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1

00:00:12.170 --> 00:00:20.830

Josh Shapiro: Good afternoon, everybody. Thank you for joining today's session, Adoption of Al in Clinical Care,
Updates from the HHS RFI.

2

00:00:20.920 --> 00:00:26.519

Josh Shapiro: My name is Josh Shapiro with Capital Consulting, and I'll be assisting with the logistical support
for today's session.

3

00:00:26.590 --> 00:00:35.129

Josh Shapiro: If you need technical assistance, please click on the chat icon at the bottom of your screen, type
your issue into the chat, and one of our techs will respond to you.

4

00:00:35.130 --> 00:00:48.860

Josh Shapiro: Closed captioning is available by clicking the CC icon at the bottom of your screen. And finally,
today's session is being recorded, and we will share the recording and slides on the Healthit.gov website in the
coming days.

5
00:00:48.930 --> 00:00:54.160
Josh Shapiro: | will now turn it over to Tom Keene, National Coordinator for the Health Information Technology.

6

00:00:55.650 --> 00:01:09.560

Thomas Keane: Good afternoon, everybody, and to our guests from Alaska, Hawaii, and the Pacific Territories.
Good morning. My name is Tom Keene. | am the National Coordinator for Health Information Technology, and
here today, we are going to talk about

7

00:01:09.560 --> 00:01:19.190

Thomas Keane: Al Adoption and Clinical Care. | want to thank you all for coming, and | want to thank everybody
for their responses to the Al RFI that we put out in December.

8

00:01:19.400 --> 00:01:28.370

Thomas Keane: I'm gonna start, actually, with a quick story. About 20 years ago, we can stop on this slide.
About



20 years ago.

9

00:01:28.370 --> 00:01:41.630

Thomas Keane: When a patient had a stroke, which is a blood clot in a blood vessel in the brain, there was really
little that could be done for them other than giving them a clot-buster drug to, bust up all of the clots in their body.

10

00:01:41.640 --> 00:01:57.670

Thomas Keane: There was really no way to image the stroke early on, and there was really no way to diagnose
which blood vessel the stroke was in, and no way to really go and retrieve the clot to restore the patient to normal
functioning. All of that has changed in the last 20 years.

11
00:01:57.670 --> 00:02:07.220
Thomas Keane: Just a few months ago, | was interpreting stroke CTs at a hospital in Philadelphia, and the...

12

00:02:07.270 --> 00:02:26.229

Thomas Keane: software that is used to do this not only can show you the blood vessels in a patient's brain, it can
also show you areas that an Al thinks a patient may have a stroke in, it can calculate the blood flow and blood
volume in the area of the brain, and it can really direct the doctor's eye to where the pathology is.

13

00:02:26.270 --> 00:02:46.839

Thomas Keane: | was able to, in a very short period of time, less than a minute, identify not only where a stroke
was occurring, but | was able to see a blood clot in a 1 to 2 millimeter blood vessel. | was able to activate the
stroke activation network, and other doctors were able to feed catheters into the patient's brain, pull out the blood
clot, and restore the patient to normal functioning.

14

00:02:47.000 --> 00:03:05.399

Thomas Keane: The purpose of me telling this story is to say that technology has really transformed clinical care,
and a big part of that technology is Al. We now have what was not available when | was training as a physician,
namely the ability to intervene and correct patients' strokes.

15
00:03:05.650 --> 00:03:11.139
Thomas Keane: So, the power of Al and the power of technology was recognized by President Trump.

16

00:03:11.250 --> 00:03:21.620

Thomas Keane: who released multiple Al, executive orders. Secretary Kennedy followed suit and directed the
Department of Health and Human Services to take an Al-forward approach.

17

00:03:21.620 --> 00:03:31.780

Thomas Keane: to allow technology to transform healthcare. Our goal is to improve access, affordability, and the
impact of healthcare through technology, including Al.



18

00:03:32.120 --> 00:03:43.040

Thomas Keane: Now, we've all heard about the Make America Healthy Again agenda, and there are two parts to a
patient's healthcare, traditionally. There's first the lifestyle part, which we see in the circle on the left.

19

00:03:43.040 --> 00:03:58.279

Thomas Keane: And Secretary Kennedy has really come down hard on this, telling people to get active, to eat real
food, and especially in the case of children who, spend a lot of time on computer screens and phone screens, to
interact with real life and live real life.

20

00:03:58.280 --> 00:04:14.120

Thomas Keane: He's stood up the GetActive.gov and RealFood.gov websites, and has initiated innumerous,
innumerable initiatives around the department to get people to take control of the 85% of their health that happens
outside of the medical system.

21

00:04:14.120 --> 00:04:23.460

Thomas Keane: In the right circle, we see traditional care infrastructure. And our goal at HHS has been to reduce
burdensome regulations and to support what works.

22

00:04:23.480 --> 00:04:36.869

Thomas Keane: But you see, there's a third lever there, and that's artificial intelligence. Not only can artificial
intelligence help with clinical care, such as helping radiologists detect strokes that were indetectable even 15 years
ago.

23

00:04:36.940 --> 00:04:43.669

Thomas Keane: Al is currently doing note-taking for doctors. It's managing burdensome, low-volume administrative
tasks.

24

00:04:43.790 --> 00:05:03.069

Thomas Keane: It's being used to parse complex clinical trial requirements in order to get patients properly
enrolled in life-saving clinical trials. It's aiding in drug discovery. It's allowing for syndromic surveillance in public
health, and most importantly, it's empowering patients to understand and take control of their own health.

25

00:05:03.190 --> 00:05:18.849

Thomas Keane: These clinical, administrative, and patient agency use cases are creating an intersection in which
we have healthier, empowered Americans, which supports Secretaries Kennedy's vision under the Make America
Healthy Again agenda.

26
00:05:18.960 --> 00:05:27.439
Thomas Keane: Healthier, empowered Americans and a better functioning, more accessible, more affordable



health system is what we are looking for.

27

00:05:27.540 --> 00:05:42.419

Thomas Keane: The Secretary is focused on a 1HHS approach, in which we are coordinated across agencies and
across the department to make sure that all of our activities complement each other and make the Secretary's
vision a reality.

