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thematic - 2026 Strategic Action Plan for US Biotech CEOs — Engage or
Compete with China's Rapidly Emerging Biotech Industry

Executive Thesis: The 2026 US-China Biotech
Strategic Inflection

The US-China biotech dynamic reached a structural inflection point in 2025-
2026 that will not reverse. China is no longer merely a low-cost manufacturing
base or a clinical trial geography of convenience — it has emerged as a genuine
source of first-in-class and best-in-class innovation across oncology, metabolic
disease, autoimmune conditions, cell and gene therapy, ADCs, and
oligonucleotide platforms. The BioChina 2026 conference, convening 30,000+
attendees across 40+ countries in Suzhou, is the most visible symbol of this: a
decade ago it was a domestic procurement event; today it runs simultaneous
partnering tracks with MNC Asia-Pacific strategy, NewCo evolution, China-US
dual regulatory submission architecture, and global IP due diligence. US biotech
CEOs who still treat China as a downstream licensing market for US-originated IP
are operating on an outdated map.

The velocity shift is clinical, not rhetorical. China now conducts more registered
clinical trials than the United States by volume, and the APAC CRO market — led
by Chinese CROs — is in exponential expansion with Parexel, Covance, and local
players competing aggressively for enrollment. Chinese sponsors are executing
Phase Il-to-Phase Il transitions in oncology and immunology in 18-24 months at
cost structures 40-60% below US equivalents. The NMPA has adopted
conditional approval, priority review, and breakthrough therapy designation
pathways that structurally mirror FDA expedited programs. More critically,



Chinese sponsors have learned to run simultaneous China-US dual submission
strategies — submitting IND-equivalents to both NMPA and FDA on the same
data package — compressing global development timelines and generating FDA-
acceptable datasets faster than many US mid-caps can finance a single Phase .
The BioChina 2026 agenda's explicit track on "Integrated Clinical Design under
China-US Dual Submission Strategy" is not a vendor pitch; it is a playbook that
dozens of Chinese biotechs are already executing.

The US policy response has been muscular but incomplete. The BIOSECURE Act
— passed by the House in 2024 and advancing toward Senate action in 2025-
2026 — targets Chinese genomics and CRO/CDMO entities with national security
designations, creating explicit contracting prohibitions for US government-
funded entities and chilling effects well beyond the named companies.
Simultaneous Committee on Foreign Investment in the United States (CFIUS)
scrutiny of China-linked biotech deals has lengthened deal timelines, increased
compliance costs, and in several cases killed transactions that would otherwise
have been value-creating. The practical result: US biotechs face a policy
environment that punishes passive engagement (no strategy) and naive
engagement (unrestricted licensing, manufacturing dependency) while providing
no clear affirmative framework for sophisticated, ring-fenced partnerships.
Boards that have not built an explicit China strategic posture are therefore
exposed from both directions — to Chinese competitive disruption and to US
regulatory/reputational risk from inadvertent BIOSECURE-adjacent relationships.

Against that backdrop, the 2026 decision for US biotech CEOs is not "engage or
compete" as a binary — it is "which mode of selective engagement, with what
structural safeguards, sequenced how." A US late-stage oncology platform
company that ignores Chinese out-licensing demand is leaving $200-500M in
non-dilutive capital on the table. A US platform company that signs a broad
licensing deal with a BIOSECURE-designated entity's affiliate without clean IP
ring-fencing is a headline risk, a DoD grant eligibility risk, and potentially a future
M&A deal-killer. The reward is real; so is the trap. The boards and CEOs who will
win in this environment are those who build a tiered engagement framework —
with explicit BIOSECURE compliance architecture, IP protection mechanics, data
governance standards, and supply-chain decoupling — before the first term
sheet arrives, not after.

The capital markets are already pricing this complexity. US biotech acquirers and
crossover investors are explicitly diligencing China exposure as a risk factor; at



the same time, large-cap pharma business development teams are increasingly
willing to pay option premiums for US assets that have China rights cleanly
carved out or cleanly licensed, because it simplifies their own M&A calculus. The
2026 opportunity for well-prepared US biotechs is to be the structurally clean
counterparty in a market flooded with structurally messy Chinese capital and IP
entanglement. That requires proactive preparation, not reactive deal-by-deal
improvisation.

e Thematic scope: Cross-modality, cross-indication strategic posture
memorandum — no single named asset; analysis applies to late-stage,
platform, specialty, and rare-disease program archetypes.

¢ China clinical trial volume: China now exceeds the US in registered
clinical trial volume; APAC CRO market in exponential expansion per
Parexel/BioSpace reporting (BioChina 2026 context).

e BioChina 2026 signal: 11th edition, Suzhou, 30,000+ attendees, 40+
countries, explicit dual-submission and global BD tracks — China's industry
self-identifies as moving from "following to leading."

¢ Policy environment: BIOSECURE Act advancing, CFIUS scrutiny elevated,
data integrity and national security review frameworks active.

e Out-licensing wave: Record Chinese out-licensing volume in 2024-2026
across oncology, ADC, GLP-1/metabolic, cell therapy, and oligonucleotide
platforms.

e Regulatory convergence: NMPA expedited pathways now structurally
parallel to FDA Fast Track, Breakthrough, Accelerated Approval, and
Priority Review; dual-submission clinical design is an active commercial
practice.

e US policy gap: No affirmative federal framework for ring-fenced
engagement; compliance architecture must be built at the company level.

Headline recommendation: US biotech CEOs should adopt a Selective
Structured Engagement posture — capturing Chinese licensing capital and clinical
velocity through legally ring-fenced, IP-protected, BIOSECURE-compliant
partnership structures — while simultaneously executing domestic supply-chain
and talent resilience measures, and treating any broader competitive exposure
as an acceleration trigger for FDA expedited pathway strategies.

Board Memorandum



To: Board of Directors and Executive Leadership

From: Chief Executive Officer / Chief Strategy Officer

Re: 2026 Strategic Posture — US-China Biotech: Engagement, Competition, or
Hybrid

Date: May 2026

China's biotech industry has crossed the threshold from fast follower to
independent innovator. Our board needs to treat this as a permanent structural
change, not a cycle. Over the past 24 months, Chinese sponsors have closed
more than $10 billion in out-licensing deals with US and European partners,
executed Phase lll programs at speeds and costs that US mid-caps cannot match
on internal capital alone, and built manufacturing infrastructure — particularly
in biologics, ADC payloads, and oligonucleotides — that now represents both a
commercial opportunity and a supply-chain dependency risk for Western
companies. The BioChina 2026 conference's agenda, spanning dual FDA/NMPA
submissions, global IP strategy, CGT supply chains, and MNC alliance models,
confirms that Chinese industry has fully institutionalized global expansion as a
strategic objective, not an aspiration.

The US policy environment has responded with targeted but blunt instruments.
The BIOSECURE Act creates explicit prohibitions on contracting with designated
Chinese entities for US government-funded work, and the chilling effect extends
to commercial partnerships that involve data sharing, manufacturing, or equity.
CFIUS review of China-linked biotech transactions has become standard, with
multi-month timelines and mitigation agreement requirements that add cost
and complexity to any deal with Chinese participation. Our board must
understand that the risk is not simply "Chinese competition" — it is being caught
unprepared when a Chinese generic or biosimilar competitor enters our lead
indication's market two years ahead of our prior models, or when a licensing
deal we signed without adequate IP ring-fencing becomes an obstacle in our
Series D or acquisition due diligence.

The strategic decision before the board is not whether to engage with China, but
how to do so in a way that captures the capital and clinical velocity advantages
while protecting our IP estate, maintaining regulatory data integrity, and
preserving US government funding eligibility. Our recommended posture is
Selective Structured Engagement: we pursue China rights out-licensing for non-
core indications and geographies through BIOSECURE-clean partners, we
participate in dual-submission clinical design where it shortens our US timeline,



and we build explicit supply-chain alternatives for any API or intermediate
currently single-sourced from China. We do not pursue broad equity-linked or
data-sharing arrangements with BIOSECURE-designated entities or their
affiliates.

e Decision thesis: Selective Structured Engagement with ring-fenced IP,
BIOSECURE compliance architecture, and parallel domestic supply-chain
resilience is the dominant strategy for 2026-2028.

e Capital/clock implication: China rights licensing can generate $50-500M
in non-dilutive upfront and milestone capital within 12-18 months for late-
stage assets; domestic supply-chain dual-sourcing requires 12-24 months
and $5-30M capital investment depending on modality.

e Top risks: (1) BIOSECURE designation expansion to unnamed affiliates; (2)
Chinese competitive entry into lead indication faster than modeled; (3) FDA
data integrity concerns triggered by China-based clinical data in US
IND/BLA,; (4) IP leakage through manufacturing technology transfer without
adequate contractual and structural protections; (5) talent drain as Chinese
sponsors recruit US-trained scientists with equity and geographic flexibility.

e What would change this view: Congressional passage of an affirmative
safe-harbor framework for ring-fenced US-China biotech partnerships
(currently absent); or escalating trade war measures that make any China
engagement legally untenable for US NIH/DoD grantees.

Action items for the board:

e Commission a BIOSECURE Act compliance audit of all existing Chinese
counterparty relationships within 60 days.

e Direct BD to map all China-coveted assets and generate a China rights
valuation for the top three programs.

e Request a supply-chain dependency report identifying all API, excipient,
and intermediate sourcing from Chinese CDMOs, with dual-sourcing
options and cost estimates.

e Establish a board-level China Strategy Committee with quarterly review
cadence and external counsel participation.

Decision / reversibility:

Decision implied: Adopt Selective Structured Engagement posture formally as
board policy, with documented compliance architecture, before signing any new
China-related agreement.

What evidence would change this view: Material deterioration in CFIUS/BIOSECURE



enforcement making any China engagement legally untenable for NIH-funded

companies, or evidence of systematic Chinese IP expropriation in

pharmaceutical licensing that makes ring-fenced structures unenforceable.

Landscape & Competitive Framing: China

Advantages, Disadvantages, and the 2026 Reality

China's Structural Advantages

Dimension

Clinical trial volume
& speed

Cost structure

China 2026 Reality

China surpasses US in
registered trial volume;
APAC CRO market in
exponential expansion;
Phase Il 1llin 18-24
months in
oncology/immunology

Clinical execution 40-
60% cheaper vs. US;
patient enrollment in
large therapeutic areas
(oncology, metabolic,
autoimmune) faster
due to population scale
and treatment-naive
cohorts

US Competitive
Implication

Chinese sponsors
generate Phase |l
datasets faster and
cheaper; US assets risk
being out-paced to
market in competitive
indications

US mid-caps burning
$50-100M/year on
single Phase Ill cannot
match cost-per-patient;
creates pressure to
out-license or partner
rather than self-fund
global trials



Dimension

Manufacturing &
CDMOs

Innovation breadth

NMPA regulatory
convergence

China 2026 Reality

World-leading CDMO
infrastructure in
biologics, ADC linker-
payload,
oligonucleotides,
peptides, and cell
therapy; significant
cost and capacity
advantages

BioChina 2026 agenda
spans ADC/XDC,
bispecifics, trispecifics,
CAR-T solid tumors, in-
vivo CAR-T, iPSC,
oligonucleotides,
MRNA, peptides,
radiopharmaceuticals
— Chinese platforms
now compete on
differentiation, not just
biosimilars

NMPA expedited
pathways (conditional
approval,
breakthrough, priority
review) structurally
parallel FDA; dual-
submission clinical
design is standard
practice at BioChina
2026

US Competitive
Implication

US dependency on
Chinese CDMOs for API
and intermediates is a
supply-chain and
national security risk;
decoupling is
necessary but capital-

intensive and slow

Chinese companies are
genuine competitors in
first-in-class races; US
biotechs cannot
assume Western-origin
IP is inherently

superior

Chinese sponsors can
generate FDA-relevant
clinical data in China-
based trials,
compressing their own
US entry timelines; US
companies can benefit
from the same if
structured correctly



