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A Message from Josh Makower

2024 was a transformative year for Stanford 
Biodesign. As we announced in September, 
we are now the Stanford Mussallem Center 
for Biodesign! When we communicated 
our name change, we affirmed a few key 
areas where we intend to strengthen our 
activities and expand our impact: broader 
life sciences innovation; health equity—in 
the United States and globally; and, of 
course, health technology innovation policy. 
I am very pleased to share this update on 
the Stanford Biodesign Policy Program with 
you.

We launched the Policy Program in 2022 
to build a bridge between innovators and 
policymakers. As innovators strive to 
develop and market novel technologies 
with the potential to improve patient 
outcomes, expand access to care, and 
reduce healthcare costs, our goal is to 
help policymakers appreciate how different 
policy choices can impact the ecosystem 
that makes these innovations possible. 
We made great strides in 2024 while also 
making changes to some components of the 
program based on our learnings from the 
prior years. 
I have captured some highlights in the 
paragraphs that follow. More detail can be 
found in the remainder of this report. 

Research

The policy research team continued to focus 
on identifying and expounding on important 
near-term policy topics of relevance to the 
innovation ecosystem. 

Our seminal study examining the time 
required for novel medical technologies to 
attain Medicare coverage after receiving 
FDA authorization, published in 2023, was 
cited in multiple press articles throughout the 
year, and in the press release announcing 
Senate bill S5349, the Ensuring Patient 
Access to Critical Breakthrough Products 
Act. 

Beyond coding, coverage, and payment-
related policy issues, the team is examining 
the challenges and questions raised by the 
emergence of artificial intelligence-based 
healthcare applications, as well as the 
regulatory landscape required to facilitate 
innovation while minimizing the risks of 
harm to the public. We’re also exploring 
the impact of the Inflation Reduction Act on 
rare diseases and orphan drugs, as well as 
the need for more predictable and efficient 
regulatory processes for cell and gene 
therapies, among other topics. 

We’re excited by the opportunities our 
research presents to collaborate with other 
thought leaders and the impact we’ve 
already seen with our publications.

Education

Our inaugural cohort of Policy Fellows 
completed the first year of their training 
program in May. Having received excellent 
grounding in six domains—intellectual 
property, healthcare finance and payment, 
federal policy and politics, health economics 
and value, regulatory policy, and health 
equity—as well as practical policy-related 
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writing and communication skills, they 
proceeded to their second-year placements 
over the summer at the Department of 
Health and Human Services, the Advanced 
Research Projects Agency for Health 
(ARPA-H), and the policy research team 
at Stanford Biodesign. While at Stanford, 
each fellow also took on a research project, 
developing content expertise in a policy 
area of significant importance to the health 
technology innovation ecosystem. 

Based on their experience, and our 
assessment of the first year, we restructured 
the fellowship from a 24-month program 
to an 18-month program for the second 
cohort of fellows. They arrived at Stanford 
in August, completed the first phase of their 
training in December, and are due to take 
up their Washington DC placements this 
winter. Additionally, we’ve paused recruiting 
for future fellowship cohorts while we 
explore other educational models focused 
on current policymakers and congressional 
staffers. We will share more about these 
initiatives as they take shape.

Engagement

In 2024, we deepened our reputation as 
a neutral, fact-based convener, bringing 
together multiple stakeholders in the 
innovation and policy communities to share 
knowledge and explore topics of relevance 
and importance to all parties. 

Our first Washington, DC Health Technology 
Innovation Policy Conference attracted 
a significant number of  innovators and 
founders, policy experts from small and 
large health technology companies, venture 
capitalists, digital health enthusiasts, 
government officials, physicians, academics, 
and many others to discuss issues 
impacting medtech and biotech innovation, 
health data exchange, and AI regulation. 
We also hosted periodic hour-long webinars 

throughout the year on emerging issues of 
interest, including the Trusted Exchange 
Framework Common Agreement (TEFCA) 
and real world evidence, among others.

In February, I was invited to join a 
panel discussion on Current Procedural 
Terminology (CPT) volume criteria at the 
American Medical Association’s CPT/
HCPAC Advisory Committee’s annual 
meeting. I shared the ways in which the 
current criteria for obtaining a Category 
1 CPT code pose a challenge to patient 
access to novel technologies. We later 
published some of the research that 
informed that testimony in an article in the 
journal Health Management and Policy 
Innovation (HMPI).