28

00:05:42.420 --> 00:05:56.689

Thomas Keane: So today, in that spirit, I'm joined by my colleague Mark Atala, who will discuss improving care and
reducing costs with Al, from the Secretary's office, Arman Sharma, who will talk about the responses to the AIRFA.

29

00:05:56.880 --> 00:06:12.569

Thomas Keane: RFI, Dr. Hader Werrick from ARPA-H, Mary Lazar and Kelly Cronin from ACL, and Rook
Abramson from FDA, who will share how each of their agencies is engaging in a coordinated effort to allow the
promise of technology to flourish.

30

00:06:12.930 --> 00:06:21.820

Thomas Keane: We at HHS understand that Al is a new and heterogeneous field, and that our approach has to be
nuanced, which is what we will do.

31

00:06:22.100 --> 00:06:35.289

Thomas Keane: Our RFI talked about three levers for bringing the technology-enabled future into being.
Regulation, research and development, and reimbursement. And today, we will talk about regulation and research
and development.

32
00:06:35.510 --> 00:06:38.339
Thomas Keane: So, I'm gonna hand it off to my colleague, Mark Atala.

33
00:06:39.060 --> 00:06:41.920
Thomas Keane: To tell you about chronic disease.

34
00:06:44.870 --> 00:06:46.080
Mark Atalla: And next slide, please.

35

00:06:52.190 --> 00:07:02.000

Mark Atalla: Thank you so much, National Coordinator, Dr. Keene. My name is Mark Atal, and | have the privilege
of working with Dr. Keene and others at HHS as a Deputy National Coordinator and ONC.

36
00:07:02.140 --> 00:07:05.019



Mark Atalla: | think it's really important to start with why.

37
00:07:05.120 --> 00:07:11.020
Mark Atalla: Across the department and under a 1HHS approach, we are so focused on the adoption of clinical Al.

38

00:07:11.380 --> 00:07:17.419

Mark Atalla: And that why is very simple, and hopefully aligned with all of you on this call. The cost and quality of
care.

39
00:07:17.940 --> 00:07:19.440
Mark Atalla: Let's start with cost.

40
00:07:19.590 --> 00:07:24.429
Mark Atalla: What this graph depicts is CMS's Office of the Actuary's national health expenditures.

41

00:07:24.720 --> 00:07:33.420

Mark Atalla: These numbers are released annually, and as you can see, we are showing an average per person
cost for Healthcare America from 2009 through 2024.

42

00:07:33.840 --> 00:07:50.219

Mark Atalla: By looking at average per capita costs, we can track the trend in population increase, 341 million
people in 2024, and what we spend on healthcare. That includes direct care, public health activities, and
investments. In total, that was $5.3 trillion in 2024.

43

00:07:51.260 --> 00:08:01.889

Mark Atalla: There are a number of parts that add up to this combined $5.3 trillion. Salaries for providers,
medications, labs, medical devices, administrative costs, technology costs, and more.

44
00:08:02.240 --> 00:08:05.530
Mark Atalla: And while the total amount's important, What matters...

45
00:08:05.650 --> 00:08:08.079
Mark Atalla: Equally, if not more, is the yellow line.

46

00:08:08.400 --> 00:08:18.620

Mark Atalla: And what the data shows in 2023 and 2024 is per capita healthcare spending inflated over 7%
annually, significantly above the circle trend that you see here.

47



00:08:19.350 --> 00:08:30.620
Mark Atalla: And if we narrow our scope to Medicare only, 2025 estimates were around 69 million beneficiaries
have Medicare, with spending of around $1.2 trillion.

48

00:08:30.740 --> 00:08:41.310

Mark Atalla: By 2032, CMS projects annual enroliment in Medicare to grow to 78 million beneficiaries, and
expenditures for those beneficiaries to grow to $2.1 trillion.

49
00:08:41.640 --> 00:08:44.950
Mark Atalla: And so, given the increase in the cost side of the equation.

50

00:08:45.170 --> 00:08:54.119

Mark Atalla: we must look like... we must look at the tools and levers at our disposal to bring down premiums,
whether those premiums are in the commercial or individual markets, or Medicare Part B.

51
00:08:54.260 --> 00:08:57.189
Mark Atalla: Over both the immediate term and the long term.

52
00:08:57.540 --> 00:08:58.820
Mark Atalla: Next slide, please.

53
00:09:02.040 --> 00:09:04.499
Mark Atalla: Let's start with the longer-term time horizon.

54

00:09:04.720 --> 00:09:14.560

Mark Atalla: So HHS's focus on getting active, eating real food, and spending time socializing and interacting is a
long-term plan to reverse our growing chronic disease burden.

55

00:09:14.950 --> 00:09:28.380

Mark Atalla: While some chronic diseases have seen the long-term benefit of pharmacotherapy, such as a
decrease in the number of Americans with high cholesterol due to statins and other cholesterol medications, CDC
data shows increasing prevalence of diseases like chronic kidney disease

56
00:09:28.490 --> 00:09:30.980
Mark Atalla: and diabetes. Next slide, please.

57

00:09:33.230 --> 00:09:42.429

Mark Atalla: So, diving deeper into diabetes, we have an estimated 115 million people with prediabetes, and
around 40 million people with type 2 diabetes.



58
00:09:43.120 --> 00:09:45.929
Mark Atalla: And so we've built a system to treat diabetes.

59

00:09:46.130 --> 00:09:54.759

Mark Atalla: to manage hemoglobin A1C, which is a long-term marker of blood sugar control, so that people don't
develop the diseases that you see here on the left.

60

00:09:55.150 --> 00:10:01.940

Mark Atalla: Heart disease, kidney disease, and the other sequelae or outcomes of having high blood sugar over
the long term.

61
00:10:02.420 --> 00:10:07.480
Mark Atalla: However, as we can see from the increasing prevalence of diabetes, the system is breaking.

62

00:10:08.180 --> 00:10:23.850

Mark Atalla: And so, with that, we see 5 of the top 10 drugs in 2023 for Part D were for treating diabetes, and we
also see how long it takes to access the care that's standard for a patient with type 2 diabetes of a cardiologist,
endocrinologist, and ophthalmologist.

63
00:10:24.090 --> 00:10:29.890
Mark Atalla: And that's 30 to 60 days plus in New York City, a major city in our country.