Dimension

Out-licensing capital

Talent pool

China 2026 Reality

Record deal volume
2024-2026; Chinese
sponsors willing to pay
substantial upfront +
milestones for US/EU
rights; deal terms in
ADC, GLP-1, oncology
platforms among
highest seen in a
decade

Growing base of US-
trained Chinese
scientists returning to
China ("sea turtles");
major innovation
clusters in Beijing,
Shanghai, Suzhou,
Shenzhen with world-
class infrastructure

China's Structural Disadvantages

US Competitive
Implication

Non-dilutive capital
opportunity of $50-
500M+ for US assets
with clean China carve-
outs; most attractive
for late-stage assets
where de-risking is

visible

US talent retention risk
as Chinese employers
offer equity, culture,
and geographic
proximity incentives;
US companies with
Chinese-heritage
scientists face dual-
loyalty perception risks
in government
contracting



Dimension

FDA/EMA data
acceptance

US market access

IP enforcement
asymmetry

China 2026 Weakness

China-only clinical data
faces FDA skepticism
on ethnic bridging,
data integrity, and site
quality; FDA has issued
import alerts and data
integrity findings at
Chinese clinical sites

Chinese sponsors lack
US commercial
infrastructure, payer
relationships, and KOL
networks; NMPA
approval does not
translate to US market

access

Chinese IP courts have
improved but cross-
border enforcement
remains structurally
weaker than US/EU;
trade secret protection
is a persistent risk in

technology transfer

US Opportunity

US companies with
FDA-clean data
packages have a
durable regulatory
moat; Chinese
sponsors need US
partners or US-run
studies to achieve FDA

approval credibly

US biotechs hold the
commercial keys to the
world's largest and
highest-priced
pharmaceutical
market; this is the core
licensing leverage

US companies that
structure deals with
manufacturing
technology transfer
face IP leakage risk;
those that keep
manufacturing in FDA-
inspected sites retain
leverage



Dimension

Geopolitical & policy
risk

Payer pricing power

Regulatory data
integrity scrutiny

China 2026 Weakness

BIOSECURE Act, CFIUS,
export controls, and
US government
funding restrictions
create legal and
reputational risk for
deep China
entanglement

NRDL negotiations in
China impose
significant price
concessions; Chinese
market net pricing is a
fraction of US net
pricing for most

innovative drugs

FDA has documented
data integrity concerns
at Chinese clinical and
manufacturing sites;
ICH E5/E17 ethnic
sensitivity
requirements add
development burden
for China-only data

packages

US Opportunity

US biotechs that build
BIOSECURE-compliant
structures are
preferred
counterparties for both
Chinese out-licensors
seeking US entry and
US acquirers/investors

seeking clean assets

US companies
retaining US/EU
commercial rights to
assets licensed into
China do not share
downside from
Chinese price erosion

US companies with
multi-regional trial
designs (including
China sites under FDA-
acceptable quality
standards) can benefit
from Chinese
enrollment speed
without the data
integrity risk

So what: The asymmetry is stable and exploitable. China has speed, cost, and

manufacturing; the US has FDA approvability, US commercial access, and payer

pricing. The deal structure that captures both sides of this asymmetry — US

company retains US/EU rights, licenses China/APAC rights for upfront +

milestones, maintains manufacturing in FDA-inspected sites — is the dominant



template for 2026. The only question is execution quality and BIOSECURE
compliance architecture.

e Commercial significance: Chinese out-licensing demand is at record
levels precisely because Chinese sponsors need FDA-clean data and US
commercial infrastructure to access the world's highest-value market; this
is US biotech's primary leverage point.

e Commercial significance: FDA data integrity concerns at Chinese sites are
a real constraint on pure China-data BLA strategies; US companies that run
global trials with Chinese enrollment under FDA-acceptable site quality
standards will have a regulatory moat competitors cannot quickly replicate.

e Commercial significance: Supply-chain dependency on Chinese CDMOs
for ADC, oligonucleotide, and biologic intermediates is a national security
risk that investors and acquirers are actively diligencing; companies that
have dual-sourced critical inputs will command a structural premium in
M&A.

Action items for CEOs and BD leads:

e Map your competitive set against BioChina 2026 indication tracks — if a
Chinese company is presenting on your indication at the PARP inhibitor,
bispecific, or ADC tracks, assume they are 18-24 months from US IND
submission.

e Commission a China competitive intelligence report on your top two
indications, specifically focused on NMPA-approved or conditionally-
approved products that could seek FDA expedited pathway designation.

e Model the cash-flow impact of a China rights license at current market deal
terms for your lead asset; compare to next-round equity dilution at current

market valuations.

Decision / reversibility:

Decision implied: Treat China as a structural competitive force in your lead
indication planning, not a trailing market — revise competitive landscape
sections in all board and investor materials accordingly.

What evidence would change this view: Sustained FDA enforcement action against
China-based clinical data packages that materially raises the evidentiary bar for
NMPA-originated programs seeking US approval.



Artifact /
Dataset

BIOSECURE
Act current
statutory
text and any
Senate
amendment
sor
implementin
4
regulations
as of Q2
2026

Why It
Matters for
This Scope

Defines the
universe of
prohibited
counterparti
es and
contracting
structures;
determines
which
Chinese
CROs,
CDMQOs, and
equity-
linked
entities are
off-limits for
us
government
-funded
programs
and creates
chilling-
effect
guidance for
commercial
programs

Primary Evidence & Diligence Priorities

Decision It
Unlocks

Whether
any existing
or
contemplate
d Chinese
partnership
requires
restructurin
gor
termination;
us
government
grant
eligibility

Urgency

Immediate
— before
any new
China
agreement
is signed



Artifact /
Dataset

CFIUS
regulations
(31 CFR Part
800/801)
and any
2025-2026
life sciences
sector
guidance or
enforcemen
t precedents

Why It
Matters for
This Scope

Governs
mandatory
and
voluntary
filings for
transactions
involving
Chinese
investment
in US
biotech;
recent
enforcemen
t actions
signal which
deal
structures
trigger
review

Decision It
Unlocks

Structural
design of
any equity-
linked China
partnership,
JV, orin-
licensing
from
Chinese

sponsor

Urgency

Pre-term
sheet for
any deal
with
Chinese
equity

component



Artifact /
Dataset

FDA
guidance on
acceptance
of foreign
clinical data
(ICH E5, ICH
E17, and any
2025-2026
FDA
guidance on
China-based
clinical trial
data
acceptability
)

Why It
Matters for
This Scope

Defines the
evidentiary
standard for
using
Chinese
clinical data
in US
IND/BLA
submissions
;ICH E17
multi-
regional trial
design is the
operative
framework
for dual-
submission

strategies

Decision It
Unlocks

Whether to
pursue dual-
submission
clinical
design or
require US-
only/global
trials for
FDA
submission;
data
integrity risk
assessment
forin-
licensed
Chinese
programs

Urgency

Pre-IND/pre-
licensing
diligence for
any asset
with China-
based
clinical data



Artifact /
Dataset

FDA
expedited
program
designations
database
(Fast Track,
Breakthroug
h Therapy,
Accelerated
Approval,
Priority
Review) for
competitive
indication

landscape

Why It
Matters for
This Scope

Chinese
competitors
targeting
the same
indication
may already
hold FDA
Breakthroug
h or Fast
Track
designation;
this
compresses
the
competitive
window
materially

Decision It
Unlocks

Prioritizatio
n of
indication
sequencing;
decision to
seek
competing
FDA
expedited
designation;
label
differentiati
on strategy

Urgency

Ongoing
competitive
intelligence
— quarterly
refresh



Artifact /
Dataset

Orange
Book /
BPCIA
exclusivity
registry for
lead
indication
and
modality
class

Why It
Matters for
This Scope

Determines
whether
Chinese
biosimilar or
generic
entry is
imminent;
for patent-
cliff-exposed
products,
Chinese
generic
manufactur
ers are
often the
fastest
entrants

Decision It
Unlocks

IP defense
sequencing;
whether to
pursue
pediatric
exclusivity
extension,
new

formulation/

indication
patents, or
BPCIA
biologic
exclusivity
to delay
Chinese
entry

Urgency

Immediate
for products
within 5
years of first
generic/bios
imilar

eligibility



Artifact /
Dataset

Chinese
counterpart
y
BIOSECURE/
CFIUS clean
certification
and
corporate
structure
diligence
(beneficial
ownership,
government
affiliation,
CCP entity
connections

)

Why It
Matters for
This Scope

Many
Chinese
biotechs
have partial
state
ownership
or CCP
affiliations
not visible in
their public
corporate
filings; this is
the most
common
source of
post-deal
compliance

problems

Decision It
Unlocks

Whether to
proceed
with a
specific
Chinese
partner;
required
representati
ons and
warranties;
indemnificat
ion scope

Urgency

Pre-term
sheet for
any Chinese
partnership



Artifact /
Dataset

Supply-
chain
dependency
audit: API,
excipient,
and
intermediat
e sourcing
from
Chinese
CDMOs
across all
programs

Why It
Matters for
This Scope

BIOSECURE
Act and
potential
future
executive
orders may
restrict
sourcing
from named
Chinese
CDMOs;
single-
source
dependency
is a material
risk to
commercial
supply
continuity

Decision It
Unlocks

Dual-
sourcing
investment
prioritizatio
n; which
programs
face supply
disruption
risk in a
tariff/restrict
ion
escalation

scenario

Urgency

Immediate
— 90-day
audit
horizon



Artifact /
Dataset

IP freedom-
to-operate
analysis for
any Chinese
in-licensed
program
targeting US
market

Why It
Matters for
This Scope

Chinese
originators'
patent
estates are
often thin in
us
jurisdiction;
Chinese
companies
may have
designed
around
Western
patents in
ways that
create FTO
issues or
that are
challenged
by US
originators

Decision It
Unlocks

Whether a
Chinese in-
licensed
program
can be

commerciali

zed in the
US without
infringing
third-party

US patents;

deal

valuation

adjustment

Urgency

Pre-licensing
diligence



Artifact /
Dataset

CMS
Medicare
coverage
and
reimbursem
ent
precedents
for
indication
class
(NCDs/LCDs
as
applicable)

Why It
Matters for
This Scope

Medicare
coverage
architecture
determines
US payer
access for
competitive
indication; if
Chinese-
origin
program
enters US
market,
payer
positioning
and prior
authorizatio
n design will
be the
commercial
battlegroun
d

Decision It
Unlocks

Label claim
strategy to
support
superior
coverage
positioning;
AMCP
dossier
design

Urgency

Pre-Phase Il
endpoint
design for
programs in
Medicare-
covered

indications



with China
access

for scientists
with China
connections;
this is a live
compliance
and
litigation
risk

# Artifact / Why It Decision It Urgency

Dataset Matters for | Unlocks
This Scope

10 Talent and FTC's 2024 Talent Immediate
non- non- retention HR/legal
compete compete strategy; IP review —
legal rule (under assignment 60-day
landscape: ongoing and horizon
enforceabilit | litigation as invention
y of US non- of 2026) and | disclosure
competes EAR/ITAR protocols
post-FTC export for scientists
rule (2024), controls with dual
export affect talent | affiliations;
control retention export
compliance and IP control
for scientists | protection training

requirement
S

So what: Items 1-3 are binary gate-keepers — no China agreement should
proceed without clearing them. Items 4-8 are value-creation diligence items that
determine deal structure and pricing. Items 9-10 are often neglected by
small/mid-cap biotechs and are the source of most post-deal surprises.

Decision / reversibility:

Decision implied: Sequence diligence priorities in the order listed; items 1-3 are
non-negotiable preconditions, not parallel workstreams.

What evidence would change this view: Congressional clarification of BIOSECURE
Act safe harbors that explicitly permits certain categories of China CRO/CDMO



engagement without government-contract implications would materially reduce
the urgency of items 1 and 6.

Strategic Options Framework: Four Archetypes

The four strategic archetypes below are not equally viable for all US biotechs —
the right choice depends on stage, capital position, IP strength, indication
competitive dynamics, and government funding dependency. The framework is
designed to be applied archetype-by-archetype against a company's actual
position, not as a menu from which one option is chosen and others ignored.

