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WHY MEDICINES ARE A MATTER OF
NATIONAL, ECONOMIC AND HEALTH SECURITY
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In 2025 we face development and

2001 was a wake-up call and Branded manufacturing challenges across the
positioned the development and broader spectrum of pharmaceuticals —
manufacturing of medicines into a generics and branded 3

national security imperative



BIOPHARMA HAS BEEN UNDERVALUED AS A STRATEGIC COMPONENT OF
THE NATIONAL SECURITY INDUSTRIAL BASE
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CAUTIONARY TALES — COLLISION OF CULTURES

HEearLTH AND NATIONAL SECURITY:
A CONTEMPORARY COLLISION OF CULTURES

Healthcare

Kenneth W. Bernard

* The health community must temper its tribal convictions and
convince powerful defense and foreign affairs communities to
embrace relevant health issues in the first tier of policy and
budget concerns

Economic
Security

* Health professionals and organizations generally have little
experience in crafting messages and issues that speak to the
critical power players who have foreign policy, intelligence,
and defense credentials. But it is not solely their fault. The
security sector is not enthusiastic about being told that issues
such as pandemics should be considered “front burner”
security problems

National
Security
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Biosecurity and Bioterrorism: Biodefense Strategy, Practice, and Science Volume 11, 2013



FRAGILITY OF THE US MEDICAL SUPPLY CHAINS ARE WELL DOCUMENTED
AND INNOVATIVE APPROACHES ARE BEING PROPOSED AND PURSUED

* U.S. overdependence on foreign production for 100’s of medicines
Americans rely on every day
Rannual e 2024 saw a record number of shortages (323)
SUPPLY CHAIN: THE Report: ) * 72% of FDA-approved APl manufacturing facilities are ex-US
B i E:(;';:;“'c « 11 Drug Shortage lists leads to fragmentation
underpin * Reimbursement policies create a race-to-the-bottom driving prices below
2023 market equilibrium
shortages e U.S. drug makers lack incentives - economic, regulatory and market factors

“There is a high cost of a low price” ... Tony Sardella

BUILDING A RESILIENT
DOMESTIC DRUG

Overcoming Global Risk to the Pharmaceutical Supply Chain for the United

PROPOSED SOLUTIONS
e ity and Capabitty Where Are Our Drugs Coming Froms? e Enhance Supply Chain Transparency
— e * Measure and refine
* |Invest strategically
* Prioritize and incentive quality
A PRESCRIPTION FOR » Stockpiles/buffer inventories

U.S. PHARMACEUTICAL | » Leverage technology - advanced manufacturing , Al
NATIONAL SECURITY &

Domestic
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PROPOSED BIOSECURE ACT IN 2024 CATALYZES REVELATION OF EXTENSIVE
FOREIGN DEPENDENCIES IN THE BIOMANUFACTURING OF PHARMACEUTICALS

BIOSECURE Act Update Offers Biotech Companies
Eight Years to Divest Contracts With Firms Of
‘Concern’

2024 | ANALYSIS

11811 (

Key Elements of the Global

> Supply Chain

]
Biotechnology Survey Results

Innovation Organization

Executive Summary
May 6™, 2024

But that clock is already ticking as the House nd Accountability Committee prepares to

mark-up the bill and a likely 1ciliation Senate looming.

e Survey represented 124 companies
* 79% have at least one contract or

o with eertain biotechnology providers, prOduct With a Chinese-based Or
w I”ltlll"[' MITPHISEeS. 3
o China owned contract manufacturer
United States of America in Con * Millions of patients depend on these
emevusownme medicines
: I'his Act may be cited as the “BIOSECURIS Aet’.
5 SEC. 2. PROHIBITION ON CONTRACTING WITH CERTAIN ° |t wou |d ta ke up to 8 yea rs to SW|tCh

BIOTECHNOLOGY PROVIDERS.

H.R. 8333, the BIOSECURE Act (Wenstrup-Krishnamoorthi): Prohibits a federal agency from procuring any biotechnology
equipment or service from a biotechnology company of concern. The bill also prohibits a federal agency from
contracting, either directly or through a subcontract, with an entity that uses such equipment or service in performance
of the contract. The bill places similar prohibitions on federal loan or grant dollars.



BIOTECHNOLOGY’S INFLECTION POINT?

STAT+  siorecs China Drug Deals Were the Talk of the

At JPM, biotech industry expresses excitement — and JPMorgan Healthcare Conference
some anxiety — about therapies from China

Both rival and partner, the country is increasingly at the heart of U.S. drug development
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Office of the Director of National Intelligence | March 2025

ANNUAL THREAT
ASSESSMENT

OF THE U.S. INTELLIGENCE COMMUNITY

China’s approach to and role in global biological, medical, and other health-related global
priorities present unique challenges to the United States and the world.

i

The PRC’s dominance in‘pharmaceutical and medical supply production-combined with lower
quality safety and environmental standards than those-of the-United States positions Beijing to
potentially restrict such exports for leverage over Waishington and others in trade or security
d'isputes. The PRC plays an increasingly important role in supplying pharmaceuticals and related
medical supplies to the United States, as well as the rest of the world.
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SOLVING PROBLEMS . ’ . p et
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“There is time to act, but no time:to wait”

N Excerpts from the ACTION PLAN

* Promote Biotechnology Innovation and Out-Innovate
our Strategic Competitors

e Use National Security Tools to Protect US innovation
and our Industrial Base

* Mobilize the Private sector to get U.S. Products to Scale

The US. Relies Heavily on Chinese Pharmaceuticals

U.S. Pharmaceutical

600% Imports from China
400% US. Pharmaceutical
Exports to China

200%
U.S. Total Exports

to China

Percentage Change in Value since 2016

0% ¢ —_s——2——=2 US.TotalImports
from China
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FUtU re Of‘ An action plan for American hitipsh bying s e i T "
; security and prosperity
Biotechnology

From 2016-2021, the market value of Chinese biotechnology firms
grew 100-fold, to $300 billion, with market capitalization second
only to the U.S. companies, and are on track to catch up quickly 11



THE WHITE HOUSE EXECUTIVE ORDER ON
DOMESTIC PHARMACEUTICAL MANUFACTURING
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Medicines, Medical Countermeasures, and
Critical Inputs Are Made in the United States

— ECONOMY & JOBS Issued on: August 6, 2020

. ox President Donald J. Trump
May 5, 2025 ¢
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