California for 4958 

five minutes for questions. 4959 

 *Mr. Cardenas.  Thank you, Mr. Chairman. 4960 

 Welcome, Doctor, Doctor, Mister, Doctor. 4961 

 [Laughter.] 4962 

 *Mr. Cardenas.  I feel like I am at a hospital.  Thank 4963 

you for sharing your expertise and your opinions with us 4964 

today, and help to enlighten us to what has been going on and 4965 

hopefully what we can do to make things happen better in the 4966 

future. 4967 

 COVID-19 taught us a lot about the state of health 4968 

inequity in this country.  As we move forward to discuss 4969 

disaster and pandemic preparedness, we need to ensure we are 4970 

implementing policy built for populations as diverse as our 4971 

great country is. 4972 

 Dr. Inglesby, in your testimony you discussed the 4973 

importance of addressing social inequities and access to 4974 

care.  How can we include equity considerations into 4975 

reauthorization of PAHPA in what -- and in what ways can we 4976 
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improve access to care not just during an emergency, but 4977 

before emergency occurs? 4978 

 *Dr. Inglesby.  Yes, I think so much has been learned 4979 

during COVID about how our preexisting inequities are 4980 

terribly exacerbated in a crisis.  And I think for -- over 4981 

the course of preparedness programs, often at-risk 4982 

populations or special groups have been kind of an add-on to 4983 

our preparedness programs.  They need to be directly 4984 

incorporated at the center of our programs, not as a kind of 4985 

an additional thing. 4986 

 And part of that is also planning for the data to manage 4987 

and make sure our products are getting to the right people.  4988 

If we don't have demographic data, or data on specific groups 4989 

that are at higher risk when we are in the middle of a 4990 

crisis, we won't know if vaccine is getting to marginalized 4991 

groups or to at-risk populations.  And I think they had -- a 4992 

lot of those systems had to be created on the fly during 4993 

COVID, and it was pretty difficult to do for all the 4994 

different providers. 4995 

 So I think making sure that we have all of that data 4996 

built into our plans, and that we are able to collect it 4997 
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immediately so we know if we are off track and we are missing 4998 

really hard-to-reach people. 4999 

 *Mr. Cardenas.  So to adhere to what you just described, 5000 

in some cases, unfortunately, it does mean the difference 5001 

between life and death, correct? 5002 

 *Dr. Inglesby.  Absolutely. 5003 

 *Mr. Cardenas.  Okay, thank you.  I am also concerned 5004 

about our health data infrastructure, and how it leaves us 5005 

vulnerable to worsening inequity in disaster response. 5006 

 Dr. Denigan-Macauley, you mentioned the importance of 5007 

complete and consistent data to maintain public health 5008 

situational awareness.  And how might deficiencies in our 5009 

data infrastructure and limited Federal authority to compel 5010 

data leave us vulnerable to assess how equitable our response 5011 

can be? 5012 

 *Dr. Denigan-Macauley.  Yes, there -- the data, as you 5013 

had mentioned, was not complete, and the data comes in many, 5014 

many formats.  The data is not just being able to track the 5015 

disease coming from the disparate localities and 5016 

jurisdictions that are collecting it.  They were collecting 5017 

it in different ways. 5018 
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 We also were trying to track data, for example, during 5019 

the hurricanes, and unable to follow patient movement.  I 5020 

mean, imagine losing patients as you are transferring them 5021 

from one area to another during the middle of a hurricane. 5022 

 So there is many different aspects of data.  And some of 5023 

the authorities that came with COVID helped them to get 5024 

better data, but some of those authorities are going to 5025 

expire -- the CDC and others talked about. 5026 

 *Mr. Cardenas.  Also, Doctor, of the recommendations you 5027 

made to HHS to improve our data systems, which will be most 5028 

critical to ensuring an equitable response? 5029 

 *Dr. Denigan-Macauley.  Yes, that is a tough question to 5030 

know which is -- 5031 

 *Mr. Cardenas.  I know there is many -- 5032 

 *Dr. Denigan-Macauley.  -- the most important.  Yes, I 5033 

mean, we have over 200 recommendations on data, so it is 5034 

quite -- but I will say that, at the very least, you should 5035 

be in compliance with the law, and they need to get the 5036 

surveillance network so that they can get some real-time 5037 

data. 5038 

 *Mr. Cardenas.  Okay, thank you.  We have seen shortages 5039 
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in critical supplies and even in over-the-counter medications 5040 