64
00:10:30.380 --> 00:10:31.540
Mark Atalla: Next slide, please.

65

00:10:33.580 --> 00:10:42.840

Mark Atalla: And so, as the chart on the left shows, we see the impact of how well we are doing in controlling
diabetes, both by age and by sex.

66

00:10:42.900 --> 00:10:58.389

Mark Atalla: And really, the takeaway is, and the trend shows and data shows, less patients are at goal A1C and
goal outcomes, which really means a greater risk of both heart disease, kidney disease, neuropathy, and the other
outcomes of having high blood sugar.

67
00:10:58.600 --> 00:11:01.310
Mark Atalla: So that brings us back to what can we do in the short term.

68



00:11:01.660 --> 00:11:05.760
Mark Atalla: And so, for the 150 million patients and Americans with prediabetes.

69
00:11:05.880 --> 00:11:08.789
Mark Atalla: The study on the right, so the box.

70

00:11:09.280 --> 00:11:20.820

Mark Atalla: is Al. And so this was a study to look at Al, and essentially, does a diabetes coach, a prediabetes
coach, that is Al-powered, work as well as a human coach?

71

00:11:21.030 --> 00:11:26.200

Mark Atalla: And while we all may have personal reasons why we may prefer an Al coach versus a human coach,
or vice versa.

72
00:11:26.330 --> 00:11:33.109
Mark Atalla: the data showed from this study that an Al-led program was not inferior to a human-led program.

73

00:11:33.300 --> 00:11:44.130

Mark Atalla: And | think that's really important in terms of, as we think about the clinical use cases of Al, and you'll
hear from others today, this is a critical part of care across America.

74
00:11:44.810 --> 00:11:46.029
Mark Atalla: Next slide, please.

75

00:11:48.970 --> 00:12:01.609

Mark Atalla: And so we wanted to start with perspective. And so, Dr. Amara, as you'll see, has a law which
basically states that we tend to overestimate the effect of a technology in the short run, but underestimate that
effect in the long run.

76

00:12:01.870 --> 00:12:09.370

Mark Atalla: And that question really is about us shaping a future together on what's possible, what's probable, and
what's preferable.

77

00:12:09.710 --> 00:12:17.280

Mark Atalla: We now see where Al has helped in administrative functions, such as Scribe as revenue cycle
management. We expect that to continue.

78
00:12:17.520 --> 00:12:19.339
Mark Atalla: And that's important for that to continue.



79

00:12:19.470 --> 00:12:28.369

Mark Atalla: What we're all excited about, and what we're here to talk about today, is really, in the medium and
long term, how Al will augment our current care system in a deflationary way.

80

00:12:28.650 --> 00:12:35.420

Mark Atalla: And with that, we're joined by Arman Sharma, who's the HHS Deputy Chief Officer, who will outline
our approach.

81
00:12:38.360 --> 00:12:40.210
Arman Sharma: We'll go to the next slide, please.

82

00:12:41.830 --> 00:12:58.020

Arman Sharma: Thank you, Mark. Thank you, Dr. Keene, for that introduction. So, what I'll do is sort of, you know,
now that we've sort of set the stage, go into a little bit about, how this administration, how this HHS is thinking
about Al in terms of action.

83

00:12:58.330 --> 00:13:21.939

Arman Sharma: Plain and simple, this administration uniquely recognized Al's potential and acted on it earlier and
more decisively than any administration that came before it. You know, it began in 2019, in President Trump's first
term, where he signed the nation's... where he commissioned the nation's first Al strategy, where he directed
every federal agency, including the Department of Health and Human Services, to treat Al as a national priority.

84

00:13:22.370 --> 00:13:41.739

Arman Sharma: And when he came back, in 2024, in 2025, he picked up right where he left off. On the third day of
his second term, he removed the barriers that his predecessor had imposed and ordered a comprehensive plan for
American Al dominance. And 6 months later, last summer, it arrived. America's Al Action Plan.

85

00:13:41.860 --> 00:13:50.700

Arman Sharma: The action plan was built on three pillars. Accelerating innovation, building the infrastructure to
power that innovation, and leading the world in Al diplomacy and security.

86
00:13:51.130 --> 00:13:52.440
Arman Sharma: From there.

87

00:13:52.530 --> 00:14:03.590

Arman Sharma: The administration went mission by mission. In September, an executive order aimed squarely
at... aimed Al squarely at one of the most challenging problems in modern medicine, pediatric cancer.

88



00:14:03.680 --> 00:14:14.789
Arman Sharma: Building on the Childhood Cancer Data Initiative and other amazing NCI programs, it was an
initiative to turn data into earlier diagnosis and new cures, powered entirely by Al.

89

00:14:15.010 --> 00:14:27.109

Arman Sharma: In November came the Genesis mission, a national effort. The order itself likens to the Manhattan
Project, harnessing the world's largest scientific datasets and computing infrastructure to accelerate discovery
using Al.

90

00:14:27.510 --> 00:14:38.119

Arman Sharma: And in December, the administration moved to clear the way for Al by pushing to eliminate the
patchwork of conflicting state laws and regulations that could slow innovation down.

91

00:14:38.490 --> 00:14:44.879

Arman Sharma: Throughout all of these... all of these actions on Al the White House has taken, the through line is
unmistakable.

92

00:14:45.080 --> 00:14:52.039

Arman Sharma: This is the most aggressive push to accelerate American Al adoption that we've ever seen, and
health is right in the center of it.

93
00:14:52.590 --> 00:14:54.300
Arman Sharma: We'll go to the next slide, please.

94
00:14:57.960 --> 00:15:00.909
Arman Sharma: And HHS is really leading... is really leading the way.

95

00:15:01.550 --> 00:15:18.529

Arman Sharma: You know, | think one thing that the White House, that the White House, that this White House's
actions on Al have really focused on that makes it unique is that there's a focus on adoption. It's not enough just to
build new Al tools, or to power them, or to have the infrastructure to power them. They actually have to be
adopted. People actually have to be using them.

96
00:15:18.790 --> 00:15:24.860
Arman Sharma: We as HHS, as Dr. Keen and Dr. Tala alluded to, do three fundamental things.

97
00:15:25.020 --> 00:15:28.499
Arman Sharma: We do regulation, we do reimbursement, and we do R&D.