Archetype A: Full Engagement

Definition: Deep partnership or acquisition — equity investment, co-development,
broad licensing, manufacturing integration, or JV with Chinese counterparty.

Dimension Detail

BD/licensing Maximum deal value; access to
Chinese clinical data, patient
populations, manufacturing cost
advantages; potential for co-
development on global Phase IlI
programs using dual-submission
design. Risk: broad IP exposure,
CFIUS mandatory filing for equity
deals above CFIUS thresholds,
BIOSECURE prohibition risk if
counterparty is designated or
affiliated.



Dimension

Regulatory strategy (FDA)

Regulatory strategy (NMPA)

IP risks & protection

Detail

Dual-submission IND/BLA design
(ICH E17 multi-regional trials) can
shorten US approval timeline by 12-
18 months if Chinese site data is
FDA-acceptable. FDA will scrutinize
data integrity at Chinese sites; a pre-
IND meeting with FDA on data
acceptability is mandatory before
relying on Chinese-generated data in
a US submission.

NMPA expedited pathways
(breakthrough, conditional approval)
are available and broadly equivalent
to FDA expedited programs in
mechanics; Chinese partner typically
manages NMPA submission with US
company providing
chemistry/manufacturing data.

Highest IP exposure archetype.
Manufacturing technology transfer,
co-development data sharing, and
joint inventorship arrangements all
create IP leakage vectors. Mitigation
requires: (a) strict field-of-use and
geographic licensing limitations; (b)
no manufacturing technology
transfer for core platform; (c) robust
trade secret and invention
assignment provisions; (d) Chinese
IP litigation counsel on retainer.
Even with mitigations, residual IP
risk is material — rate as HIGH.



Dimension

Payer/commercial

Talent & supply chain

Detail

Chinese NRDL pricing pressure is
severe; net prices in China are
typically 30-70% below US net prices
post-NRDL negotiation. US company
must ensure China revenue does
not set a global reference price that
undermines US formulary
positioning. Structural separation of
China commercial operations from
US commercial operations is
required in any Full Engagement
deal.

Talent integration risk is highest in
this archetype — joint teams, shared
data systems, and co-located
development create export control
compliance obligations and potential
IP attribution disputes. Supply chain
integration reduces cost but
increases BIOSECURE/national
security risk. This archetype is
appropriate only for companies with
no US government funding, no near-
term US M&A ambitions, and strong
legal infrastructure.



Dimension Detail

When to select Large-cap pharma or well-capitalized
US biotech with dedicated China
business unit, no government
funding dependency, and specific
strategic rationale (e.g., accessing
Chinese manufacturing for non-core
APl at commercial scale). Not
recommended for most US mid-cap
or small-cap biotechs in the current
policy environment.

Clock impact Dual-submission design can save
12-18 months on global approval
timeline; CFIUS/BIOSECURE
compliance review adds 3-6 months
to deal close

Capital impact Most capital-efficient if structured
correctly — Chinese partner funds
APAC development; US partner
retains US/EU commercial rights

Reversibility LOW — once IP, manufacturing, or
equity is shared, unwinding is
expensive and litigious

Archetype B: Selective Structured Engagement (Recommended)

Definition: Ring-fenced licensing of China/APAC rights for specific programs or
indications; no equity, no manufacturing technology transfer, no data sharing
beyond what is necessary for regulatory submissions.



Dimension

BD/licensing

Regulatory strategy (FDA)

Detail

License China/APAC rights (territory-
specific) for upfront payment +
development milestones + royalties;
retain US, EU, Japan, and other
major markets. Deal terms in
oncology and ADC platforms have
reached $100-500M+ upfront
equivalents in 2024-2026 for Phase
lI/11l assets. Structure: exclusive
territory license with field-of-use
limitations, no sublicense rights
without US company consent, strict
IP assignment provisions for any
improvements made by Chinese

licensee.

Chinese licensee conducts NMPA
development; US company does not
rely on Chinese clinical data for US
BLA unless it meets FDA multi-
regional trial standards. If Chinese
Phase Ill is run under ICH E17 design
with FDA pre-alignment, Chinese
data may be included in US BLA to
expand safety database. FDA
expedited designations (Fast Track,
Breakthrough) for the US program
remain the US company's
independent regulatory strategy —
define once at IND stage and
reference throughout.



Dimension

Regulatory strategy (NMPA)

IP risks & protection

Payer/commercial

Detail

Chinese licensee manages NMPA
submission; US company provides
drug substance/drug product
manufacturing data and quality
documentation. Technology transfer
is limited to what is necessary for
local NMPA manufacturing
registration — not platform

technology or process IP.

Moderate IP risk — mitigated by (a)
no platform technology transfer; (b)
field-of-use and territory limitations;
(c) improvement IP assigned back to
US licensor or jointly owned with US
licensor veto on prosecution; (d)
robust audit rights for
manufacturing quality. Rate as
MODERATE with proper structuring.

Chinese NRDL pricing does not
affect US net price if deal is
structured with separate
commercial operations and no
contractual most-favored-nation
price linkage. US company should
explicitly exclude any MFN pricing
linkage in license agreement. Royalty
rate should be calculated on net
sales in territory, not list price, to
avoid distorted economics from
NRDL discounts.



Dimension

Talent & supply chain

When to select

Clock impact

Capital impact

Reversibility

Detail

Talent risk is manageable — no joint
development teams; export control
compliance primarily governs any
scientific data sharing. Supply chain:
US company should not use Chinese
licensee's manufacturing for US
commercial supply; maintain
separate FDA-inspected
manufacturing for US/EU
commercial supply.

The dominant choice for US mid-cap
and small-cap biotechs with Phase
[I711 assets in competitive
indications; also appropriate for
platform companies licensing
specific program applications into
China while retaining platform rights
globally.

Neutral to positive on US timeline —
licensing deal does not affect US
development clock; Chinese
licensee's NMPA development is
independent

High non-dilutive capital potential
($50-500M+ for late-stage assets);
extends runway by 12-24 months
without equity dilution

MODERATE — territory license can
be terminated for breach; IP
retained by US company; less
entanglement than Full Engagement



Archetype C: Arm's-Length Competition

Definition: No active partnership;, monitor Chinese competitive landscape and
accelerate US development to maintain first-mover advantage; selectively in-license
Chinese-originated IP where it fills a gap in the US pipeline at arm's length through
clean IP intermediaries.

Dimension Detail

BD/licensing Opportunistic in-licensing of
Chinese-originated programs
through US-incorporated NewCo
structures or through third-party IP
acquisition vehicles that provide
BIOSECURE clean-break. Avoids
direct contractual relationship with
Chinese entities. Upside: captures
Chinese innovation without
compliance risk. Downside: pay
premium for NewCo structure; lose
some deal economics; slower to
access Chinese clinical data.

Regulatory strategy (FDA) US-centric development strategy; all
pivotal data generated in FDA-
inspected sites; ICH E17 may be
used to include ex-US enrollment in
safety database if operationally
feasible without China-specific sites.
Maximize FDA expedited
designations as competitive
differentiation.



Dimension

IP risks & protection

Payer/commercial

Talent & supply chain

Detail

Lowest IP exposure of any archetype
involving Chinese interaction. Risk:
Chinese competitors may design
around US patents; robust US patent
prosecution and continuation
strategy is critical. File continuation
applications covering method-of-
use, dosing regimens, formulations,
and combination partners to build a
dense IP fence around the US
commercial position.

Cleanest US commercial positioning
— no NRDL pricing reference, no
Chinese equity association, no
BIOSECURE risk. Premium pricing
narrative is uncontaminated. Payer
diligence will not surface China-
related concerns.

Proactive dual-sourcing of all critical
APl and intermediates from non-
Chinese CDMOs; domestic
manufacturing investment for
highest-risk supply items. Talent:
aggressive retention packages for
key scientists; export control training
for any staff with China academic or

professional ties.



Dimension Detail

When to select US biotechs with heavy NIH/DoD
grant dependency; companies in
late-stage M&A processes where
China entanglement is a deal-
stopper for acquirers; companies in
national security-adjacent
therapeutic areas (biodefense,
pandemic preparedness). Also
appropriate as a transitional posture
while BIOSECURE Act implementing
regulations are finalized.

Clock impact Neutral to negative — does not
benefit from Chinese clinical
velocity; US-only trials are slower
and more expensive

Capital impact Most capital-intensive — no non-
dilutive China licensing income; full
development costs borne by US
company or US investors

Reversibility HIGH — no China entanglement to
unwind; can shift to Archetype B at

any time

Archetype D: Full Competitive Defense

Definition: Active domestic acceleration combined with IP enforcement, supply-chain
reshoring, and competitive intelligence investment to prevent Chinese market entry
or delay it sufficiently to establish a durable US commercial position.



Dimension

BD/licensing

Regulatory strategy (FDA)

IP risks & protection

Detail

No China licensing; aggressive US
and EU IP filing to build a
comprehensive exclusivity stack;
pursue US government
manufacturing subsidies (Inflation
Reduction Act domestic
manufacturing credits, BARDA
contracts) to offset cost
disadvantage of non-China supply
chains.

Maximize FDA expedited
designations; pursue pediatric
exclusivity, orphan drug designation
(if applicable), and new
formulation/indication patents to
extend commercial exclusivity
window beyond primary patent
expiry. File citizen petitions against
NDA/BLA submissions that rely on
inadequate data integrity
documentation from Chinese sites.

ITC (International Trade
Commission) Section 337
investigations as an enforcement
tool against Chinese generic or
biosimilar entrants who
manufacture in China and import to
the US — ITC can issue exclusion
orders without needing to prove US
market harm. File continuation
patents aggressively; maintain
patent term extension eligibility by
tracking regulatory review periods.



Dimension

Payer/commercial

Talent & supply chain

When to select

Detail

Position as "Made in America"
supply-chain integrity story with
payers and hospital systems
increasingly sensitive to supply-
chain provenance. Government
purchasers (VA, DoD, CDC stockpile)
may prefer or require non-Chinese
supply chains under Buy American

provisions.

Most aggressive domestic
investment in this archetype —
CDMO partnerships with
US/EU/India manufacturers; API
dual-sourcing completed before
commercial launch; domestic
manufacturing investment
supported by IRA credits or BARDA
partnerships. Talent: restrictive
covenant review, |IP assignment
reinforcement, export control
compliance program.

Products at or near patent cliff
where Chinese generic/biosimilar
entry is the primary competitive
threat; national security-relevant
products; companies in late-stage
M&A processes where "China-free"
is an explicit acquirer requirement.
Not appropriate as a sole strategy
for innovation-stage companies —
the opportunity cost of forgoing
Chinese capital and clinical velocity
is too high.



Dimension Detail

Clock impact Neutral on FDA timeline; delays
Chinese competitive entry through
IP enforcement, potentially 2-5
years

Capital impact High upfront investment in IP
prosecution, domestic
manufacturing, and competitive
intelligence; offset partially by

government subsidies

Reversibility HIGH — domestic investment is
retained regardless of China policy
environment; IP enforcement can be
wound down if competitive
landscape changes

Recommended sequencing: Default to Archetype B (Selective Structured
Engagement) as the primary posture; layer in Archetype D (Full Competitive
Defense) for supply chain and IP prosecution regardless of partnership status;
use Archetype C for any program with active NIH/DoD grant dependency until
BIOSECURE compliance architecture is certified. Reserve Archetype A for specific
large-cap strategic contexts only.

e Commercial significance: Archetype B generates the highest risk-adjusted
capital efficiency for US mid-cap biotechs — non-dilutive upfront capital
extends runway without equity dilution, and the IP/commercial moat is
preserved for US M&A optionality.

e Commercial significance: Archetype D's ITC Section 337 tool is
systematically underused by US biotech against Chinese entrants — it is
faster than district court and does not require US market harm, making it
the most effective near-term IP enforcement lever.

e Commercial significance: The NewCo/clean IP intermediary structure in
Archetype C allows access to Chinese innovation without direct BIOSECURE
exposure — this is increasingly a standard deal structure for large-cap



pharma BD teams and should be on every US biotech's term sheet
template list.