Thank you

We’re looking forward to forging ahead with 
each of these important streams of work 
in 2025. We could not do any of it without 
you, our donors and supporters. Your 
confidence in our vision has been crucial 
for our success. We hope we can continue 
to earn your trust and count on your 
support as we work to safeguard our robust 
but delicate health technology innovation 
ecosystem. 

Sincerely,

Josh Makower, MD
Byers Family Director and Co-Founder, 
Stanford Mussallem Center for Biodesign 
Yock Family Professor of Medicine and of 
Bioengineering, Stanford University
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Research

The Stanford Biodesign policy 
research team aims to inform 
the current legislative agenda by 
producing rigorous, independent, 
nonpartisan research on the 
most pressing issues impacting 
the innovation ecosystem and, in 
particular, resource-constrained 
startup innovators. In the last 
year, our priorities have coalesced 
around three areas: medical 
devices and diagnostics, digital 
health, and biotechnology.

5
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By Richard Macary, July 23, 2024

“My experience on the latter differences 
was confirmed by a 2023 study published 
in JAMA Health Forum by researchers at 
Stanford University who showed that, in a 
selected sample of cleared medical devices 
based on novel technologies, it took an 
average of 5.7 years to achieve Medicare 
coverage. This is in contrast to published 
data showing that Medicare covers 
approximately 90% of newly approved drugs 
within one year of receiving FDA approval.”

By Caroline Catherman, August 22, 2024

“Sometimes the waiting game isn’t just a 
bureaucratic hurdle—it’s a matter of life 
and death (...) After market approval, CMS 
then makes coverage decisions locally 
or it can go through a national coverage 
determination (NCD), which takes an 
average of nearly five years, according 
to a 2021 industry professional survey (...) 
“It affects a lot of people who may not have 
the time to wait,” Sandra Waugh Ruggles, 
director of policy research at the Stanford 
Byers Center for Biodesign, said in a press 
release about the survey’s results.”

Press release, November 20, 2024

“Senators Todd Young (R-Ind.) and Alex 
Padilla (D-Calif.) introduced the Ensuring 
Patient Access to Critical Breakthrough 
Products Act, bipartisan legislation that 
would enable millions of older Americans 
to receive quicker access to life-changing 
medical innovations. Under current 
policies, a Stanford Mussallem Center 
for Biodesign study found that it takes 
an average of 5.7 years for medical 
technologies to achieve nationwide 
coding, coverage, and payment. 
This important legislation would fix 
that oversight, helping patients gain 
faster access to life-changing medical 
innovations.”

Research 

A selection of articles citing Stanford Biodesign’s research on establishing 
Medicare coverage
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Health Equity

Black Maternal Health and HIV/
AIDS: Advocacy Lessons Across 
Movements

Health equity policy director Stella 
Safo and Rebekah Dailey also 
published a commentary sharing 
advocacy lessons from the late 
nineties HIV/AIDS movement that 
could be useful in the work to reduce 
Black maternal mortality. Takeaways 
included centering the experiences of 
those directly or indirectly affected by 
the crisis, advancing policy changes 
that address the root causes of the 
inequities in care, and framing the 
problem as one that affects “all of us.”

Biotechnology

Regulatory Pathway for Cell and 
Gene Therapies in the United States: 
Perspectives from Innovators and 
Investors
December 4, 2024, Health Management and 
Policy Innovation

In 2019, the FDA set a goal of approving 
10-20 cell and gene therapies (CGTs) 
annually by 2025; yet, in 2023, only 
five CGTs were approved. Policy 
Fellow Erika Modina, together with co-
authors Sandra Waugh Ruggles and 
Josh Makower, conducted a survey of 
investors and innovators working on 
cell and gene therapies to understand 
the typical time required to progress 
from initial FDA contact to FDA approval 
of their therapies. For the majority of 
respondents (54%), the answer was 6-10 
years. This lengthy regulatory approval 
process is a reflection of various barriers 
identified, in particular FDA reviewer 
and staff turnover, as well as a lack of 
transparency in the approval process, 
administrative delays, theoretical 
safety concerns unsupported by data, 
and changing parameters for approval 
introduced during the review process. 
Given the life-saving potential that CGTs 
represent for many patients, the authors 
recommend, “strengthening the existing 
FDA pilot program, offering continuous 
development opportunities for reviewers, 
and enhancing the transparency of the 
regulatory process.”

Research
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Education

Our objective with our educational 
offerings is to create focused 
experiences that help current 
and future health policy leaders 
develop a deeper understanding 
of how health technologies can 
be leveraged to improve patient 
outcomes, expand access to care, 
and reduce healthcare costs.