98

10



00:15:28.870 --> 00:15:44.149

Arman Sharma: The RFI that we released in December was the beginning of our engagement across these three
levers. We want coordination. We want focus. We want to hone in on the specific policy levers that we need to pull
to enable you, the community, to help us achieve better outcomes using Al.

99
00:15:44.530 --> 00:15:49.230
Arman Sharma: So, from the RFI, we heard a couple of key needs, which I'll go over today.

100
00:15:49.390 --> 00:15:52.669
Arman Sharma: The first is, and you've heard this here today already, is coordination.

101

00:15:52.790 --> 00:16:03.999

Arman Sharma: Too often in government, the right hand doesn't talk to the left hand. And the opportunity for Al...
for healthcare Al that we have is simply too important for us to get lost in ourselves, so to speak.

102
00:16:04.110 --> 00:16:08.150
Arman Sharma: People want consistency, and this is why the 1HHS approach exists.

103

00:16:08.430 --> 00:16:19.890

Arman Sharma: You, the community, deserve clarity from us about where to engage the department, how and
when, and all of us, the department being on the same page, is a necessary prerequisite for that.

104

00:16:20.480 --> 00:16:26.550

Arman Sharma: The second is adoption support, you know, which really means, you know, support around
implementation and governance.

105

00:16:26.910 --> 00:16:36.310

Arman Sharma: We recognize that even with, you know, the most agile, regulation, even with optimal
reimbursement, there's still... there's still an implementation gap.

106

00:16:36.310 --> 00:16:47.739

Arman Sharma: There's still process and workflow optimization that's required to take Al and bring it into existing
workflows within any care setting, whether that be a small clinic or whether that be a large academic medical
center.

107

00:16:48.530 --> 00:16:54.879

Arman Sharma: What are the practical insights that you, the community, and your peers should have when it
comes to deploying Al?

108

11



00:16:55.900 --> 00:17:11.100

Arman Sharma: And the third is evaluation and benchmarking. You know, as we evolve regulation, people look to
the government, to our agencies, especially for health, for a signal of what is good and what is bad when it comes
to products that are used for clinical care.

109

00:17:11.369 --> 00:17:18.649

Arman Sharma: As we evolve regulation, there's a deeper, more fundamental question about what makes an Al
tool good, clinically.

110

00:17:18.790 --> 00:17:32.089

Arman Sharma: There's a demand to push the technical frontier of evaluation and benchmarking to begin to
quantify what exactly good means when it comes to Al, especially as patients and providers try to think through
what tools to use and in what contexts.

111

00:17:32.810 --> 00:17:48.800

Arman Sharma: We believe that... we believe that starting with... starting with these three things, and acting on
constant engagement from this community, is what's needed to establish trust. And trust in this technology is the
only thing that will lead to responsible, but also effective adoption.

112
00:17:49.610 --> 00:17:51.450
Arman Sharma: So we'll go to the next slide, please.

113

00:17:54.090 --> 00:18:13.789

Arman Sharma: So, before we move on to our division presentations, where you all get to hear from our divisions,
the folks at the department really doing the work on the ground, | wanted to take a moment and recognize, you
know, what underpins Al? We're talking about clinical... what is the work that is needed to... for us to even have
this conversation?

114
00:18:13.790 --> 00:18:15.940
Arman Sharma: The answer to that is data liquidity.

115

00:18:16.080 --> 00:18:30.599

Arman Sharma: So, you know, | want to give a special shout out today to ONC, the Office of the National
Coordinator for Health IT, led by Dr. Tom Keene. The work that they are doing to liberate patient data, to make it
accessible to patients and providers, is fundamental to the success of clinical Al.

116

00:18:30.800 --> 00:18:49.330

Arman Sharma: People don't have use for Al if they don't have fundamental information about their own health.
So, you know, | want to... what | want to recognize from ONC is that not only for organizing today's event, but also
coordinating the RFI, our external stakeholder engagement, and really for coordinating Al efforts across the
department.

12



117

00:18:49.640 --> 00:19:00.319

Arman Sharma: Their efforts are critical to making clinical Al possible, and ultimately, that's what we will need.
That's what we will need, to be successful at improving healthcare access and affordability for all Americans.

118
00:19:01.440 --> 00:19:03.330
Arman Sharma: So we'll move on to the next slide, please.

119

00:19:04.420 --> 00:19:18.950

Arman Sharma: So now we're gonna go into our division spotlight, where we're gonna give you the opportunity to
hear from a couple of our divisions as to what exactly they're doing, to... to execute on the President and the
Secretary's mission to accelerate Al adoption in healthcare.

120

00:19:18.950 --> 00:19:43.499

Arman Sharma: So, we'll start with ARPA-H, the Advanced Research Project Agency for Health. To represent, we
have one of HHS's true Al luminaries. Dr. Haider Raich is a program manager at ARPA-H for, its most subscribed-
to program, the Advocate Program, which I'm sure many of you have heard of. You know, there's a saying at HHS
that you can't spell Haider or Raiich without Al, and pretty soon you guys are gonna, you guys are gonna see why.
So, Haider, I'll turn it over to you.

121

00:19:45.370 --> 00:20:02.709

Haider Warraich: Thank you, Arman. Thanks for putting this event together. Thank you for everyone tuning in. Next
slide. Just to recap, my name is Heather Varage. I'm a cardiologist, and a program manager at ARPA-H. Prior to
this, | was... | served at the FDA, where | focused on chronic disease and Al. Next slide.

122

00:20:03.980 --> 00:20:15.910

Haider Warraich: And just for those who don't know, just a brief... because ARPA-H is a relatively new agency that
is focused on really supporting transformative advances in health.

123

00:20:15.910 --> 00:20:32.799

Haider Warraich: and was created to fill the gap in our funding ecosystem, in which we really didn't have an
agency that was like DARPA, and had the impact that DARPA has had on science and technology, but with a
focus on healthcare, and had the license to take ambitious swings.

124

00:20:32.800 --> 00:20:49.059

Haider Warraich: when it comes to moving technology and patient care forward. And | believe that the advocate
program, which has been really well supported by the HHS, and I'm really grateful for that, is, is symbolic of that.