over the course of the COVID-19 public health emergency.  How 5041 

can Congress help to improve transparency and access to 5042 

information to improve our ability to anticipate and address 5043 

shortages, Doctor?  5044 

 *Dr. Denigan-Macauley.  Yes, so drug shortages is a very 5045 

complex issue.  And so, as Dr. Califf talked about earlier, 5046 

we need to ensure that we can -- you have to have trust. 5047 

 There was a question earlier about -- I mean, you have 5048 

to be able to get the private sector to want to provide the 5049 

data.  So right now they are compelled to provide some data, 5050 

but those authorities are going to run out.  And so being 5051 

able to be transparent about what data is needed, how it is 5052 

going to be used is going to be critically important. 5053 

 *Mr. Cardenas.  So the compelling of data, some people 5054 

describe that as red tape, it is too much government, et 5055 

cetera.  But in this context, it is really about making sure 5056 

that the system overall can actually save lives, isn't it? 5057 

 *Dr. Denigan-Macauley.  Exactly, exactly.  You need to 5058 

know where to send your supplies.  You need to know, you 5059 

know, who is vaccinated, who is not, whether it is Mpox or 5060 
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COVID. 5061 

 *Mr. Cardenas.  Okay.  Thank you so much. 5062 

 My time have been expired.  I yield back, Mr. Chair. 5063 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  5064 

The chair recognizes Mr. Griffith for five minutes for 5065 

questions. 5066 

 *Mr. Griffith.  Thank you, Mr. Chairman, I appreciate 5067 

it. 5068 

 I do want to take a minute to correct the record.  Drug 5069 

manufacturing companies are, in fact -- after CARES was 5070 

passed in 2020 -- required to report volume as a part of the 5071 

facility registration.  Unfortunately, it is not happening. 5072 

 The FDA responded on May 9th, 2023 to a letter from the 5073 

chair of the full committee, Mrs. McMorris Rodgers to you, 5074 

Mr. Chairman, and myself, as chairman of Oversight, and said 5075 

that only 44 percent of facilities are complying as of March 5076 

28th of this year. 5077 

 And as a part of this hearing, Mr. Chairman, if there is 5078 

no objection, I would like to submit the full text of that 5079 

letter dated May 9th, 2023 to the Committee on Energy and 5080 

Commerce from U.S. FDA. 5081 
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 *Mr. Guthrie.  Seeing no objection -- 5082 

 *Ms. Eshoo.  Would the gentleman yield for a moment? 5083 

 *Mr. Griffith.  Yes, ma'am. 5084 

 *Ms. Eshoo.  Yes.  I want to thank you for raising this.  5085 

This was as a result of my getting that into the CARES Act.  5086 

So we have a dual interest on making sure it works. 5087 

 *Mr. Griffith.  Yes. 5088 

 *Ms. Eshoo.  Thank you. 5089 

 *Mr. Griffith.  And it is important to make sure that we 5090 

are figuring out -- as was said just a second ago, we have 5091 

got to have the data to know where some of our problems may 5092 

be developing on drug manufacturing. 5093 

 *Mr. Guthrie.  Again, without objection, so ordered. 5094 

 [The information follows:] 5095 

 5096 

**********COMMITTEE INSERT********** 5097 

5098 
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 *Mr. Griffith.  Dr. Inglesby, you testified previously  5099 

-- and as did Dr. Mary Denigan-Macauley in front of the 5100 

Oversight and Investigations Committee -- where we were -- or 5101 

our subcommittee on challenges to investigating the origins 5102 

of pandemics. 5103 

 When talking about pandemic preparedness, do you think a 5104 

large focus should be on -- or at least a focus should be on 5105 

-- ensuring our Federal agencies provide proper oversight 5106 

into research being done by foreign entities that are funded 5107 

by U.S. taxpayer dollars? 5108 

 *Dr. Inglesby.  I do.  I think it is very important that 5109 

they are in compliance with all of the rules and guidances 5110 

that are issued by our own Federal agencies. 5111 

 In particular, I have concerns about areas of research 5112 

where viruses are being created that are more dangerous than 5113 

those that occur in nature. 5114 

 So absolutely, whether it is domestic researchers or any 5115 

foreign institutions doing that work, they really need to be 5116 

governed very rigorously by HHS, and with White House 5117 

oversight. 5118 

 *Mr. Griffith.  And now I am going to ask you the tough 5119 
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question and put you on the spot.  And if the grantees for a 5120 