Action items for BD leads and general counsel:

e Draft a board-approved China engagement policy document that specifies
which archetype applies to which category of agreement and what
approval level is required for each.

e Retain specialized CFIUS/BIOSECURE counsel (not general corporate
counsel) before any China engagement discussion progresses to term
sheet stage.

e Prepare a standard Chinese counterparty diligence checklist covering
beneficial ownership, CCP affiliation, BIOSECURE designation status, and
government contract history.

e Build Archetype B deal term templates (territory license, no-MFN,
improvement IP assignment, no sublicense without consent) in advance of
inbound inquiries.

e Model the capital impact of a China rights license for the top two programs
at current market deal terms and present to board within 90 days.

Decision / reversibility:

Decision implied: Adopt Archetype B as default strategic posture; document
exceptions for any program in Archetype A or C.

What evidence would change this view: BIOSECURE Act expansion to include all
China-incorporated entities (not just designated ones) would force a shift to
Archetype C or D for any program with US government funding; converse
relaxation of enforcement would permit more selective use of Archetype A for
manufacturing-intensive programs.

Program Clock & Regulatory Posture

FDA Expedited Pathway Architecture (Applicable to All
Archetypes)

FDA's four principal expedited programs — Fast Track, Breakthrough Therapy
designation, Accelerated Approval, and Priority Review — are the primary
regulatory clock accelerators available to US biotechs competing against Chinese



programs. These are defined once here and referenced throughout: Fast Track
enables rolling review and frequent FDA interaction from early development;
Breakthrough Therapy provides intensive FDA guidance and priority review;
Accelerated Approval permits approval on surrogate endpoints with post-market
confirmatory trials; Priority Review shortens the PDUFA review clock from 12 to 6
months. Chinese NMPA equivalents are structurally parallel, meaning that a
Chinese competitor holding NMPA Breakthrough designation for the same
indication is 12-18 months from a US IND submission using dual-submission
clinical design — the US clock urgency is real.

For US biotechs pursuing Archetype B (Selective Structured Engagement), the
FDA regulatory posture should be independent of the Chinese licensee's NMPA
strategy. The US IND, FDA designation strategy, and pivotal trial design should
be driven exclusively by FDA guidance and not subordinated to the Chinese
partner's NMPA timeline. The exception: if the Chinese licensee is running a
global Phase Il under ICH E17 multi-regional design with FDA pre-IND alignment,
inclusion of Chinese enrollment in the US BLA safety database can strengthen
the safety case without adding a regulatory clock risk — but this requires explicit
FDA agreement at the pre-IND meeting stage.

NMPA Regulatory Convergence: What It Means for Competitive
Timing

The BioChina 2026 agenda's explicit track on "Global Clinical Development —
Integrated Clinical Design under China-US Dual Submission Strategy" reflects an
operational reality: Chinese sponsors are routinely designing pivotal trials that
simultaneously satisfy NMPA and FDA evidentiary standards, enabling
submissions to both agencies within months of each other. The practical
implication for US biotechs is that the traditional 2-3 year lag between NMPA
approval and US IND submission has collapsed to near-zero for well-capitalized
Chinese sponsors. If a Chinese company has NMPA conditional approval in your
lead indication, it may already have an FDA IND — check the ClinicalTrials.gov
registry quarterly for Chinese-sponsored US trials in your indication.

Data Integrity: The Pivotal Regulatory Risk in Chinese Clinical
Data

FDA has documented data integrity concerns at Chinese clinical and
manufacturing sites, including import alerts and warning letters that have



delayed or prevented US approvals for Chinese-originated programs. For US

biotechs evaluating in-licensing of Chinese Phase II/Ill data packages, the FDA

data integrity scrutiny represents a material regulatory risk that is distinct from

the scientific quality of the data. Mitigation protocol (framework / precedent

pattern): commission an independent Good Clinical Practice (GCP) audit of the

Chinese clinical sites before licensing; require the Chinese licensor to represent

and warrant that no FDA data integrity findings are pending or have been

received; include a specific indemnification for FDA data integrity-driven delays

or rejections post-licensing. This is not standard in many Chinese out-licensing

term sheets — it must be explicitly negotiated.

Program
Archetype

Late-stage
oncology (Phase
1)

Platform
(biologics/ADC)

Typical FDA
Pathway

Priority Review +
Breakthrough
Therapy;
Accelerated
Approval on
surrogate
endpoints if
mechanistically
supported

Fast Track for
platform
applications;
Breakthrough
for specific best-
in-class
indication

China-Specific
Clock
Consideration

Chinese
competitor may
hold NMPA
Conditional
Approval; dual-
submission
design could
compress their
US timeline to
12-18 months
from NMPA
approval

Chinese ADC
platforms are
among the most
aggressively out-
licensed in
2024-2026;
Chinese
competitor may
have US IND
already filed

Key Regulatory
Gate

Pre-NDA
meeting; FDA
agreement on
primary
endpoint and
data package

IND-enabling
manufacturing
comparability;
FDA CMC
guidance for
ADC linker-
payload



Program
Archetype

Specialty (rare
disease/orphan)

Metabolic/GLP-1
class

Typical FDA
Pathway

Orphan Drug
Designation +
Breakthrough;
Accelerated
Approval on
biomarker

Standard
NDA/BLA;
cardiovascular
outcomes trial
may be
required,;
Priority Review if
meaningful
differentiation
demonstrated

China-Specific
Clock
Consideration

Lower Chinese
competitive
pressure in rare
disease; patient
population size
limits Chinese
enrollment
advantage; still
monitor Chinese
academic
publications for
competing

mechanism

Chinese GLP-1
pipeline is
extensive and
advancing
rapidly; multiple
Chinese tri-
agonist and
dual-agonist
programs
approaching
Phase IlI; US
competitive
window is
narrowing

Key Regulatory
Gate

Orphan
designation
filing; pediatric
study plan;
natural history
study data

FDA agreement
on CVOT
requirement
and timeline;
label
differentiation
strategy vs.
established
class members



Program
Archetype

Cell therapy
(CAR-T/CAR-NK)

Typical FDA
Pathway

BLA with REMS
likely;

China-Specific
Clock
Consideration

BioChina 2026

has extensive

Key Regulatory
Gate

Manufacturing
consistency; FDA

Breakthrough CAR-T solid REMS design;
Therapy for tumor, in-vivo comparability
solid tumor CAR-T, and CAR- | across
applications; NK tracks — manufacturing
Accelerated Chinese cell sites

Approval on therapy is

durable genuinely

response rate innovative, not
biosimilar;
competition is
for first-in-class,
not best-in-class

catch-up

e Commercial significance: The collapse of the NMPA-to-FDA timeline gap
for Chinese sponsors means US biotechs can no longer assume a 2-3 year
US market exclusivity window after Chinese NMPA approval — competitive
intelligence refresh on Chinese NMPA approvals must be quarterly.

e Commercial significance: FDA data integrity risk in Chinese clinical data is
the single most undervalued diligence item in US-China licensing deals — it
has derailed multiple US BLA submissions and is the most common post-
deal surprise; GCP audit cost ($150-300K) is trivial relative to the licensing
upfront payment at risk.

Action items for regulatory affairs heads:

e File a pre-IND meeting request with FDA if any Chinese clinical data is being
considered for inclusion in a US IND or BLA submission — do not assume
FDA acceptance without explicit agreement.

e Audit all existing and contemplated China-related clinical data sharing
arrangements for ICH E17 compliance.



e Build a quarterly competitive intelligence protocol specifically monitoring
NMPA approvals and Chinese-sponsored US IND filings in lead indications.

Decision / reversibility:

Decision implied: Treat FDA expedited designation strategy as independent of
Chinese licensee's NMPA strategy; do not subordinate US regulatory clock to
Chinese partner timeline.

What evidence would change this view: FDA issuance of explicit guidance
endorsing Chinese multi-regional trial data in US BLA submissions with
standardized acceptance criteria would materially change the data integrity risk

calculus.

Label, Differentiation, & Downside Scenarios

Label Strategy in the Context of Chinese Competition

Label differentiation is the most durable commercial moat in a world where
Chinese competitors can replicate the mechanism and execute the trials. The
label claims that matter — first-line versus second-line positioning, biomarker-
defined subpopulations, combination versus monotherapy, and safety profile
language — are determined by trial design decisions made 3-5 years before
approval. US biotechs that design trials purely to achieve approval without
engineering label differentiation will find their commercial position eroded by
Chinese entrants with equivalent approval but lower-cost supply chains and
aggressive payer contracting.

The priority label claims worth fighting for in the current competitive context: (1)
broader patient population language that Chinese competitors who enrolled
narrower populations cannot match; (2) first-line positioning achieved through a
head-to-head or superiority design that Chinese programs that only have
second-line data cannot immediately replicate; (3) safety language advantages —
particularly for ADC, CAR-T, and biologic modalities where Chinese entrants may
have higher toxicity profiles driven by manufacturing differences; (4) pediatric
labeling through Pediatric Research Equity Act (PREA) studies that add 6 months
of exclusivity and expand the commercial patient population; (5) biomarker
companion diagnostic co-development that ties the label claim to a proprietary
CDx and creates a technical barrier for Chinese follow-ons.



Evidentiary Vulnerabilities to Defend Against Chinese Entry

Vulnerability

Surrogate endpoint
Accelerated Approval
with pending

confirmatory trial

Single-arm trial
approval without head-
to-head data

Narrow biomarker-
defined label (e.g., high
expresser only)

How Chinese Entry
Exploits It

Chinese competitor
with mature OS/PFS
data can apply for
traditional approval
and obtain a broader
label; payers prefer
traditional approval
label

Chinese competitor
runs head-to-head vs.
standard of care;
achieves superiority
label claim that
displaces single-arm
approval in payer
formularies

Chinese competitor
with broader tumor-
agnostic or lower-
expresser data
captures larger payer-
covered population

Mitigation

Accelerate
confirmatory trial;
negotiate post-market
commitment timeline
with FDA that is
achievable before
Chinese traditional
approval expected

Initiate head-to-head
trial or superiority
study immediately
after approval; design
post-approval
commitments to
generate comparative
data before Chinese
competitor completes

Include broad
biomarker expansion
cohorts in Phase Il to
support label
expansion filing; CDx
design should include
low/intermediate
expresser validation



Vulnerability

US-only clinical data
(no global bridging)

Patent cliff within 5
years of approval

How Chinese Entry
Exploits It

Chinese competitor
with multi-regional
data has larger safety
database and may
achieve broader
geographic label; FDA
may require additional
safety data if safety
signals emerge post-
approval

Chinese
generic/biosimilar
manufacturer enters
aggressively at first
generic/biosimilar
eligibility; NRDL-trained
pricing discipline
makes them credible at
discounts US
manufacturers cannot

match

Mitigation

Include EU and/or
Asian enrollment in
confirmatory trials
under ICH E17 design
at non-China sites;
builds safety database
without China data
integrity risk

Full IP exclusivity stack:
Orange Book listings,
pediatric exclusivity,
new formulation
patents, indication
patents, dosing
regimen patents; ITC
Section 337
enforcement at first
Chinese import
attempt

o Commercial significance: A first-line label claim is worth 3-5x the

commercial value of a second-line label in most competitive oncology and
autoimmune indications — designing a trial specifically to achieve first-line
positioning is the single highest-ROI regulatory investment a US biotech
can make in a Chinese-competitive landscape.

e Commercial significance: CDx co-development creates a technical moat
that Chinese biosimilar and generic manufacturers cannot quickly replicate
— payer coverage decisions that tie reimbursement to a proprietary CDx
effectively exclude undifferentiated Chinese competitors from the covered
indication.

Action items for regulatory affairs heads and CMOs:



e Audit current pivotal trial designs against the evidentiary vulnerabilities
table above; identify which gaps Chinese competitors are most likely to
exploit.

e Engage FDA in pre-NDA discussions specifically on label claim language for
population breadth and line of therapy — do not accept a narrower label
than the data supports simply for approval speed.

e |nitiate a CDx partnership discussion if not already underway; include CDx
claim language in Phase Il statistical analysis plan.