125

00:20:49.070 --> 00:21:06.199
Haider Warraich: So, before, you know, the vision for the Advocate Program is really... | think many of us see the

13



potential of Al. Many of us, especially... and the more you study it, the more you see the new advances, the more
you realize that this is a technology that could well be the defining technology of our age.

126

00:21:06.200 --> 00:21:31.190

Haider Warraich: But when it comes to... but when you go to the clinic, when a patient comes to the hospital, they
don't really see Al impacting their care, they don't see it affecting their outcomes, and part of that is because
there's a lot of regulatory uncertainty, but there's also a lot of risk involved in developing technologies that truly use
the potential of Al to essentially do everything a clinician could do over the phone, but also do it within the
regulated environment to do so

127

00:21:31.190 --> 00:21:46.380

Haider Warraich: and build a technology that is safe and effective, that could earn the trust of patient healthcare
systems alike. And that is really the vision of the Advocate Program, is to really build that type of technology and
make that available scalably for all Americans. Next slide.

128

00:21:51.720 --> 00:22:16.660

Haider Warraich: Next slide, thank you. And the problem we chose to focus on was really cardiovascular disease.
So I'm a cardiologist, so | will say that I'm a bit biased, but cardiovascular disease remains the number one cause
of death and disability in this country, and one of the biggest reasons is that there simply is not enough cardiology
care available. Research that my team led in the past showed that almost half of the counties in this country don't
have

129
00:22:16.660 --> 00:22:18.159
Haider Warraich: | have a single cardiologist.

130

00:22:18.160 --> 00:22:34.359

Haider Warraich: And even when people do have access to cardiologists, the type of care or the quality of care
that they receive is often not what you would want, not what | would want for my patients or my loved ones. And
so, certainly, there is... there is an opportunity for Al to be able to scale clinical knowledge into action broadly. Next
slide.

131

00:22:39.640 --> 00:22:57.440

Haider Warraich: And the vision for Advocate was really to develop, or is to support teams that will develop a
technology that can, essentially, what | like to say, is do everything a clinician can over the phone. And what that
means is that that could include administrative functions, such as helping set up appointments.

132

00:22:57.440 --> 00:23:22.409

Haider Warraich: helping provide advice about diet and lifestyle, which is so important for patients with
cardiovascular disease, but also provide actual diagnoses, perform actual triage, and really perform high-risk
functions, including being able to change medications or prescribe new medications. The focus of this program is
on patients with heart failure, but really the idea is that we are building a template that would be applicable to any
patient
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133
00:23:22.410 --> 00:23:27.709
Haider Warraich: with chronic disease, and so the impact could be quite, quite broad. Next slide.

134

00:23:31.680 --> 00:23:41.609

Haider Warraich: And there are 3 components of the advocate program. Each of these components is called the
technical area, which acts as an independent funding stream.

135

00:23:41.610 --> 00:24:01.819

Haider Warraich: The first technical area is focused on supporting teams that will develop, you know, this heart
failure agent or this cardiovascular disease agent. This will be a patient-facing technology. This is a technology
that patients can talk to, interface with, they can describe their symptoms to, and this technology will be able to
close the loop. Instead of directing them to a clinician, it will be able to take the action that the patient needs.

136

00:24:01.820 --> 00:24:08.230

Haider Warraich: It will do so by being integrated in real time with the electronic health record, and also with
variables, because

137

00:24:08.230 --> 00:24:23.210

Haider Warraich: you know, we get so much physiologic data from variables, but we don't actually use it clinically.
In part, we've never had a technology that can use this, and now with Al, we really feel like we can unlock the
potential that variables have in building out a surveillance layer, helping us be more proactive rather than reactive.

138
00:24:23.440 --> 00:24:25.060
Haider Warraich: We also believe that

139

00:24:25.070 --> 00:24:40.890

Haider Warraich: Ensuring that this technology is optimized from a safety perspective is critical to ensuring its
adoption. Healthcare systems have a lot of question marks. Clinicians will have a lot of concern about technology
that is so powerful. Therefore, we're also supporting teams.

140

00:24:40.890 --> 00:24:57.969

Haider Warraich: That are going to... that are... that are proposing to build a supervisory layer that will help
optimize human oversight of these technologies after they've been deployed in the post-market. And lastly, we
believe that implement... implementing these technologies is going to be incredibly challenging, and therefore, we
are recruiting health systems

141

00:24:57.970 --> 00:25:11.539

Haider Warraich: Who are going to help co-develop this technology. They'll provide all the resources for this, for
the teams to be able to build out this technology, and then we'll deploy it in their clinical settings in randomized,

15



clinical trials.

142

00:25:11.540 --> 00:25:20.370

Haider Warraich: And really, what we're trying to do is build the entire stack that will be needed to make clinical
agentic Al a reality for every American.

143
00:25:21.500 --> 00:25:22.500
Haider Warraich: Next slide.

144
00:25:24.780 --> 00:25:29.269
Haider Warraich: And that's it for me, and I'll now move on to the next speaker. Thank you, Arman, again.

145

00:25:29.610 --> 00:25:44.510

Arman Sharma: Thanks, hi there. So yeah, we'll now, we'll now turn it over to, Mary Lazarian, who's the Acting
Administrator of the Administration for Community Living, and Kelly Cronin, Deputy Administrator. Thanks, Mary
and Kelly, for joining. Please take it away.

146

00:25:44.720 --> 00:25:57.280

Mary Lazare: Okay, thank you, Armand, and nice to be with all of you. As he said, | am at the Administration for
Community Living, known as ACL, so I'll refer to us as ACL.

147

00:25:57.280 --> 00:26:07.660

Mary Lazare: And on the first slide, if you would advance to that, I'm not going to go through that, you certainly will
have it to look through, but our focus is on people who are challenged

148
00:26:07.660 --> 00:26:12.229
Mary Lazare: To remain in the community or return to community living.

149

00:26:12.230 --> 00:26:29.760

Mary Lazare: And that is primarily older adults and people with disabilities. So, in looking at that, we have
established these priorities that you see on this first slide. In particular, you're going to hear today of how we're
applying Al to a very significant issue.

150

00:26:29.760 --> 00:26:45.290

Mary Lazare: And that is, under the umbrella of caregiving, we're addressing caregivers and how to, how Al can
support that work. So | won't go into that too much, but let me address some of the other priorities and how we see
Al supporting.