Federal agency doing research on viruses or other significant 5121 

research that could be a pandemic if something goes awry, if 5122 

that grantee is not complying with the requirements of the 5123 

grant, should we both cease giving our money to them, and 5124 

then keep them from getting any new grants until they comply 5125 

with the requirements of the old grant? 5126 

 *Dr. Inglesby.  I do think, if it is determined that a 5127 

grantee is doing work that is out of compliance with Federal 5128 

guidance, particularly on those issues which are, you know, 5129 

of particular high consequence and safety concerns, then I 5130 

don't think they should continue to get funding until they 5131 

are either in compliance or, if they can't be in compliance, 5132 

then I don't think they should continue to receive funding. 5133 

 *Mr. Griffith.  Yes, I agree with you.  We are having a 5134 

little spat right now with one of our agencies. 5135 

 All right.  I previously mentioned that you came before 5136 

the subcommittee that I chair on the pandemic issues, Dr. 5137 

Denigan-Macauley.  Has GAO looked into what incentives are 5138 

needed to bring more domestic manufacturing to the U.S. so 5139 

that we are not reliant on foreign countries to produce 5140 
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certain items and ingredients?  API, particularly, is what I 5141 

am looking at. 5142 

 And if so, what is needed to help bring more 5143 

manufacturing to the United States? 5144 

 *Dr. Denigan-Macauley.  We have most certainly, and our 5145 

most recent report was looking actually at advanced 5146 

manufacturing.  It is what FDA considers to hopefully be able 5147 

to be faster, and bring that manufacturing home, and realize 5148 

the cost benefits of it.  And so we are watching that quite 5149 

carefully. 5150 

 It doesn't work for all drugs, though.  And we also 5151 

don't know, as we talked about before, what APIs that we 5152 

actually need to be manufactured here.  We don't understand 5153 

the sources of them all.  So we continue our work in this 5154 

area. 5155 

 *Mr. Griffith.  And it was interesting -- I would just 5156 

get your opinion on it -- one of the witnesses in the hearing 5157 

that I had previously this morning on drug shortages with -- 5158 

particularly talking about generics, opined that because we 5159 

can't bring it all onshore in a short period of time, that we 5160 

ought to focus on the top 40, and that we take actions to try 5161 
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to bring the top 40 back onshore so that we have those API 5162 

being made in this country and those medicines being made in 5163 

this country. 5164 

 And of course, then that opens up the possibilities that 5165 

they have -- as long as they are doing 1 line, they might do 5166 

2 lines, and it may be more than just the top 40.  But what 5167 

do you think of taking a look at focusing on those top 40 5168 

most popular generic medications, and trying to bring those 5169 

back as a starter? 5170 

 *Dr. Denigan-Macauley.  Well, I know that we do have a 5171 

national supply chain strategy that is put in place.  And we 5172 

have taken a look at some of the supply issues that they have 5173 

had.  And if it is implemented successfully, we feel that it 5174 

will help with bringing that domestic manufacturing home. 5175 

 I will say, though, that we do have concerns.  For 5176 

example, saline was in short supply after Hurricanes Maria 5177 

and Irma.  So it is very -- just because we bring it home, we 5178 

still can't put all our eggs in one basket. 5179 

 So -- but yes, looking at what is the most critical, 5180 

prioritizing, and then making a plan for how we can bring 5181 

that onshore, close to shore would be good. 5182 
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 *Mr. Griffith.  And I know I am over, Mr. Chairman, but 5183 

I will just say I have to agree with not putting all of our 5184 

eggs in one basket, because what we should do is we should 5185 

have two or three sites across the country on something that 5186 

is used daily like saline. 5187 

 I yield back. 5188 

 *Mr. Guthrie.  Thank you.  The gentleman yields back.  5189 

Yes, you were a few seconds over, but you had a colloquy with 5190 

the ranking member, so I will cede you those seconds there.  5191 

So thank you. 5192 

 *Ms. Eshoo.  A colloquy? 5193 

 *Mr. Guthrie.  Colloquy. 5194 

 Dr. Schrier, you are now recognized for five minutes for 5195 

questions. 5196 

 *Ms. Schrier.  Thank you, Mr. Chairman, and I enjoyed 5197 

that conversation, as well, so I will give that same 5198 

allowance. 5199 

 Thank you all for being here today, and the 5200 

thoughtfulness that you have put into preparedness and what 5201 

we can do next time -- because there will be a next time -- 5202 

to guard our health security. 5203 
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 Mr. Inglesby, it is wonderful to see you again.  And in 5204 

your testimony you discuss a more flexible public health 5205 

response and adding greater emphasis on at-risk individuals.  5206 

And I am a pediatrician.  One of those special groups is 5207 

children.  And I have reflected many times during this 5208 

pandemic, however awful it was, I have thought how much worse 5209 

it would have been had we seen hospitals full of children on 5210 

ventilators, and children dying from this disease. 5211 

 And really, COVID was the exception.  I mean, when we 5212 

think about pandemic flu, it is kids and pregnant women who 5213 

are the hardest hit in many ways.  And so children become top 5214 

of mind to me.  I even have thought about whether the public 5215 

response and resistance to masks and vaccines and those kinds 5216 

of things would have been different had we seen our children, 5217 

our neighbors' children at that kind of risk, whether it 5218 

would have been more like polio. 5219 

 I was wondering if you could talk a little bit about 5220 

these flexibilities, and what Congress can do to help you or 5221 

to help make us better prepared to handle children's needs 5222 

during the next pandemic or other emergency. 5223 

 *Dr. Inglesby.  Yes, Congresswoman, thank you very much 5224 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