11
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deepened their knowledge of the 
complexities of the US healthcare 
system and policy landscape. They also 
worked on developing practical policy 
skills such as how to write policy briefs, 
policy analyses, and op-eds and how 
to rapidly brief a leader. Each fellow 
also contributed to an ongoing research 
project in collaboration with other 
members of the Stanford Biodesign policy 
research team. Topics they explored 
included Medicare Advantage coverage 
of new technology, the development 
of the artificial intelligence regulatory 
landscape, and policy frameworks to 
incentivize pediatric medical devices.

By the end of the year, the fellows had 
wrapped up the first half of their program. 
They will proceed to their individual 
placements in Washington, DC in winter 
2025.

2024-25 Policy Fellowship
The second cohort of Policy Fellows 
commenced their training program—now 
modified to an 18-month experience—in 
August. As with their predecessors, the 
first month was dedicated to learning 
Stanford Biodesign’s need-driven 
innovation process to help them develop 
an appreciation for the innovator’s 
experience, prior to delving into the 
policy issues affecting the innovation 
ecosystem. They participated in an 
intensive bootcamp, together with the 
2024-25 Innovation Fellows, which 
included among others introductory 
sessions on needs finding, scoping and 
filtering; overviews on biotechnology, 
digital health, and health equity; a 
full-day at the Stanford d.School to 
learn and practice design thinking 
methodologies; a manufacturing tour at 
Element Science Inc. (founded by 2005-
06 Innovation Fellow, Uday Kumar); as 
well as a session on principled leadership 
with Fogarty Innovation CEO Andrew 
Cleeland and other startup leaders. 
Throughout the bootcamp period, the 
fellows worked in groups on a mini-
project to further aid their understanding 
and ability to apply the concepts they 
were learning.

In September, they transitioned to 
focus on policy. Through lectures 
with their domain directors and other 
guest speakers including former FDA 
commissioner Scott Gottlieb, they 

Education

2024-25 Policy Fellows
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Policy Program Domain Directors
Drawing on their real-world experience, our seven domain directors give the fellows  
tactical training in the fundamentals of healthcare policy making and the complex US 
healthcare system.

Eb Bright, JD, MBA

Director, Intellectual 
Property Policy
Patent Attorney
President and General 
Counsel, ExploraMed

Adrienne Hallett

Director, Public Policy
Former Associate 
Director for Legislative 
Policy and Analysis, NIH

Nancy Issac, JD, MPH

Director, Regulatory 
Policy
Regulatory Counsel 
and Vice President of 
Quality, Moximed, Inc.

Jay Khosla, JD, MHA

Director, Federal Policy 
& Politics
Former Chief Economic 
Counsel for Senate 
Majority Leader Mitch 
McConnell
Senior Vice President, 
Corporate Affairs, 
Humana

Jan Pietzsch, PhD

Director, Health 
Economics & Value
President & CEO, 
Wing Tech Inc. 
Instructor, Technology 
Assessment and 
Regulation of Medical 
Devices 

Stella Safo, MD, MPH

Director, Health Equity
Physician
Founder & Executive 
Director, Just Equity 
for Health

Piper Su, JD

Director, Healthcare 
Finance and Payment
Executive Director 
for Public Affairs and 
Chief of Staff, Dell 
Medical School at the 
University of Texas at 
Austin

Education
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4) Current Policy Challenges 
Impacting Biotechnology Innovation

The panelists in the session, drawn from 
a cross section of the biotech industry—
from product development to regulation 
to investment—discussed two important 
topics: the impact of the Inflation 
Reduction Act (IRA) on rare diseases and 
orphan drugs, and the regulation of cell 
and gene therapies (CGTs).

Orphan Drugs

On the IRA, the panelists explained that it 
includes a first-of-its-kind section related 
to drug price negotiation that subjects 
some of the most expensive Medicare 
and Medicaid drugs to mandatory price 
reductions. While there is an Orphan 
Drug Exclusion, a provision that exempts 
orphan drugs from the price negotiation 
requirement, this is only applicable 
to orphan drugs that have a single 
indication. Should a drug receive an 
additional indication, whether directed to 
an orphan disease or not, that drug is no 
longer eligible for the exemption and may 
be subject to Medicare price negotiation 
in the future.