151
00:26:45.430 --> 00:26:48.999
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Mary Lazare: And so we're starting, of course, as | said, with the,

152

00:26:49.050 --> 00:26:58.569

Mary Lazare: caregiving, and you'll hear about that in a minute. But whole person health. So, as | say, ACL is
looking at how do we support people

153

00:26:58.570 --> 00:27:14.340

Mary Lazare: in remaining or returning to community living. And a lot of that is, how do we utilize Al? And we're
beginning to look at that in terms of the wearables, as was just mentioned, but also modifying homes so that
people can remain in their homes.

154
00:27:14.340 --> 00:27:16.560
Mary Lazare: Safety features,

155

00:27:16.560 --> 00:27:36.639

Mary Lazare: ease features, locking doors, turning on lights, all of that, and scheduling that through Al so that it
becomes manageable, certainly for people with disabilities and those who want to continue living into their home
into older age. And that's what we... that's what we know is what people want.

156

00:27:36.640 --> 00:27:45.769

Mary Lazare: So we're looking at that in terms of how do we keep people in their homes, adapt homes, utilizing Al,
to be able to do that.

157

00:27:45.820 --> 00:28:04.099

Mary Lazare: Also, employment. So you're thinking, what about employment? Well, significantly, people with
disabilities are disadvantaged in not necessarily seeking employment, but getting employment. Maybe a little over
a third of people with disabilities are employed in,

158
00:28:04.100 --> 00:28:10.169
Mary Lazare: You know, areas where they're finding it capable of maintaining their ability to stay in community.

159

00:28:10.170 --> 00:28:22.600

Mary Lazare: So utilizing Al is a help in terms of targeting their specific skill sets to employers who are hiring
people with disabilities and reasonable accommodations and the like.

160

00:28:22.640 --> 00:28:31.920

Mary Lazare: As well, what a lot of people don't realize is more older adults, as well, are remaining in community,
are looking for employment in community.

161
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00:28:31.920 --> 00:28:42.839
Mary Lazare: Older adults are the fastest growing sector of the homeless population, so we're looking to see is
where... how do we utilize Al to marry up where those needs are and their skill sets?

162

00:28:42.840 --> 00:28:58.900

Mary Lazare: And then, as well, in economic security, we want to apply Al to things like Trump accounts, where
people can go and search into things like TrumpRx, ABLE accounts, which is a 529-type plan for people with
disabilities.

163

00:28:58.900 --> 00:29:15.170

Mary Lazare: As well, even further, we want to utilize it in looking at Medicare enroliment, because we provide
programs that assist people in enrolling and finding other benefits, so putting in their particular needs, utilizing Al
can help them

164
00:29:15.170 --> 00:29:19.209
Mary Lazare: To have immediate access to those kinds of capabilities.

165
00:29:19.440 --> 00:29:25.950
Mary Lazare: And lastly, and not most importantly, protecting rights and preventing abuse

166

00:29:25.950 --> 00:29:40.690

Mary Lazare: We are working with other federal departments on things like even looking at phone calls and how to
avoid scam calls before they even get to the recipient, how to identify that as well on laptops and so forth.

167

00:29:40.810 --> 00:29:54.490

Mary Lazare: Last, but really not least, is utilizing Al to connect people to resources. So where we have call-in
services, Al can help us to match needs as they are called in.

168

00:29:54.490 --> 00:30:03.530

Mary Lazare: to available resources across the country, both for people with disabilities and older adults. So all of
these are in planning phases.

169

00:30:03.550 --> 00:30:19.800

Mary Lazare: But let's advance to the next page so we can get into the particular Al application that we're going to
address. As | said, and you can see here, most people choose to live in either their own home or their community,
or a home-like setting.

170
00:30:19.890 --> 00:30:24.460
Mary Lazare: And, so if you advance to the next page, you'll see



171

00:30:24.460 --> 00:30:43.980

Mary Lazare: Some of the demographics, related to that, 58 million people, are over 65. | chose the age 60
because the Older Americans Act, which is a big, funder for ACL, is, states eligibility at age 60. We have 12,000

172
00:30:44.010 --> 00:30:50.710
Mary Lazare: Americans turning 60 every day, so the size of this problem is significant.

173

00:30:50.800 --> 00:30:59.500

Mary Lazare: And if you advance to the last slide I'm going to address, you also see the enormity of the caregiving
issue.

174
00:30:59.620 --> 00:31:02.300
Mary Lazare: So, 63 million

175

00:31:02.380 --> 00:31:15.660

Mary Lazare: Family members, unpaid caregivers, all within that kinship circle of either very close neighbors, very
close family members, or daughters, sons, spouses, are providing care in the home.

176

00:31:15.660 --> 00:31:34.190

Mary Lazare: And in order to keep people in home, we know that they need those caregiver supports, and as well,
people with disabilities who are often able to be employed, work, engage in community living, are supported by
direct support personnel or direct care workers.

177
00:31:34.220 --> 00:31:40.049
Mary Lazare: We are extremely shy of the need that we need there as well, and that number is growing.

178

00:31:40.230 --> 00:31:58.840

Mary Lazare: So, in response to that, since caregiving is our number one priority, that's where we begin our Al
applications. And Kelly Cronin and her team here at ACL are addressing that through a prize challenge that will
look at how do we support these 63 million

179

00:31:58.860 --> 00:32:11.310

Mary Lazare: unpaid, and the more than 600,000 unpaid caregivers that we need to recruit and add to our system,
how do we get them

180

00:32:11.310 --> 00:32:21.409

Mary Lazare: into this, how do we stretch their capability? So, Kelly, let me turn this over to you, and you can go
into the specifics of this Al application.

19



181
00:32:22.250 --> 00:32:25.639
Kelly Cronin: Great, thank you, Mary. So the next slide,

182
00:32:25.860 --> 00:32:29.919
Kelly Cronin: It gives a little bit of a broader perspective on

183
00:32:30.000 --> 00:32:37.860
Kelly Cronin: what are we trying to achieve when we are thinking about, adoption of Al to support caregiving?