262 

 

for the question.  And I, first of all, share your concern 5225 

that we don't move forward with the assumption that the next 5226 

pandemic will necessarily look like the one we just went 5227 

through.  Kids could be disproportionately affected at higher 5228 

risk of dying in future events, as they are with many 5229 

infectious diseases.  So I do think we need to be better 5230 

prepared for pediatric response than we are now. 5231 

 Many emergency rooms can't handle the load of children 5232 

they have in a normal flu season.  We don't have enough beds 5233 

for kids in intensive care units in many places in the 5234 

country.  Part of that is because reimbursement is poor for 5235 

pediatric practices, and that could change, particularly with 5236 

Medicaid.  So I do think we need to be thinking about 5237 

systemic changes for our health care system for pediatrics. 5238 

 *Ms. Schrier.  Amen. 5239 

 *Dr. Inglesby.  And I think that we also -- FDA has 5240 

acknowledged the importance of focusing on pediatric 5241 

products, but often they come last for somewhat 5242 

understandable reasons.  People are concerned about the 5243 

risks.  But in those kinds of environments we have to move as 5244 

quickly as we can for products that are -- that will work and 5245 
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be safe for children.  And that hasn't always been the case, 5246 

but we should really press for FDA to have that at the top of 5247 

their list. 5248 

 *Ms. Schrier.  Thank you, I appreciate that.  I mean, we 5249 

-- I was just listening to the conversation with Mr. Griffith 5250 

about a shortage of saline, and thinking that if the next 5251 

thing is a cholera-type issue, and what we need is abundant 5252 

saline, that is so simple, but we might not have enough in 5253 

this country. 5254 

 I wanted to turn to testing.  I remember that in the 5255 

first few weeks of the pandemic we were struggling, like, you 5256 

know, tens of tests a day, sending them to the CDC.  5257 

Meanwhile, South Korea was doing 10,000 tests a day, drive-5258 

through.  And I know we have learned a lot of lessons, and 5259 

was wondering kind of where you think we are in terms of the 5260 

next time this hits.  Have we learned enough?  Do we have 5261 

enough resources?  Do we have companies to call on so that we 5262 

can ramp up quickly? 5263 

 *Dr. Inglesby.  Congresswoman, I think we have learned 5264 

an enormous amount about testing over the painful lessons 5265 

over the last three years.  I do think we know now what to do 5266 
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at a strategic level, but we don't have everything in place, 5267 

going forward.  Some of it is -- will -- has eroded, or will 5268 

erode at the end of this COVID response.  But a couple of 5269 

those things include what South Korea did, which is having 5270 

the foundation for contracts in place with companies between 5271 

government and the private sector before things start. 5272 

 We can't rely on only public health agencies carrying 5273 

the entire weight of the country for testing.  We have to 5274 

include and use the testing infrastructure we have around the 5275 

country, which is enormous.  And once it got involved, I 5276 

think we showed that we could test hundreds of thousands, we 5277 

-- millions of people a day at one point. 5278 

 So I think we have the structures.  We have to have 5279 

relationships between industry and government.  We should 5280 

have a forum that is enduring and sustained between 5281 

government and the testing industry, that includes the 5282 

leaders from the industry, that is scouting for new problems, 5283 

ready to rock in the event of a crisis. 5284 

 We should have the report -- the guidance system 5285 

available from CDC, so that they are able to indicate to 5286 

industry how many tests are going to be needed to be 5287 
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produced, and on what on what scale, what timeframe.  So I 5288 

think we know what to do, but we need to do it. 5289 

 *Ms. Schrier.  Thank you.  And I think continuing these 5290 

relationships that we built this time with universities, 5291 

public medical centers, even veterinary teaching hospitals, 5292 

to be able to rally all of those resources.  Thank you. 5293 

 I will submit other questions. 5294 

 [The information follows:] 5295 

 5296 

**********COMMITTEE INSERT********** 5297 

5298 
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 *Ms. Schrier.  And I yield back my time. 5299 