Decision / reversibility:

Decision implied: Invest in trial designs that generate first-line, head-to-head, and
broad biomarker labeling data even if it extends Phase Il timeline by 6-12
months — the label differentiation value exceeds the cost of the timeline
extension in competitive indication landscapes.

What evidence would change this view: FDA restriction of first-line claims to only
randomized controlled trials where current standard of care is already
established (reducing the value of single-arm first-line data) would alter the cost-
benefit calculation for first-line label investment.

Exclusivity & Competitive Defense

IP Exclusivity Stack: Building a Defense That Outlasts Chinese
Entry

The Orange Book and BPCIA exclusivity frameworks (defined once here) are the
US market's primary IP defense tools. Orange Book patent listings (for small
molecules/NDAs) and BPCIA biological product exclusivity (12-year reference
product exclusivity + 4-year first-litigation period for biologics) are the floor, not
the ceiling, of exclusivity strategy. For US biotechs facing Chinese competition,
the ceiling requires active prosecution and enforcement — not passive reliance
on first-filed composition-of-matter patents that Chinese generic manufacturers
will design around as a matter of competitive strategy.

The most underutilized exclusivity tools in the current environment: (1) Pediatric
exclusivity — 6-month extension appended to all patents and exclusivities for
drugs with a Pediatric Research Equity Act (PREA) study; achievable for most
major indications and costs $5-15M in additional clinical investment for an



exclusivity extension worth hundreds of millions of dollars in commercial value.
(2) New chemical entity (NCE) exclusivity (5 years for new molecular entities) —
applicable to small molecules not previously approved; Chinese designers who
create novel analogs may lose NCE exclusivity protection on those analogs,
creating a basis for Orange Book challenge. (3) Method-of-use patents — in the
US, method-of-use claims covering specific patient populations, dosing
regimens, combination therapies, and biomarker-defined subpopulations are
enforceable via Paragraph IV litigation and Hatch-Waxman carve-out limitations;
these are the primary mechanism by which branded companies can maintain
commercial position beyond composition-of-matter patent expiry. (4) ITC Section
337 — as noted in Archetype D, the ITC can issue exclusion orders against
imported products that infringe US patents, providing rapid (18-24 month)
enforcement with no requirement to prove US market harm; this is the most
powerful near-term tool against Chinese generic/biosimilar importation.

Exclusivity Duration Applicable Chinese Investment
Tool Modality Entry Delay | Required
Potential
Orange 20 years Small High if Already paid
Book from filing + molecule patentis not | for; focus on
composition | PTE(upto5 NDA designed patent term
-of-matter years) around; extension
patent moderate if filing
Chinese
company
files novel
analog NDA
BPCIA 12- 12 years Biologics High — 12 None —
year from BLA years of statutory;
reference approval biosimilar ensure BLA
product exclusivity; is filed as
exclusivity Chinese reference
biosimilar product, not
cannot be as biosimilar
approved

until year 12



Exclusivity
Tool

Pediatric

exclusivity

Method-of-
use patents
(dosing,
combination
, biomarker
subpopulati
on)

ITC Section
337
enforcemen
t

Duration

6 months
appended
to all
patents and

exclusivities

20 years
from filing
(continuatio
n strategy
maintains
later expiry
dates)

Exclusion
order
duration
tied to
patent life

Applicable
Modality

All
modalities
with
pediatric
indication
potential

All
modalities

All
modalities
where
manufacturi
ng occurs in
China and
importation
to US

Chinese
Entry Delay
Potential

Moderate —
6 months of
additional
exclusivity;
can be
decisive in
tight patent
cliff
situations

High for
specific
commercial
indications
— Orange
Book listing
triggers
Hatch-
Waxman
Paragraph
IV litigation
rights

High — ITC
exclusion
orders can
be obtained
in 18-24
months; no
US market
harm
required;
immediate
import bar

Investment
Required

$5-15M in
PREA
studies;
typically
worth 10-
50x ROl in
exclusivity
value

$500K-2M
in patent
prosecution;
highest ROI
exclusivity
investment
per dollar

$3-8Min
ITC litigation
cost; faster
and more
effective
than district
court for
Chinese

importers



Exclusivity Duration Applicable Chinese Investment
Tool Modality Entry Delay | Required
Potential
Orphan 7 years from | Rare disease | High —7 $0 for the
Drug approval indications years of designation;
Designation (small (<200K US market modest
exclusivity molecule) / patients) exclusivity clinical
7 years for the investment
(biologic, orphan for rare
separate indication; disease data
from BPCIA) Chinese generation
entry
blocked for
orphan
indication
specifically

e Commercial significance: A well-constructed method-of-use patent
continuation strategy can extend effective commercial exclusivity 5-8 years
beyond primary composition-of-matter patent expiry — at prosecution
costs of $500K-2M, this is the highest-ROI IP investment available to US
biotechs facing Chinese competition.

e Commercial significance: ITC Section 337 is systematically underused in
pharma relative to semiconductor and consumer electronics industries; in
the current environment with growing Chinese generic/biosimilar
manufacturing, US biotechs should proactively engage ITC counsel before
patent cliff to ensure enforcement infrastructure is in place.

e Commercial significance: Orphan Drug Designation in specialty
indications creates a Chinese entry barrier that is independent of patent
strategy — for US companies in rare disease, building an ODD portfolio
across multiple rare indications of a platform therapy is a capital-efficient
competitive defense.

Action items for general counsel and patent leads:

e Commission a patent continuation strategy review for all lead programs,
specifically focused on method-of-use, dosing regimen, and combination



therapy claims that can be filed as continuations off the original
composition-of-matter patent.

e File patent term extension applications within 60 days of approval for all
NDA/BLA programs — PTE is a statutory right but requires timely filing.

e Engage ITC counsel for any program where Chinese generic/biosimilar
manufacturing is likely within the patent life — build the ITC enforcement
plan pre-emptively, not reactively.

Decision / reversibility:

Decision implied: Build a comprehensive exclusivity stack for all lead programs;
do not rely solely on composition-of-matter patent as the Chinese entry barrier.
What evidence would change this view: USPTO inter partes review success rate
against method-of-use continuation patents above 70% for Chinese petitioners
would reduce the value of the continuation strategy and shift priority to
BPCIA/orphan exclusivity tools.

Payer & Access (US): Competitive Positioning in a
Chinese-Entrant Scenario

Medicare Coverage Architecture

For indications covered by Medicare National Coverage Determinations (NCDs)
or Local Coverage Determinations (LCDs), the coverage architecture is
established before a Chinese entrant arrives. US biotechs should design their
value evidence — health-economic models, real-world evidence protocols, AMCP
dossiers — to be NCD/LCD-ready before launch, not reactive to payer questions
post-launch. Medicare coverage that is tied to a specific biomarker, CDx, or
clinical indication subgroup effectively requires Chinese competitors to replicate
the same clinical evidence standard to achieve equivalent coverage — this is a
legitimate and durable commercial moat.

For 2026, the Inflation Reduction Act's Medicare Drug Price Negotiation Program
is the primary payer risk factor for US branded drugs in Medicare Part D/Part B.
Drugs that achieve high Medicare utilization within their first 9 years of approval
are subject to price negotiation — this is a structural incentive for US biotechs to
accelerate commercial timeline and maximize market penetration before the
negotiation trigger. Chinese competition that drives earlier generic/biosimilar



entry would in theory accelerate the negotiation trigger by increasing Medicare
spend, but the practical impact is that Chinese competitive pricing pressure will
primarily affect commercial/private payer formulary positioning before it affects

Medicare NCD coverage.

Formulary Dynamics and Chinese Competitive Entry

Payer Segment

Commercial/PBM
formulary (Tier 2/3
specialty)

Medicare Part D
specialty tier

Chinese Entry Impact

Chinese
biosimilar/generic
entrant at 20-40%
discount triggers step-
through requirements;
formulary managers
use Chinese entrant as
price negotiation
leverage even before
approval

Chinese biosimilar at
first generic/biosimilar
eligibility triggers
automatic substitution
in many formularies;
Part D plans have
financial incentive to
substitute

US Biotech Response

Build payer outcomes
contracts and
performance
guarantees pre-launch;
exclusive CDx coverage
arrangement ties
formulary preference
to proprietary
diagnostic

Maximize pediatric
exclusivity to delay first
substitution eligibility;
REMS program (if
applicable to class) can
restrict substitution;
build Part D coverage
policy case based on
clinical differentiation



Payer Segment

Medicare Part B (buy-
and-bill biologics)

Medicaid managed

care

Chinese Entry Impact

Chinese biosimilar at
ASP + 6%
reimbursement creates
pressure on brand
ASP; hospital and
oncologist purchasing
decisions shift toward
lower-ASP options
under buy-and-bill
economics

Best price implications
of any Chinese
licensing/distribution
deal must be modeled
carefully — if Chinese-
distributed product at
NRDL pricing is
imported or if any US
Medicaid best price
trigger is created
through offshore
pricing, it could
structurally reset US
Medicaid net pricing

US Biotech Response

Differentiated clinical
outcome data (OS
benefit, safety profile)
is most effective Part B
retention tool; hospital
formulary committee
support requires
clinical differentiation,

not price matching

Ensure license
agreement explicitly
excludes any pricing
linkage that could
trigger US Medicaid
best price calculations;
this is a critical contract
provision that is often
overlooked in cross-
border licensing

Medicaid best price alert: This is a frequently overlooked provision in US-China
licensing agreements. If a Chinese licensee distributes a licensed product at
NRDL-negotiated prices and any contractual linkage to the US licensor's pricing
exists, there is a theoretical (and potentially litigated) risk that those Chinese
prices constitute a "sale in any foreign country" that affects US Medicaid best
price calculations under the Medicaid Drug Rebate Program. Counsel must
explicitly address and exclude this linkage in the license agreement.

e Commercial significance: The Medicaid best price trap is a multi-
hundred-million-dollar risk in China licensing deals and is consistently



underdiligenced — standard China licensing term sheets do not include the
Medicaid best price exclusion language; it must be added explicitly.

o Commercial significance: Medicare Part D negotiation under the IRA
creates a structural incentive to accelerate market penetration in the first 9
years post-approval; Chinese competitive entry that delays US commercial
launch or erodes market share during this window has a compounded
negative effect on total commercial value.

Action items for commercial and market access teams:

e Review all existing and draft China licensing agreements for any pricing
linkage that could trigger Medicaid best price implications — engage
specialized healthcare compliance counsel, not general IP licensing
counsel, for this review.

e Build an AMCP dossier framework that explicitly addresses Chinese
competitor clinical data quality relative to US approval package — payers
will ask about Chinese competitive programs in formulary committee
meetings.

e Model the commercial timeline acceleration needed to maximize pre-IRA-
negotiation-trigger revenue for each lead program in Medicare-covered
indications.

Decision / reversibility:

Decision implied: Treat Chinese competitive payer entry as a pre-launch planning
input, not a post-launch response — formulary defense strategy must be
designed before approval, not after a Chinese biosimilar files an ANDA/BLA.
What evidence would change this view: CMS rulemaking that explicitly excludes
Chinese-origin biosimilar/generic prices from Medicaid best price calculations
(which has been discussed but not enacted) would reduce the Medicaid pricing
contamination risk in China licensing deals.