184

00:32:37.860 --> 00:33:00.170

Kelly Cronin: Broadly speaking, we'd really like to improve the quality of care at home, reduce caregiver burden,
and strengthen the caregiver infrastructure for the future. So, ideally, this means Al solutions are affordable, they're
practical, they're safe, and they're scalable. They can strengthen the caregiving in the home and support that
caregiver in their delivery of care.

185

00:33:00.180 --> 00:33:19.250

Kelly Cronin: But they also help meet this growing demand for care when we have a real workforce crisis, as Mary
was describing. But we do that in such a way that we're not compromising quality. So if we're going to be using Al
and sensors, wearables, remote monitoring, a host of expanding tools, robotics.

186
00:33:19.260 --> 00:33:25.519
Kelly Cronin: That we can use those in a way to deploy the workforce that we have.

187

00:33:25.630 --> 00:33:39.210

Kelly Cronin: make the most of both the human and technology to keep people supported and healthy at home.
Importantly, we want to supplement, not replace, human connection.

188

00:33:39.480 --> 00:33:48.129

Kelly Cronin: And we also want Al tools to be user-centered, really informed by the voices and experiences of
caregivers.

189

00:33:49.180 --> 00:34:13.719

Kelly Cronin: So the next slide, gives us a little bit of a snapshot of some of our work to date. Our Caregiver Al
Prize Challenge, which we announced a few months ago, is currently in Phase 1. We are aiming to drive
innovation for affordable, user-centered Al tools that, again, improve care quality, reduce caregiver burden, and
importantly, extend this, strained caregiver work, or the direct care worker

190

00:34:13.719 --> 00:34:14.679
Kelly Cronin: force.
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191

00:34:14.840 --> 00:34:25.129

Kelly Cronin: So we have two tracks. The first track is really focused on both family, and professional caregivers,
the work that they do right in the home.

192

00:34:25.130 --> 00:34:40.690

Kelly Cronin: But we also want Al tools to increasingly be extending this caregiver workforce, so support both the
capacity and the reach of that workforce. So this is more focusing on the provider organizations, home care
agencies, HCBS providers.

193

00:34:40.810 --> 00:34:57.209

Kelly Cronin: So we're, looking to really create an innovation and learning community around this work. We want
really broad application of these tools, but to learn our way into best practices for implementation. And the next
slide.

194

00:34:58.090 --> 00:35:12.980

Kelly Cronin: points to some important principles that is guiding all of this work, and we are judging people that are
a part of this challenge through each phase based on these principles, how well they're abiding to them. So one is
really protecting

195
00:35:12.980 --> 00:35:19.039
Kelly Cronin: Privacy, dignity, and choice. Another is really supporting human in-the-loop accountability.

196
00:35:19.380 --> 00:35:23.619
Kelly Cronin: Another is to support caregivers' well-being and reduce burden.

197
00:35:23.980 --> 00:35:30.550
Kelly Cronin: Supplement, again, but not replace human connection, support person-centered care.

198
00:35:30.660 --> 00:35:39.380
Kelly Cronin: Promote safety, reliability, and transparency, including algorithm, reliability and transparency.

199
00:35:39.490 --> 00:35:47.829
Kelly Cronin: Performance, and ensure affordability and access, so we, over time, can see broad adoption.

200

00:35:48.980 --> 00:36:05.439

Kelly Cronin: The next slide, is another challenge that we, more recently launched that is getting to another aspect
of Al implementation that's adjacent to our caregiving work, but this is really focused on how do we keep
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201

00:36:05.750 --> 00:36:30.430

Kelly Cronin: dually eligible Medicare and Medicaid beneficiaries, or those who are perhaps at risk to being
Medicaid eligible, because they have complex needs and they're at risk for spend down. How do we support that
population at home through comprehensive person-centered services, and doing this through teams of community
care networks and healthcare partners coming together

202
00:36:30.430 --> 00:36:33.610
Kelly Cronin: To deliver those services in a more seamless way.

203

00:36:33.720 --> 00:36:39.960

Kelly Cronin: So we recognize technology, infrastructure, and tools are really going to be an important enabler of
this work.

204

00:36:40.050 --> 00:36:58.920

Kelly Cronin: And in doing, in designing this, and now moving into these phases, we want to reward the use of Al,
particularly Al that's going to enable that clinical and community integration and support care coordination, across
the continuum.

205

00:36:59.040 --> 00:37:16.880

Kelly Cronin: We're also going to be rewarding innovative approaches to meet the nearly dually eligible
beneficiaries with more complex needs. So there's, as Mary was mentioning, a lot of applications of Al that we're
really excited about, we're aiming to encourage adoption of through

206
00:37:16.880 --> 00:37:19.900
Kelly Cronin: These challenges and other initiatives we're planning.

207
00:37:19.900 --> 00:37:22.869
Kelly Cronin: But we really also want to create this

208

00:37:22.990 --> 00:37:38.419

Kelly Cronin: Deliberate, collaborative learning environments so that together, with many of the partners, many of
our grantees and other partners in healthcare, we can learn together about how to do this well in responsible ways
to get to the outcomes that we all want to achieve.

209
00:37:39.340 --> 00:37:43.260
Kelly Cronin: So I'm going to transition next to the FDA, | believe.

210

00:37:45.150 --> 00:38:03.829
Arman Sharma: Thanks so much, Kelly. Really appreciate you, and Mary, thanks for joining. So now, | want to turn
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it over to Dr. Rick Abramson. Rick is our Director for the Digital Health Center of Excellence and Associate Director
for Digital Health at the Center for Devices and Radiological Health at the FDA. So, Rick, over to you.

211

00:38:04.500 --> 00:38:17.230

Rick Abramson: Great, thank you very much, Armand. Good afternoon, everyone. | appreciate the opportunity to
be here. I'm going to speak without slides, just to give more of a high-level sense for FDA's role in the 1THHS
approach.

212

00:38:17.230 --> 00:38:25.569

Rick Abramson: And also because we are engaged in active policy development, which does somewhat limit my
ability to speak to specific policy directions.

213

00:38:25.610 --> 00:38:35.609

Rick Abramson: So, instead of particular policy levers, let me just speak to general directions and overarching
themes motivating FDA policy development around clinical Al.

214

00:38:35.610 --> 00:38:46.050

Rick Abramson: These themes are drawn from public workshops and listening sessions, as well as public
comment to various documents FDA has put out and will continue to put out to the community.