 *Mr. Guthrie.  Thank you.  The gentlelady yields back.  5300 

The chair recognizes the chair of the full committee, Chair 5301 

McMorris Rodgers, for five minutes.  The chair is recognized. 5302 

 *The Chair.  Thank you, Mr. Chairman. 5303 

 Dr. Lutter, we -- earlier this morning I had asked CDC 5304 

about the possibility of implementing good guidance 5305 

practices, and they had some concerns.  Yet your paper 5306 

explicitly addresses some of this, about how guidance can 5307 

still be released in a responsibly -- timely manner.  And 5308 

there is an opportunity for continued revision and public 5309 

feedback. 5310 

 Would you explain the origins of FDA's good guidance 5311 

policy, and how it was initially proposed, passed in a 5312 

bipartisan fashion?  5313 

 And would you speak to the specific benefits of 5314 

potentially adopting a similar policy for CDC? 5315 

 *Dr. Lutter.  Thank you, Chairwoman.  The -- there is 5316 

many benefits. 5317 

 One is, in an FDA perspective, and it may be less 5318 

important for CDC, is it allows a clearer distinction between 5319 



This is an unedited transcript.  The statements within may be 

inaccurate, incomplete, or misattributed to the speaker.   

 
 

267 

 

what is required and what is recommended because the guidance 5320 

documents state these -- this document contains only 5321 

recommendations.  Requirements that you must abide by are 5322 

already in statute or regs found elsewhere, and then they are 5323 

cited.  So that is very helpful to avoid a problem of 5324 

regulation by guidance, which has sometimes befuddled the 5325 

Federal regulatory agencies.  So that is a fairly effective 5326 

way of avoiding that problem. 5327 

 Probably more importantly, from a CDC perspective, is 5328 

simply is there a recognized mechanism for the agency always 5329 

to solicit comment on what it is recommending others to do.  5330 

And the advantage of that is it can say publicly, "This is 5331 

our best guess.  We want your advice, your technical 5332 

information, any data you may have about the benefits and the 5333 

risks of the recommendations that we are making, and we will 5334 

pay attention to them.  See here in the docket.  And based on 5335 

what we receive there, we will revisit as appropriate and 5336 

necessary.''  5337 

 And the FDA good guidance practice reg requires the 5338 

agency to respond to important -- I think the word might be 5339 

"influential'' -- public comments that it receives on the 5340 
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draft guidance.  So when it issues the final guidance, in a 5341 

normal world that is not plagued by a pandemic, it has to 5342 

offer some response to public comments that it may have 5343 

received.  It is modeled, if you will, on the Administrative 5344 

Procedures Act, that part of it. 5345 

 But -- so I think the key virtue, from a CDC 5346 

perspective, is to increase public confidence -- and this is 5347 

especially important in this post-pandemic era -- public 5348 

confidence that the agency is paying attention to information 5349 

that it may not already have from the public about the merit, 5350 

the benefits, and the risks of the recommendations that it is 5351 

making. 5352 

 *The Chair.  Thank you. 5353 

 Dr. Denigan-Macauley, GAO identified five areas HHS has 5354 

consistently fallen short during public health emergencies, 5355 

and two of them, failure to provide clear and consistent 5356 

communication and failure to establish transparency and 5357 

accountability in order to build public trust, have been 5358 

repeated today. 5359 

 Do you think adoption of good guidance practices at CDC 5360 

that we were just discussing might be a first step towards 5361 
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addressing and resolving an -- this area of concern?  5362 

 And would adoption of these policies help address HHS 5363 

high-risk designation? 5364 

 *Dr. Denigan-Macauley.  Yes.  So we are certainly 5365 

familiar that -- with FDA, with our work, and understand that 5366 

they issue guidances.  We haven't looked at it specifically 5367 

to understand how it compares to the CDC, but we have 5368 

repeatedly said that there has to be transparency.  We found 5369 

significant problems with CDC, not with -- no scientific 5370 

rationale for the changes in the testing guidelines, for 5371 

example, for masking policies.  So -- and with school, things 5372 

that the -- so we would strongly support any transparent and 5373 

science-based communication through guidelines that would 5374 

help improve communication. 5375 

 *The Chair.  Okay, thank you. 5376 

 Mr. Decker, we have heard a lot about health security 5377 

threats today.  Cybersecurity continues to be growing, and a 5378 

serious threat that certainly has the potential to disrupt 5379 

care, mission critical services.  And they are coming from 5380 

domestic and foreign adversaries. 5381 

 You speak to the coordination between HHS and the 5382 
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cybersecurity working group in your testimony today, but also 5383 