Actionable 24-Month Critical-Path Playbook



Phase

Phase 1:
Baseline

Assessment

Timeframe

Months 1-3

Priority
Actions

e BIOSEC
URE
Act
compli
ance
audit
of all
existin
g
Chines
e
counte
rparty
relatio
nships

* Supply
-chain
depen
dency
map:
identif
y all
Chines
e-
source
d API,
excipie
nts,
interm
ediates
across
all
progra

ms

Decision
Gate

Board
receives
Phase 1
report;
approves
China
Strategic
Posture
Policy

document

Owner

CEO,
General
Counsel,
Chief
Scientific
Officer



Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

e Compe
titive
intellig
ence:
identif
y
Chines
e
compe
titors
with
NMPA
approv
al or
Phase
1l
enroll
ment
in lead
indicati
ons

e |P
audit:
patent
expiry
schedu
le,
contin
uation
filing
opport
unities,
Orang
e Book
listing




Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

comple
teness
e Talent
audit:
identif
y
scienti
sts
with
China
acade
mic/pr
ofessio
nal
connec
tions;
review
IP
assign
ment
agree
ments
and
export
control
trainin
g
status




Phase

Phase 2:
Strategic
Posture
Selection

Timeframe

Months 3-6

Priority
Actions

e Select
archet
ype
(A/B/C/
D) for
each
progra
m
based
on
Phase
1
finding
s and
board
policy

e Engage
CFIUS/
BIOSEC
URE
outsid
e
counse
I
establi
sh
standi
ng
compli
ance
infrastr
ucture

e |nitiate
Chines

Decision
Gate

Board
approves
program-
level
archetype
assignments
; BD
authorized
to pursue
Chinese
counterpart
y
discussions
under
approved
archetype
and term
template

Owner

BD Lead,
General
Counsel,
CMC/Manuf
acturing
Lead



Phase Timeframe Priority Decision Owner
Actions Gate

e
counte
rparty
diligen
ce on
any
identifi
ed
licensi
ng
targets

e Build
Archet
ype B
license
term
templa
te with
Medica
id best
price
exclusi
on, no-
MFN,
improv
ement
IP
assign
ment,
and
BIOSEC
URE
repres
entatio

ns



Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

e File
patent
contin
uation
applica
tions
for
metho
d-of-
use,
dosing
regime
n, and
combi
nation
claims
on
lead
progra
ms

e [nitiate
dual-
sourci
ng
proces
s for
highest
depen
dency
Chines
e
supply
inputs




Phase

Phase 3:
Deal
Execution
and
Pipeline
Investment

Timeframe

Months 6-
15

Priority
Actions

e Execut
e
China
rights
licensi
ng for
qualifyi
ng
progra
ms
under
Archet
ype B
frame
work;
CFIUS
filing
where

require

d

e Compl
ete
GCP
audit
of any
Chines
e
clinical
data
packag
es
being
consid
ered

Decision
Gate

First China
licensing
deal closed
(if
applicable);
FDA
expedited
designation
received; at
least one
critical
supply input
dual-
sourced

Owner

BD Lead,
Regulatory
Affairs
Head,
CMC/Manuf
acturing
Lead



Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

for US
BLA
inclusi
on

e File for
FDA
expedi
ted
design
ations
(Fast
Track,
Breakt
hrough
) for
progra
ms
where
Chines
e
compe
titive
entry is
immin
ent

o If
applica
ble: file
pre-
IND
meetin
24
reques
t with
FDA




Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

for
dual-
submis
sion
clinical
design
progra
ms

e Compl
ete
dual-
sourci
ng
imple
mentat
ion for
highest
-risk
supply
inputs

e Submit
PREA
pediatr
ic
study
plans
for all
lead
progra
ms
eligible
for
pediatr
ic




Phase

Timeframe

Priority
Actions

Decision
Gate

Owner

exclusi
vity

e Establi
sh
quarte
rly
China
compe
titive
intellig
ence
review
cadenc
e with
board
reporti

ng




Phase

Phase 4:
Execution
and
Defense

Timeframe

Months 15-
24

Priority
Actions

e Monito
-
Chines
e
license
e
NMPA
develo
pment
progre
SS;
enforc
e
license
repres
entatio
ns and
warran
ties

e Track
Chines
e
compe
titor
FDA
IND
filings
in lead
indicati
ons;
adjust
label
strateg

y if

Decision
Gate

24-month
review:
board
assesses
whether
selected
archetype
remains
appropriate
given
updated
competitive
intelligence
and policy
environmen
t; decision
to expand,
maintain, or
exit China
engagement

Owner

CEO, BD
Lead,
General
Counsel,
Regulatory
Affairs Head



Phase Timeframe Priority Decision Owner
Actions Gate

compe
titors
receive
FDA
Breakt
hrough
design
ation

e Compl
ete
supply-
chain
dual-
sourci
ng
across
all
progra
ms

e |nitiate
PREA
pediatr
iC
studies
per
approv
ed
study
plans

e Build
ITC
Section
337
enforc

ement



Phase Timeframe Priority Decision Owner
Actions Gate

plan
for any
progra
m
within
5 years
of
patent
cliff
with
Chines
e
manuf
acturin

4
supply
visible
e Condu
ct
annual
BIOSEC
URE
compli
ance
audit
of all
China-
related
agree
ments
e Prepar
e
AMCP
dossier
with



Phase Timeframe Priority Decision Owner
Actions Gate

Chines
e
compe
titive
entry
scenari
0
addres
sed for
lead
progra
ms
approa
ching
approv
al

e Commercial significance: The 24-month playbook converts an abstract
strategic posture into specific quarterly deliverables — boards and CEOs
should assign owners and deadlines to each action item at the Phase 1
kickoff meeting, not treat this as a rolling aspirational roadmap.

e Commercial significance: Phase 2's Archetype B term template is an asset
that compounds in value — once built, it can be used for multiple China
licensing conversations and signals to Chinese counterparties that the US
company is a sophisticated, deal-ready counterparty rather than a

learning-on-the-job negotiator.
Action items for CEOs and Chief Strategy Officers:

e Launch Phase 1 immediately — the BIOSECURE audit and supply-chain
dependency map are 60-day workstreams that require no board policy
approval to begin.

e Set a 90-day deadline for the board to adopt a formal China Strategic
Posture Policy document; treat its absence as a governance risk, not a
discretionary item.



e Assign a dedicated China Strategy lead (internal or external) with cross-
functional authority over BD, legal, regulatory, and manufacturing
decisions — do not manage this thematically as a series of separate
department-level decisions.

Decision / reversibility:

Decision implied: Launch Phase 1 workstreams within 30 days; report to board at
90 days.

What evidence would change this view: A major BIOSECURE Act expansion or
executive order that categorically prohibits US government-funded entities from
any Chinese biotech partnership would compress the Phase 2 archetype
selection to Archetype C or D for most US biotechs, eliminating Phase 3 deal
execution activity.

Risk Matrix, Red Flags, & Mitigation Strategies

Risk Probability Impact Red Flag Mitigation
(2026) Signal
BIOSECURE MODERATE HIGH —any | Senate Include
Act existing markup of BIOSECURE
expansion China BIOSECURE compliance
to licensing amendment | representati
unnamed dealwithan | sexpanding | ons+
Chinese affiliate of a designated termination
affiliates newly entity list or right in all
designated definition of | China
entity "covered agreements;
becomes entity" quarterly
non- designated
compliant; entity list
government monitoring
grant
eligibility at

risk



Risk

Chinese
competitiv
e entryin
lead
indication
ahead of US
approval

FDA data
integrity
finding
against
Chinese
clinical site
data in
licensed
program

Probability
(2026)

HIGH for
oncology/AD
C/GLP-1
archetypes

MODERATE

precedent
exists for
Chinese site
integrity
issues

Impact

HIGH —
Chinese FDA
IND filing in
same
indication
compresses
label
differentiati
on window;
payer
formulary
positioning
disrupted
pre-launch

SEVERE —
BLA
rejection or
Complete
Response
Letter; loss
of upfront
licensing
economics;
deal

litigation

Red Flag
Signal

Chinese
sponsor
appearing
on
ClinicalTrials
.gov with US
IND in same
indication
class

FDA import
alert,
warning
letter, or
bioresearch
monitoring
inspection
at Chinese
clinical sites
used in
licensed
program

Mitigation

Accelerate
FDA
expedited
designation
filing; shift
to head-to-
head trial
design;
engage
payer
formulary
teams 18
months
before
approval

Mandatory
pre-
licensing
GCP audit;
representati
ons and
warranties +
indemnificat
ionin
license
agreement;
exclusion of
Chinese
data from
US BLA
unless FDA-
pre-aligned



Risk

IP leakage
through
manufactu
ring
technology
transfer

Probability
(2026)

MODERATE-
HIGH for
ADC, cell
therapy,
oligonucleot
ide
modalities

Impact

HIGH — loss
of platform
IP that
cannot be
recovered;
damages to
US M&A

valuation

Red Flag
Signal

Chinese
licensee
begins
manufacturi
ng
comparable
products for
third parties
using
process
improveme
nts made
during
licensed
manufacturi

ng runs

Mitigation

No platform
technology
transfer;
manufacturi
ng tech
transfer
limited to
specific drug
substance/p
roduct for
licensed
indication;
robust
improveme
nt IP
assignment
provisions;
audit rights



Risk

Supply-
chain
disruption
from
Chinese
CDMO
restriction

Medicaid
best price
contaminat
ion from
Chinese
NRDL
pricing
linkage

Probability
(2026)

MODERATE
— escalating
tariff and
trade war
environmen
t

LOW-
MODERATE
— risk exists
but requires
specific
contractual
structure to

trigger

Impact

HIGH for
programs
with single-
source
Chinese API;
could halt
clinical
supply or
commercial
launch

SEVERE —
potential
retroactive
Medicaid
rebate
liability; OIG
investigation

risk

Red Flag
Signal

Executive
order, tariff
escalation,
or
BIOSECURE
expansion
naming
current
Chinese
CDMO
supplier

China
licensing
agreement
with any
pricing
linkage
(MFEN,
reference
pricing,
most-
favored
territory) to
US Medicaid

pricing

Mitigation

Dual-
sourcing
implemente
d before
commercial
launch; API
inventory
buffer of
12-18
months for
commercial
programs;
CcMC
manufacturi
ng variation
filed for
alternate
source

Explicit
Medicaid
best price
exclusion
language in
license
agreement;
healthcare
compliance
counsel
review of all
pricing
provisions



Risk

Talent
drain to
Chinese
employers

Probability
(2026)

MODERATE
particularly
for US-
trained
Chinese-
heritage
scientists in
oncology,
ADC, cell
therapy

Impact

MODERATE
— loss of
key scientific

talent;
potential IP
attribution

disputes for
inventions
made post-
departure

Red Flag
Signal

Key scientist
accepts
offer from
Chinese
employer;
unusual
data access
requests
prior to
departure

Mitigation

Competitive
retention
packages;
enhanced IP
assignment
agreements
with
departure-
specific
provisions;
export
control
training and
monitoring;
US non-
compete
strategy
adapted to
post-FTC
rule
environmen
t



Risk

CFIUS
review
blocking or
materially
delaying a
China-
linked deal

Probability
(2026)

MODERATE-
HIGH for
any deal
with
Chinese
equity
component

Impact

MODERATE
— deal
delay of 6-
12 months;
potential
restructurin
4
requirement
s; deal
failure in

worst case

Red Flag
Signal

Chinese
investor or
partner
holds equity
stake above
CFIUS
mandatory
filing
thresholds

Mitigation

Proactive
voluntary
CFIUS filing
before deal
announcem
ent;
structure
deal to
avoid equity
and
manufacturi
ng
integration
triggers;
engage
CFIUS
counsel
before term
sheet



Risk

US capital
markets
perception
of "China
taint"

Probability
(2026)

MODERATE
— investor
and acquirer
diligence
increasingly
flags China
relationship

S

Impact

MODERATE
— valuation
discount in
public
markets or
M&A,;
institutional
investor
mandate
restrictions

Red Flag
Signal

ISS or major
institutional
investor
questionnair
e flags China
equity or
manufacturi
ng
dependency
, acquirer
requests
China
relationship
clean-up as
deal
condition

Mitigation

Proactive
disclosure of
China
relationship
s with
BIOSECURE
compliance
certification
in investor
materials;
maintain
"China-
clean”
characteriza
tion for any
program
being
positioned
for M&A

e Commercial significance: The FDA data integrity risk is the highest-

severity, most underdiligenced risk in China licensing deals — it has a

documented history of causing BLA rejections and its mitigation cost (GCP

audit) is trivial relative to the licensing economics at risk.

e Commercial significance: Capital markets "China taint" perception is an

underappreciated M&A risk — acquirers are increasingly requiring explicit

China relationship clean-up as a deal condition, which creates timeline and

cost risk if not addressed proactively.