215
00:38:47.360 --> 00:38:52.160
Rick Abramson: First major theme that we are responding to is a call for greater clarity.

216

00:38:52.370 --> 00:39:04.280

Rick Abramson: Now, this has always been important, and it will be even more important as we head towards Al
systems of greater functional complexity, and Al systems that operate with greater autonomy and greater agency.

217

00:39:04.410 --> 00:39:20.820

Rick Abramson: FDA will need to be clear, not only on what it regulates and how, on what is required of sponsors,
and also what role FDA will play in both the pre-market and post-market settings. And we aim to get that clarity out
to the community.

218

00:39:22.040 --> 00:39:29.290

Rick Abramson: A second major theme is the need for right-size regulation. That is, regulation that is proportionate
to risk.

219

00:39:29.440 --> 00:39:49.359

Rick Abramson: Now, part of risk proportionate oversight, of course, is understanding not only the rapid evolution
of the technology itself, but also the evolution in how users interact with that technology. We simply don't interact
with Al tools the same way in 2026 that we did in 2023 or 2020.
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220

00:39:49.760 --> 00:40:03.209

Rick Abramson: The FDA, as a robust, dynamic, responsive regulatory body, realizes the importance of adapting
its frameworks as both the technology and our relationship with that technology change over time.

221
00:40:04.400 --> 00:40:10.089
Rick Abramson: A third major theme is the need for appropriate oversight across the life cycle of a product.

222

00:40:10.450 --> 00:40:22.479

Rick Abramson: Obviously, this is important for all medical products, but especially important for clinical Al tools
that often, as we know, behave very differently in the post-market setting from how they behaved pre-market.

223

00:40:22.820 --> 00:40:35.069

Rick Abramson: FDA remains committed to the total product lifecycle approach, including seeking appropriate
balance between pre-market and post-market oversight, and you'll see that reflected in the weeks and months to
come.

224

00:40:36.510 --> 00:40:54.429

Rick Abramson: A fourth major theme is preparing for the future. Now, it's been said that technology evolves on a
scale of weeks to months, while regulation evolves on a scale of months to years. There is some truth to that, and
the world is looking to the FDA for leadership in how to approach advanced clinical Al tools.

225

00:40:54.560 --> 00:41:03.339

Rick Abramson: We plan to meet the challenge, and the public should be expecting us to release some ideas to
the public for stakeholder comment in very short order.

226
00:41:04.330 --> 00:41:08.819
Rick Abramson: And the final theme I'll mention is the need for policy coordination.

227

00:41:08.970 --> 00:41:27.139

Rick Abramson: among federal entities, between federal and state oversight bodies, and also with international
regulators. Again, FDA plans to rise to this challenge, and has already been doing so through its collaborations
with ONC, with CMS, with NIH, with ARPA-H, with ACL,

228

00:41:27.150 --> 00:41:36.340

Rick Abramson: with HHS leadership, and with national and international standard-setting bodies, with
professional societies, and with the international regulatory community.

229
00:41:36.910 --> 00:41:49.669
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Rick Abramson: Bringing it back to this call, we are 100% committed to the principles behind 1HHS, and we look
forward to working productively with our counterparts across the agency to advance responsible adoption of
clinical Al.

230
00:41:50.770 --> 00:41:53.460
Rick Abramson: I'll turn it back, and thank you very much for having me.

231
00:41:55.460 --> 00:42:01.669
Mark Atalla: Thank you so much, Rick. What we heard today is about how across HHS divisions.

232

00:42:01.840 --> 00:42:18.890

Mark Atalla: We are working on really hard problems, and we're doing so transparently, with stakeholders. You
heard from ARPA-H, trying to address heart failure, which is a huge need. We heard about caregiving,

233
00:42:19.030 --> 00:42:22.030
Mark Atalla: And the needs, really across,

234

00:42:22.140 --> 00:42:34.010

Mark Atalla: our aging population, and how we'll address the long-term care crisis coming. And then you heard,
really, from FDA on how we're going to ensure, through FDA, that there's a regulatory framework that's clear.

235
00:42:34.150 --> 00:42:38.950
Mark Atalla: The regulation is risk-appropriate and scales, and there's a lifecycle management.

236
00:42:39.810 --> 00:42:45.240
Mark Atalla: These are... some of the things that we are doing at HHS under, really, a 1HHS approach.

237
00:42:45.910 --> 00:42:50.979
Mark Atalla: And we've heard from the RFI and from our broad conversations

238

00:42:51.350 --> 00:43:01.599

Mark Atalla: really three things that you'll also see from us, in addition to this, over the coming weeks and months.
The first is stakeholders need a way to navigate HHS,

239
00:43:01.710 --> 00:43:05.410
Mark Atalla: And that a coordinated approach to Al is critical for adoption.

240
00:43:05.950 --> 00:43:08.590



Mark Atalla: We've heard the need for adoption support.

241

00:43:08.960 --> 00:43:18.409

Mark Atalla: governance frameworks, responsible adoption, the trust of the center, and that's something that we
will, you'll see more from us in the coming weeks and months.

242

00:43:18.820 --> 00:43:25.930

Mark Atalla: We've also heard a need to understand where technology is going, and that really takes the shape of
benchmarking and evaluation.

243
00:43:26.980 --> 00:43:31.700
Mark Atalla: Broadly, as we heard today, There's real action happening at HHS.

244
00:43:32.020 --> 00:43:37.780
Mark Atalla: And... What we expect is of the promise of predictive, generative, and assistive technologies

245

00:43:38.430 --> 00:43:47.429

Mark Atalla: for all Americans, will improve Americans' access to care, and bring deflationary powers to bear to
reduce overall costs.

246
00:43:47.760 --> 00:43:49.300
Mark Atalla: We'll leave with a quote.

247
00:43:49.760 --> 00:43:51.380
Mark Atalla: Which you can see on the slide.

248
00:43:51.560 --> 00:43:55.820
Mark Atalla: And broadly, the thought that says what the future looks like is inevitable.

249
00:43:55.970 --> 00:43:59.129
Mark Atalla: Al will make care accessible and affordable.

250

00:43:59.420 --> 00:44:02.050
Mark Atalla: The timing is up to us. Thank you.
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