mentioned the need for increased collaboration with the 5384 

private sector.  Would Congress explicitly providing clear -- 5385 

clearer responsibility authority for a specific entity like 5386 

HHS to help lead on cybersecurity help?  5387 

 And what do you see as some of the roadblocks to private 5388 

sector participation? 5389 

 *Mr. Decker.  Yes, I -- for sure.  I think the 5390 

amplification of messages from the government across all the 5391 

government, HHS, Congress, et cetera on explaining the need 5392 

and importance of this is -- would go a long way. 5393 

 I don't think that this is a problem where people don't 5394 

understand that cybersecurity could become a risk.  I think 5395 

it is more of a problem of people recognizing when it can 5396 

become actualized within their own organization.  And in some 5397 

cases, they don't necessarily even know how to engage. 5398 

 And so the message and the amplification of that 5399 

engagement would go very far into getting better coverage.  I 5400 

think in my testimony I mentioned we have about 400 5401 

organizations that are part of the cyber working group.  5402 

There are way more than 400 organizations that make up health 5403 
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care, you know, so we have a lot more to go. 5404 

 *The Chair.  Super.  Thank you, thank you, everyone. 5405 

 I yield back. 5406 

 *Mr. Guthrie.  Thank you.  The chair yields back.  The 5407 

chair now recognizes Mr. Sarbanes for five minutes for 5408 

questions. 5409 

 *Mr. Sarbanes.  Thanks very much, Mr. Chairman.  Thank 5410 

you all for being here today. 5411 

 Dr. Inglesby, thank you for your testimony.  I am going 5412 

to ask you probably an unfair question, but on a scale of 1 5413 

to 10, before the pandemic hit, in terms of the amount and 5414 

quality and usefulness of data, sort of public health data 5415 

across the country and its -- our ability to roll it up into 5416 

a kind of surveillance perspective that was useful to us, 5417 

what would you say -- where would you rate it on a scale of 1 5418 

to 10 before the pandemic hit? 5419 

 *Dr. Inglesby.  I would say, depending on the topic, 5420 

something on the order of three to five. 5421 

 *Mr. Sarbanes.  Okay. 5422 

 *Dr. Inglesby.  I think it got better because of the 5423 

work that you all did that was temporary and required agency 5424 
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or states to send data to CDC. 5425 

 *Mr. Sarbanes.  Okay. 5426 

 *Dr. Inglesby.  But that, obviously, is expiring now. 5427 

 *Mr. Sarbanes.  Right, Right. 5428 

 *Dr. Inglesby.  So -- 5429 

 *Mr. Sarbanes.  So did we finish at the high point at 5430 

maybe six or seven?  Is that where you would put it because 5431 

of that work, or -- 5432 

 *Dr. Inglesby.  It may -- I would say maybe seven 5433 

because -- 5434 

 *Mr. Sarbanes.  Okay. 5435 

 *Dr. Inglesby.  -- of the requirement of the CARES Act 5436 

and other -- 5437 

 *Mr. Sarbanes.  Yes. 5438 

 *Dr. Inglesby.  -- other work you did. 5439 

 *Mr. Sarbanes.  Okay.  So one of my anxieties -- and I 5440 

expressed this to the first panel -- is that, because the 5441 

emergency situation is behind us, and I am reading every day 5442 

articles about local health officials -- "closing up shop'' 5443 

is the term I am using -- when it comes to their data, when 5444 

it comes to even some of the other infrastructure they have 5445 
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built, workforce commitment because it was linked to the 5446 

pandemic, and what happened was it linked everything about 5447 

them.  Their whole operation got linked to the pandemic. 5448 

 So now, with some of them putting that in the rear view 5449 

mirror and our kind of blessing that new perspective to a 5450 

certain degree, the danger is that a lot of the things that 5451 

took us from the three to five rating up to maybe a seven 5452 

will slide backwards again. 5453 

 And if you could just speak to that sitting where you 5454 

sit, and whether you have similar anxiety about it, because I 5455 

think the argument could be, just from a basic public health 5456 

standpoint, we should always be at a 7 so that, when a 5457 

pandemic hits, we can get to 8 or 9 or, God forbid, 10.  But 5458 

the risk here is we are going to slide back to a four or a 5459 

five or a three, and then we are going to face the same 5460 

challenge the next time out. 5461 

 So talk about that, because you are reading about how 5462 

this is shutting down, and that is not happening anymore, and 5463 

everyone is getting comfortable again, and then we are going 5464 

to be caught.  You know, we are going to be caught off guard. 5465 

 *Dr. Inglesby.  Yes, I think prior CDC director Redfield 5466 
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said that when he got to CDC and he started hearing reports 5467 