At issue for all the panelists is the fact 
that follow-on indications for orphan 
drugs are quite common. As they noted, 
many cancer medications in the US 
launched first in an orphan indication 
and broadened their use over time. And, 
follow-on indications typically require 
additional years of research and clinical 
trials that are expensive and difficult-to-

recruit for. The panelists cautioned that 
the impact of the IRA is likely to be felt 
over the next few decades as companies 
limit investment or research into 
additional indications, thus threatening 
continued rare disease drug development 
and patient access to promising therapies 
for both rare and common diseases. 

Cell and Gene Therapies

With hundreds of CGTs on the cusp 
of entering the market, an important 
takeaway from the group was that the 
impact and regulation of these first-of-
a-kind therapies should consider their 
societal value over time. The panelists 
recommended that the FDA consider 
accepting novel clinical endpoints, 
such as molecular-based response and 
circulating tumor DNA, along with real-
world evidence, to help developers more 
expediently address unmet clinical needs. 
Dr. Peter Marks from the FDA shared that 

Engagement

Peter Kolchinsky, Jeff Allen, Peter Marks, Ken 
Drazan, and Emil Kakkis with moderator Michael 
Ackermann
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Health Policy Webinar Series

Moderated by different members 
of the Policy Program team, these 
conversations offered our growing 
community of policy enthusiasts expert 
insights on timely issues. 

Real World Evidence
Panelists discussed what it is, 
and its relevance to innovators, 
clinicians, and regulators.

Watch here

TEFCA
A conversation on the development, 
implementation, and limitations of 
the Trusted Exchange Framework 
Common Agreement (TEFCA).

Watch here

Orphan Drug Indications
Panelists discussed rare disease 
treatments and how legislative 
efforts like the Inflation Reduction 
Act and the Orphan Cures Act 
could impact the balance required 
between innovation, affordability, 
and access.

Watch here

Accelerated Coverage 
for Breakthrough Medical 
Technologies
Panelists reviewed the similarities 
and differences between three 
proposed pathways for extending 
Medicare coverage to emerging 
technologies: MCIT, TCET, and 
H.R.1691.

Watch here

the agency is piloting accelerated approval 
provisions for selected developers similar 
to what was successfully implemented 
with COVID-19 vaccines. With regulatory 
certainty and with the reduced costs 
resulting from the accelerated approval 
pathway, panelists shared their thoughts 
that companies can make the profits 
needed to continue developing such 
therapies, science can progress, and even 
better products can be developed. 

Other Events and Testimonies
In collaboration with the USC Schaeffer 
Center for Health Policy & Economics 
and the Tufts Center for Evaluation of 
Value and Risk in Health, we hosted a 
half-day event in Washington, DC on 
“The Future of Medicare’s Coverage with 
Evidence Development (CED) Policy.” 
The event included a review of the latest 
perspectives on coverage reforms, 
commentary from officials at the Centers 
for Medicare & Medicaid Services, as well 
as ideas on how CED can be improved.

Engagement

Barry Liden, Darius Lakdawalla, Peter 
Neumann, and Josh Makower
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Program Team
All activities of the Stanford Biodesign 
Policy Program are made possible 
through the efforts and coordination of 
our dedicated program team.

Sandra Waugh 
Ruggles
Director, Policy 
Research

Susie Spielman
Senior Manager, 
Curriculum & 
Assessment

Mollie Tiernan
Policy Program 
Coordinator

Awo Addo
Director, Marketing & 
Communications

Lyn Denend
Director, Academic 
Programs

Deja Hill
Events Coordinator

We are exceptionally grateful to all of 
our sponsors whose generous support 
enabled the creation of the Stanford 
Biodesign Policy Program.

Major Sponsors of the Policy 
Program

•  Linda and Mike Mussallem Foundation 

•  Johnson & Johnson

•  Edwards Lifesciences Foundation

•  Boston Scientific

•  Brook Byers

•  Arctos Foundation

We hope you are inspired by the 
results we’ve achieved in a relatively 
short period of time. As the program 
progresses to its next phase, we’re 
looking forward to re-engaging with you 
about our ongoing sponsorship needs. 
We welcome your continued support, as 
well as introductions to others in your 
networks who would be enthusiastic 
about backing this work. 

Get Involved!

For more information on how you can 
support the Stanford Biodesign Policy 
Program, please contact Debbie Drake 
Dunne (debbiedd@stanford.edu; (650) 
497-2371). 

To learn more about Stanford Biodesign 
visit us at https://biodesign.stanford.edu.

Thank You To Our Sponsors