Action items for boards and general counsel:

e Assign each risk in the matrix to an owner and a monitoring cadence; do

not treat the risk matrix as a static document — it requires quarterly

updates as policy and competitive environment evolve.



e Add China Strategic Risk as a standing agenda item at quarterly board
meetings; include BIOSECURE designated entity list update and competitive
intelligence summary.

e Require BIOSECURE compliance certification as a condition of any China
counterparty engagement, not merely a closing condition — the
certification must be obtained before term sheet execution.

Decision / reversibility:

Decision implied: Treat data integrity and Medicaid best price contamination risks
as non-negotiable deal-breakers — if mitigation provisions cannot be negotiated
into the agreement, the deal should not close.

What evidence would change this view: FDA publication of a formal guidance
document on acceptable standards for Chinese clinical site data would
materially reduce data integrity uncertainty; CMS rulemaking on Medicaid best
price foreign transaction exclusions would reduce pricing contamination risk.

Strategic Options & Sequencing: Ranked Options
for the Board



Optio

China
Rights
Out-
Licen
se
(Arch

etype
B)

Move

Licens
e
China/
APAC
rights
for
lead
late-
stage
progr
am to
BIOSE
CURE-
clean
Chine
se
partne
r
retain
US/EU
rights;
no
equity
, o
manuf
acturi
ng
tech
transf
er

Clock
Impac

Neutr
alon
us
clock;
closes
in 6-
12
month

Capit
al
Impac
t

HIGH
non-
dilutiv
e
capital
($50-
500M
+ for
Phase
[/111);
exten
ds
runwa
y 12-
24
month

Regul
atory/
Label
Risk

LOW if
FDA
strate
gy is
indep
enden
t; data
integri
ty risk
LOW if
Chine
se
data
exclud
ed
from
us
BLA

Rever
sibilit
y

MODE
RATE
deal
can be
restru
ctured
if
BIOSE
CURE
enviro
nment
chang
es

When
to
Pick
This

Phase
/111
asset
with
comp
etitive
indicat
ion;
capital
constr
aints
make
equity
round
unattr
active
at
curren
t
valuati
ons;
Chine
se
dema
nd for
indicat
ion is
establi
shed



Optio

Exclus
ivity
Stack
Invest
ment
(Arch

etype

comp
onent

Move

File
patent
contin
uation
S
(meth
od-of-
use,
dosing
comb
nation
),
PREA
pediat
ric
studie
s, and
ITC
enforc
ement
pre-
plan
for
lead
progr
ams

Clock
Impac

Neutr
al to
us
appro
val
clock;
delays
Chine
se
entry
by 2-8
years
depen
ding
on
tools
deplo
yed

Capit
al
Impac
t

MODE
RATE
invest
ment
($5-
25M
for full
stack);
high
ROI
on
comm
ercial
exclus
ivity
value

Regul
atory/
Label
Risk

LOW

entirel
y
within
us
jurisdi
ction;
no
China
regula
tory
intera

ction

Rever
sibilit
y

HIGH
—IP
invest
ment
iS
retain
ed
regard
less of
China
policy
directi
on

When
to
Pick
This

Alway
S —
this is
a
baseli
ne
invest
ment
for
any
progr
am
with
comm
ercial
value;
deplo
y
alongs
ide
any
other
archet

ype



Optio

Suppl

Chain
Dual-
Sourci
ng
(Arch
etype
D/B
comp
onent

Move

Identif
y all
Chine
se-
sourc
ed
APl/int
ermed
iates;
qualify
altern
ate
US/EU
/India
CDMO
sourc
e; file
FDA
CMC
manuf
acturi
ng
variati
on for
altern
ate
sourc
e

Clock
Impac

12-24
month
sto
compl
ete
dual-
sourci
ng; no
impac
ton
curren
t US
timeli

ne

Capit
al
Impac
t

MODE
RATE
($5-
30M
depen
ding
on
modal
ity
and
scale);
partial
ly
offset
by
gover
nment
manuf
acturi
ng
subsid

ies

Regul
atory/
Label
Risk

CMC
variati
on
risk is
LOW
with
prope
.
comp
arabili
ty
data;
no
clinica
| risk if
manuf
acturi
ng
comp
arison
IS

clean

Rever
sibilit
y

HIGH

altern
ate
sourc
e
appro
val is
retain
ed
perma
nently
Chine
se
CDMO
can
rema
nas
secon
d
sourc
e

When
to
Pick
This

Alway
s for
comm
ercial-
stage
progr
ams;
imme
diate
priorit
y for
any
progr
am
with
single-
sourc
e
Chine
se API



Optio

Chine
se
Progr
am

Licen
sing
via
NewC

(Arch
etype
C)

Move

gha

incorp
orated
NewC
o
interm
ediary
that
holds
the IP
and
has no
direct
Chine
se
equity
NewC
0
acquir
es

Clock
Impac

Saves
2-4
years
VS.
intern
al
develo
pment
NewC
0
struct
uring
adds
3-6
month
sto
deal
close

Capit
al
Impac
t

Typica
[y
deal-
financ
ed;
NewC
0
acquis
ition
cost
reflect
S
Phase
Il risk-
adjust
ed
value;
avoids
direct
CFIUS/
BIOSE
CURE
trigger
if
struct
ured
correc

tly

Regul
atory/
Label
Risk

MODE
RATE
FDA
data
integri
ty risk
on
Chine
se
Phase
Il data
must
be
resolv
ed;
ICH
E17
bridgi
ng
may
be
requir
ed

Rever
sibilit
y

MODE
RATE
NewC
0
struct
ure
provid
es
cleane
r P
break;
less
entan
gleme
nt
than
direct
acquis
ition
of
Chine
se
entity

When
to
Pick
This

When
Chine
se
innov
ation
genui
nely
fills a
pipeli
ne
gap,
Chine
se-
only
data
requir
es US
bridgi
ng
study;
gover
nment
fundin
g
constr
aints
preve
nt
direct
China
deal



Optio

Move

Clock
Impac

Capit
al
Impac

Regul
atory/
Label
Risk

Rever
sibilit
y

When
to
Pick
This

rights
from
Chine
se
spons
or; US
comp
any
acquir
es
NewC
0




Optio

FDA
Exped
ited
Desig
natio
n
Accel
eratio
n (all
arche
types)

Move

File
Breakt
hroug
h
Thera
py or
Fast
Track
design
ation
reque
st for
lead
progr
am(s)
in
indicat
ion(s)
where
Chine
se
comp
etitors
are
advan
cing
rapidl
y; use
design
ation
to
accele
rate

Clock
Impac

Priorit
y
Revie
w
shorte
ns
PDUF
A
clock
by 6
month
S,
Breakt
hroug
h
Thera
Py
design
ation
enabl
es
intensi
ve
FDA
guida
nce
that
can
save
12-18
month
sin
trial

Capit
al
Impac
t

LOW
cost
(%0 for
design
ation
filing
itself;
mode
st
resour
ce
cost
for
FDA
meeti
ng
prepa
ration)

Regul
atory/
Label
Risk

LOW
design
ation
does
not
create
new
regula
tory
comm
itment
S,
impro
ves
proba
bility
of
appro
val on
curren
t data
packa

ge

Rever
sibilit
y

HIGH
design
ation
can be
sough
tat
any
time;
does
not
forecl
ose
other
strate
gic
option
S

When
to
Pick
This

When
Chine
se
comp
etitor
has
NMPA
appro
val or
Phase
1l
data
in
same
indicat
ion;
use
design
ation
as
clock
accele
rator
and
invest
or
confid
ence
signal
simult
aneou

sly



# Optio Move Clock Capit Regul Rever | When
n Impac | al atory/ | sibilit | to
t Impac | Label y Pick
t Risk This
FDA design
intera iterati
ctions ons
and
compr
ess US
appro
val
timeli
ne

Recommended sequencing: Execute Options 1 (if applicable to program stage),
2,and 3 in parallel as an integrated Phase 1-2 action; Option 5 should be filed
before or simultaneous with any China licensing announcement to signal
independent US regulatory momentum; Option 4 is opportunistic and should be
pursued when specific Chinese programs are identified as genuine pipeline
complements, not as a blanket strategy.

One-line defense: Options 2, 3, and 5 are high-reversibility, low-regret
investments that are value-accretive regardless of how the China policy
environment evolves; Option 1 is the primary value-creation lever but requires
the governance infrastructure built by the other three options to be defensible.

e Commercial significance: The parallel execution of Options 1 and 5 —
China rights out-licensing simultaneous with FDA Breakthrough
designation announcement — is a capital markets storytelling event that
signals both non-dilutive capital validation and independent US regulatory
credibility; the combination can re-rate a US mid-cap's valuation premium.

e Commercial significance: Option 4 (NewCo in-licensing) is increasingly the
structure used by large-cap pharma BD to access Chinese innovation
without BIOSECURE/CFIUS risk; US mid-caps that can replicate this
structure at smaller scale access a deal flow that purely domestic buyers
cannot reach.



Decision / reversibility:

Decision implied: Commit to Options 2, 3, and 5 immediately as baseline
investments; pursue Option 1 for any program meeting the selection criteria;
evaluate Option 4 on a deal-specific basis.

What evidence would change this view: A Chinese program receiving US FDA
approval ahead of the US company's lead program in the same indication would
trigger immediate escalation to Option 4 or a competitive acquisition of the
Chinese company's US commercial rights through a NewCo structure.

Deal & Capital Markets Read

The Credibility of the 2026 US-China Biotech Story in Capital
Markets

The US-China biotech deal market has bifurcated into two distinct narratives
that capital markets are pricing differently. The first narrative — "we are
proactively licensing our non-core China rights for non-dilutive capital while
maintaining US commercial independence" — is being rewarded with valuation
premiums, because it signals pipeline de-risking, cash runway extension, and
partner validation without equity dilution. The second narrative — "we have
complex China relationships that we are working to sort out" — is being
penalized, because it signals governance uncertainty, BIOSECURE compliance
risk, and potential M&A liability. The strategic and capital markets imperatives
are aligned: build the proactive structure before it is needed, not in response to
an investor or acquirer question.

For a US late-stage biotech, a China rights out-license in the $50-200M upfront
range on a Phase II/lll program is currently the most capital-efficient non-dilutive
financing available in the market — superior to most royalty monetization
structures and comparable to convertible debt without the dilution and
covenant risk. The deal also functions as partner validation: when a well-
capitalized Chinese sponsor pays $100M+ upfront for China rights, it signals
global conviction in the clinical package that US crossover investors and large-
cap pharma BD teams treat as independent validation of the program's value.
The capital markets read is therefore double-positive: cash in and external
validation simultaneously.



The bear case for a US biotech's China engagement story requires only one of
three events: (1) the Chinese partner is named or affiliated with a BIOSECURE-
designated entity post-deal, which triggers a public disclosure obligation and
investor concern about US government funding eligibility; (2) FDA issues a data
integrity finding against a Chinese clinical site that contributed data to the
licensed program, triggering uncertainty about the BLA timeline and the
partner's ability to perform on NMPA development obligations; (3) the Chinese
partner's own program in the US advances to the same indication using the
licensed data, creating a competitive conflict that the license agreement did not
adequately address. All three bear-case scenarios are contractually preventable
with proper deal architecture — which is precisely why the governance
infrastructure investment in Phases 1 and 2 of the playbook is not optional.