about data that it was years old.  And he said, "I don't -- 5468 

why are we -- it seems like we are an agency of history here, 5469 

not a public health agency.''  So I think he himself said it 5470 

very well.  He was seeing data that was three years old, and 5471 

it was the latest that they had. 5472 

 So we need to have systems.  I think the American 5473 

people, we all basically expect that our health agencies are 5474 

collecting data in real time, but they can't if they don't 5475 

have agreements that are really clear and strong and 5476 

interoperable between Federal agencies and states. 5477 

 I think we generally all are on the same -- have the 5478 

same goals, but unless we -- 5479 

 *Mr. Sarbanes.  Are those kinds of agreements ones that 5480 

those agencies, if they collaborate well, can put in place 5481 

themselves and create expectations, even if it is for maybe 5482 

voluntary, not mandated contribution of data and other 5483 

perspective from locals, or do you feel like there has to be 5484 

more authorization, more legislation on the books that gives 5485 

that authority? 5486 

 *Dr. Inglesby.  I do think we need -- CDC needs more 5487 
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authority.  I think the monkeypox experience showed that they 5488 

started to try to get these data use agreements in June, and 5489 

they did not have them completed until September, and it was 5490 

clearly, you know, declared a pandemic early on.  So we were 5491 

trying to collect information, but they didn't have the data 5492 

they needed to know where vaccine was going and being used. 5493 

 So I think having something that is set up in statute, 5494 

authorities that are clear ahead of time would be very 5495 

valuable for the public health response of the country. 5496 

 *Mr. Sarbanes.  Can you get some percentage of the way 5497 

towards the standard you would like to see just through 5498 

administrative collaboration, absent some new authority?  How 5499 

-- what -- how far can you get with that? 5500 

 *Dr. Inglesby.  You can get partial. 5501 

 *Mr. Sarbanes.  Okay. 5502 

 *Dr. Inglesby.  I think some states are going to agree 5503 

to give data quickly and in a fashion that they and CDC agree 5504 

to, and other states will have less interest in that or less 5505 

ability.  So I think having a standard playing field across 5506 

the country so that we can all see what is happening at the 5507 

same time, so you can see, Congress can see what is 5508 
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happening, I think, would require new authorities. 5509 

 *Mr. Sarbanes.  Thank you, and I yield back. 5510 

 *Mr. Guthrie.  The gentleman yields back.  The chair 5511 

recognizes Mr. Carter for five minutes for questions. 5512 

 *Mr. Carter.  Thank you, Mr. Chairman, and thank all of 5513 

you for being here.  This is extremely important.  I have 5514 

always said that we need to learn our lessons, what we did 5515 

right, what we did wrong, what we can do different next time, 5516 

what we can do better next time.  And if we don't do that, 5517 

then shame on us.  So I consider this to be part of that 5518 

process, and I want to thank you all for participating in 5519 

that process. 5520 

 Last year Congress restricted the NIH from funding 5521 

dangerous experiments that involve pathogens of pandemic 5522 

potential, or certain biological agents or toxins in foreign 5523 

countries of concern.  And I think that is a good thing.  5524 

This development materialized out of the growing bipartisan 5525 

concern for the oversight of U.S. taxpayer-funded 5526 

experiments. 5527 

 So even after -- but even after Congress blocked it, you 5528 

know, the government still funds some research in these 5529 
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nations around the world.  And that is very concerning to me.  5530 

This hearing here is concerned with preparing for and 5531 

responding to future public health threats. 5532 

 Dr. Inglesby, I want to ask you, what steps can we take 5533 

to be prepared for public health threats that, when we got 5534 

potentially worrisome experiments being funded beyond our 5535 

jurisdiction?  5536 

 I mean, if we have learned anything out of this 5537 

pandemic, it is that the experiments going on in other 5538 

countries, particularly countries that are adversarial to us, 5539 

are very, very dangerous, and should be of concern to us. 5540 

 *Dr. Inglesby.  Yes, Congressman, I absolutely agree 5541 

that any kinds of experiments -- I think the ones that you 5542 

may be referring to in this case are experiments where 5543 

researchers are able to transform pathogens and make them 5544 

more dangerous than they exist in nature.  And for that work, 5545 

I think they should be following the most strict, rigorous 5546 

policies that the U.S. Government is putting in place. 5547 

 I think there is now a review where the policies are 5548 

going to become more strict, based on this review that White 5549 

House and NIH led last year.  I think that will be very 5550 
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important.  And every country that receives research from our 5551 

government absolutely should be complying and fully 5552 

transparent with the work they are doing in that space. 5553 

 *Mr. Carter.  Dr. Macauley, I am sure you are aware -- 5554 

and we mentioned Dr. Redfield, a good friend, who co-authored 5555 

an op ed just recently on the potential dangers of gain of 5556 

function research.  And look, I will just be full disclosure.  5557 

I am not a fan of gain of function research.  You know, 5558 

Einstein said years ago that the only thing more dangerous 5559 

than ignorance is arrogance.  And I consider gain of function 5560 

research to be nothing more than intellectual arrogance.  And 5561 

I just -- I have no tolerance at all for it. 5562 

 But just a few months ago there were two National 5563 

Science Advisory Board for Biosecurity working groups that 5564 

released their findings, their draft findings and 5565 

recommendations.  And the first finding is that the current 5566 

definition of a pandemic, potential pathogens, and enhanced 5567 

pandemic potential pathogens are too narrow and could result 5568 

in overlooking some research.  And definitions are important, 5569 

and it is important we get them right, and to be all 5570 

inclusive. 5571 
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 Do you agree?  Do you agree that the current standards 5572 

governing pandemic potential pathogens -- that were put in 5573 

place in 2017, I might add, before the pandemic -- that they 5574 

could miss some risky experiments? 5575 

 *Dr. Denigan-Macauley.  Yes, we have work in this area.  5576 

And actually, HHS is the only agency, to our knowledge, that 5577 

actually created oversight of this small type of gain of 5578 

function research that is of concern.  And the concern is 5579 

that the -- it does miss some of the other activities that 5580 

that could be of high risk. 5581 

 *Mr. Carter.  And HHS, as I understand it, has had a 5582 

program to ensure that the U.S. could rapidly produce medical 5583 

countermeasures if this were to happen again.  Drugs, 5584 

vaccines, and public health emergencies.  Do you know if HHS 5585 

has taken action to incorporate the recommendations that GAO 5586 

made in 2022 to address these kind of shortcomings? 5587 

 *Dr. Denigan-Macauley.  Yes.  So developing medical 5588 

countermeasures is complex.  It is not something that the 5589 

private sector really wants to take on, because there is no 5590 

return, because it is something that you are creating for a 5591 

what-if, and if it never comes.  So it is something that the 5592 
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government needs to step up and do. 5593 

 We said that HHS's efforts were not sufficient.  We 5594 

heard earlier they built for capacity, but not for 5595 

capability, and we had problems.  And so our most recent 5596 

report came out, and they have not had an opportunity yet to 5597 

-- it will take time to fulfill all of the -- implement all 5598 

of the recommendations that we have.  But it is an area of 5599 

concern. 5600 

 *Mr. Carter.  Well, thank you.  And again, thank all of 5601 

you.  This is extremely important.  All of us have always 5602 

heard the saying that, you know, fool me once, shame on you, 5603 

fool me twice, shame on me, and we don't need to be fooled 5604 

twice.  We need to be prepared.  And that is why this hearing 5605 

is so important.  And so thank you.  Thank you for being 5606 

here. 5607 

 Thank you, Mr. Chairman.  I will yield back. 5608 

 *Mr. Guthrie.  Thank you.  The gentleman yields back, 5609 

and I see no other members present to ask questions, and 5610 

thank you all so much.  This has been so informative.  It is 5611 

so important, and I can guarantee the American people we are 5612 

all working together to make sure we prepare better for the 5613 
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next pandemic in a way that -- you can't think of everything, 5614 

you can't accomplish everything, but we are certainly going 5615 

to work together to get as far along as we certainly can. 5616 

 I do have a unanimous -- I have a unanimous consent 5617 

request to insert into the record the documents listed on the 5618 

staff -- that has been distributed before. 5619 

 Without objection, so ordered. 5620 

 5621 

 5622 

 5623 

 [The information follows:] 5624 

 5625 

**********COMMITTEE INSERT********** 5626 

5627 
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 *Mr. Guthrie.  And I want to remind members they have 10 5628 

days to submit questions for the record.  I think a couple 5629 

people have mentioned today they want to submit some 5630 

questions already.  And I ask that you witnesses to respond 5631 

to the questions promptly.  Members should submit their 5632 

questions by the close of business on May the 25th.  So we 5633 

will have those by May the 25th, and we ask for a prompt 5634 

response. 5635 

 We really appreciate the time and effort.  It is a -- 5636 

when you have a two-panel hearing, you are the second panel, 5637 

it is a long day.  But it means a lot to us, and it means a 5638 

lot to the American people.  And we certainly appreciate your 5639 

time. 5640 

 And with that, without any other comments, the committee 5641 

will be adjourned. 5642 

 [Whereupon, at 2:43 p.m., the subcommittee was 5643 

adjourned.] 5644 