Conditional Triggers That Would Change the Bull/Bear
Regulatory Case

Trigger Event Direction Capital Strategic
Markets Response
Impact
BIOSECURE Act Bear Forced deal Terminate or
Senate passage restructuring; restructure
with expanded potential affected
designated government agreements;
entity list grant eligibility activate
including loss; investor re- | BIOSECURE
current Chinese rating of China compliance

biotech partners

exposure risk

across sector

representations
and termination
rights built into
contracts



Trigger Event

Chinese
competitor
receives US FDA
Breakthrough
designation in
lead indication

FDA issues
explicit guidance
on acceptable
standards for
Chinese multi-
regional clinical
trial data in US
BLA
submissions

Direction

Bear
(competitive) /
Neutral (deal
trigger)

Bull

Capital
Markets
Impact

Compresses US
commercial
window; may
accelerate
inbound M&A
interest from
large-cap
pharma seeking
to acquire US
program before
Chinese
competitor
closes the gap

Expands the
universe of dual-
submission deal
structures;
Chinese out-
licensing
premiums
increase as US
approvability of
Chinese data
improves;
positive for
Archetype B
valuations

Strategic
Response

Accelerate US
pivotal trial
enrollment; file
competing
Breakthrough
designation;
consider
strategic M&A
process as value
maximization
option

Revisit
Archetype B
deal terms to
capture
additional value
from higher
Chinese data
FDA-
acceptability;
consider dual-
submission
design for next
development
program



Trigger Event

US-China trade
war escalation
including
pharmaceutical
tariffs above
25%

Record-breaking
Chinese out-
licensing deal in
same indication
class (>$500M
upfront)

Direction

Bear (supply
chain) / Neutral
(licensing)

Bull

Capital
Markets
Impact

Supply-chain
cost increases
for Chinese-
sourced API;
supply
disruption risk
premium;
licensing deals
unaffected if IP-
only structure
with no
manufacturing

integration

Sets a new
comparable for
China rights
valuation in the
indication;
upgrades
investor and
acquirer
perception of
Chinese
demand for US-
partnered
programs

Strategic
Response

Accelerate dual-
sourcing
completion; file
CMC alternate
source
variations;
licensing deal
value unaffected
by tariffs if
manufacturing
is separate

Use as leverage
in ongoing or
new China
licensing
negotiations;
reference
publicly in
investor
communications
as market
validation of

indication value



Trigger Event

IRA Medicare
price
negotiation
announced for
lead program's
drug class

Direction

Bear (US
commercial) /
Neutral (China
licensing)

Capital
Markets
Impact

Reduces US
commercial
NPV; may
accelerate
decision to out-
license US rights
to large-cap
pharma
strategic
partner; China
licensing
economics
unaffected by
IRA negotiation
on US-retained
rights

Strategic
Response

Model IRA
negotiation
impact on US
commercial
NPV; reassess
whether
retaining US
rights vs.
licensing to
large-cap
strategic
maximizes total

value

e Commercial significance: The dual-positive capital markets narrative of a

China licensing deal — cash in plus partner validation — is most powerful

when announced simultaneously with an FDA expedited designation or

positive Phase Il interim data; sequencing the announcement to coincide

with a clinical catalyst maximizes the re-rating effect.

e Commercial significance: The bear case scenarios are all contractually

preventable, which means that the quality of legal deal architecture is

directly reflected in enterprise valuation — this is an area where legal

investment (CFIUS/BIOSECURE outside counsel, specialized healthcare

transactional counsel) generates direct financial return.

Action items for CEOs and CFOs:

e Build a China rights valuation model for the lead program at current

market deal terms and present to the board as a capital structure

alternative to the next equity round.



e Pre-position investor communications to characterize any China licensing
deal as "proactive, ring-fenced, and BIOSECURE-compliant" — the language
matters in the current policy environment.

e Monitor Chinese BD deal flow in the indication quarterly; use transaction
comparables to update China rights valuation and timing of licensing
outreach.

Decision / reversibility:

Decision implied: Position China rights out-licensing as the primary non-dilutive
capital strategy for Phase IlI/Ill programs; build the governance infrastructure
that makes the deal story credible to investors and acquirers.

What evidence would change this view: Evidence that Chinese partner default or IP
breach rates in out-licensing deals are systematically higher than disclosed
(above 20% deal-failure rate) would shift the capital markets narrative from
"partner validation" to "deal execution risk" and reduce the valuation re-rating
effect of a China licensing announcement.

Questions Counsel & Regulatory Affairs Would
Ask

1. Has the Chinese counterparty, including all affiliated entities and beneficial
owners above 5%, been screened against the current BIOSECURE Act
designated entity list, DoD Section 1260H list, and OFAC SDN list? When
was this screening last updated, and is there a contractual obligation to re-
screen quarterly?

2. What is the Chinese counterparty's government ownership or CCP board
representation structure, and does any government entity hold a "golden
share" or equivalent control right that could affect its classification under
CFIUS covered transaction definitions?

3. Has a CFIUS voluntary filing been submitted and cleared before signing a
binding agreement involving any Chinese equity, manufacturing
integration, or access to US sensitive personal data or genetic information?

4. Does the license agreement include an explicit, unconditional exclusion of
Chinese NRDL and any ex-US pricing from the US Medicaid best price
calculation? Has a qualified healthcare compliance attorney (not general
licensing counsel) reviewed this provision?



10.

11.

12.

13.

14.

. Has a GCP audit been commissioned for all Chinese clinical sites that

contributed data to the licensed program's pivotal trials, and has the audit
report been reviewed by US regulatory counsel for FDA data integrity risk
assessment?

. Has a pre-IND or Type B meeting been requested with FDA to confirm

acceptability of any Chinese multi-regional clinical data in the US BLA
submission, prior to relying on that data in the US development plan?

. What are the exact scope and territorial limitations of the technology

transfer under the license — specifically, does the licensed manufacturing
know-how include any platform process IP, or is it limited to the specific
drug substance/product for the licensed indication?

. How are "Improvements" defined in the license agreement, and who owns

a Chinese licensee's improvements to the licensed technology? Is the US
licensor's right to use those improvements in all territories clearly
preserved, and is there a US veto on patent prosecution for Chinese-made

improvements?

. What is the sublicense restriction structure — can the Chinese licensee

sublicense manufacturing rights to a Chinese CDMO without US company
consent, and if so, does that CDMO create a new BIOSECURE exposure?
What export control licenses (EAR, ITAR, DOE controls as applicable) are
required for any scientific data transfer, biological material transfer, or
manufacturing know-how transfer to the Chinese counterparty, and have
all required licenses been obtained before any transfer occurs?

Has the US company's FDA expedited designation strategy (Fast Track,
Breakthrough, Accelerated Approval eligibility) been assessed for impact
from any Chinese licensee's use of licensed data in NMPA filings that could
become publicly available and affect the US company's competitive
regulatory position?

Is the Chinese counterparty's corporate structure domiciled in a
jurisdiction (e.g., Cayman Islands, Hong Kong) that provides meaningful
additional IP enforcement options for the US licensor, or is the ultimate IP
dispute resolution in Chinese courts?

What representations and warranties address the Chinese counterparty's
compliance with GDPR and applicable US health data privacy rules for any
patient data that may be generated in Chinese clinical trials and shared
with the US licensor?

Has the company's US government grant portfolio been reviewed by
outside counsel for any funding terms that restrict foreign partnerships or



licensing arrangements, including NIH standard terms, DoD SBIR/STTR
provisions, and BARDA contract terms?

15. What is the deal's governing law and arbitration provision — is
international arbitration (ICC, HKIAC, SIAC) specified rather than Chinese
court jurisdiction for dispute resolution, and is there an emergency
arbitrator provision that can provide interim IP relief within days if Chinese
counterparty breaches the IP assignment or sublicense restrictions?

Decision / reversibility:

Decision implied: Require affirmative answers to questions 1, 3, 4, 5, 6, 10, and 14
as conditions to proceeding to term sheet; all 15 questions must be answered to
board satisfaction before deal close.

What evidence would change this view: Treasury/CFIUS issuance of a formal safe
harbor certification process for specific categories of US-China biotech licensing
(purely IP, no equity, no manufacturing) would reduce the urgency of question 3
for qualifying deal structures.

Evidence Gaps & Unknowns

Topic

BIOSECURE Act
final Senate text
and any
implementing
regulations

Why It Matters
for This
Decision

Determines
exact scope of
prohibited
counterparties
and contracting
structures;
current state is
House-passed
bill pending
Senate action —
final text may
materially differ

What Primary
Text Would
Resolve It

Senate
Commerce or
HELP
Committee
markup; final
enrolled bill;
Treasury/Comm
erce
implementing
regulations

Grounding
Status

Cannot be
grounded from
available
sources — bill
status as of May
2026 requires
direct legislative
tracking



Topic

FDA 2025-2026
guidance on
Chinese multi-
regional clinical
trial data
acceptance

standards

Why It Matters

for This
Decision

ICHE17
framework
exists but FDA
has not issued
specific
guidance on
Chinese
CRO/site data
acceptability
post-import
alert
environment;
this is the
primary

regulatory

What Primary
Text Would
Resolve It

FDA guidance
document or
Federal Register
notice on
foreign clinical
data
acceptability;
CDER/CBER
MAPP update on
ICH E5/E17
implementation

Grounding
Status

Cannot be
grounded — no
specific 2025-
2026 FDA
guidance text
available in
current source
library

uncertainty for
dual-submission
strategies



Topic

CFIUS 2025-
2026
enforcement
precedents
specifically for
biotech licensing
deals (non-
equity)

Specific Chinese
out-licensing
deal terms and
default/breach
rates for 2024~
2026

transactions

Why It Matters
for This
Decision

CFIUS

mandatory filing

thresholds for
TID US
businesses may
capture certain
licensing-only
transactions
with technology
transfer
components;
enforcement
precedents
inform which
deal structures
trigger
mandatory
filings

Understanding
real-world deal
execution
quality
(milestone
payment
compliance, IP
breach rates,
development
performance) is
essential for
partner
selection and
deal structure
calibration

What Primary
Text Would
Resolve It

CFIUS annual
report to
Congress for
FY2025;
Treasury
enforcement
action
summaries;
public CFIUS
mitigation
agreement
terms

Pharmaceutical
deal databases
(Cortellis,

Evaluate); SEC 8-

K filings for
public company
deals; industry
survey data on
Chinese out-
licensing
execution

quality

Grounding
Status

Cannot be
grounded from
available
sources —
current CFIUS
enforcement
specifics for
biotech licensing
require direct
regulatory
counsel
engagement

Cannot be
grounded from
current source
library —
requires
proprietary deal
database access



Topic

IRA Medicare
price
negotiation
impact on
specific
indication
classes relevant
to Chinese
competitive

programs

FTC non-
compete rule
enforcement
status post-
litigation (2026)

Why It Matters
for This
Decision

IRA negotiation
for drugs in
Chinese-
competitive
indications
(oncology, GLP-
1) affects US
commercial NPV
and therefore
the relative
value of
retaining vs.
licensing US
rights

Enforceability of
talent retention
non-competes
determines the
practical
strength of US
biotech IP
protection
against talent
departure to
Chinese
employers

What Primary
Text Would
Resolve It

CMS IRA
negotiation
selection lists
(published
annually); CMS
negotiated price
announcements
; CBO modeling
of IRA impact by

indication class

Federal court
rulings on FTC
non-compete
rule (Northern
District of Texas;
5th Circuit
appeal status);
FTC
enforcement
guidance update

Grounding
Status

Cannot be
grounded —
specific 2026 IRA
negotiation
selections
require current
CMS database
access

Cannot be
grounded —
2026 court
status requires
current legal
docket
monitoring



Topic

NMPA expedited
pathway
approval rates
and timelines
for programs
targeting US
market entry via
dual-submission

Why It Matters
for This
Decision

Determines
competitive
clock accuracy
— how fast can
a Chinese
sponsor move
from NMPA
conditional
approval to FDA
pivotal data
package
completion
under dual-
submission
design

Decision / reversibility:

What Primary
Text Would
Resolve It

NMPA annual
review statistics;
Chinese sponsor
regulatory press
releases;
BioChina 2026
dual-submission
session content
(accessible only
to attendees)

Grounding
Status

Partially
grounded from
BioChina 2026
agenda context;
specific NMPA
timeline data
not available in
current source
library

Decision implied: The most critical evidence gap — BIOSECURE Act final Senate

text — must be monitored in real-time and the China Strategic Posture Policy

should include a trigger provision that automatically requires board review if the

bill's Senate text materially differs from the House-passed version.

What evidence would change this view: Availability of FDA-specific guidance on

Chinese data acceptability (gap #2) would be the single most important new

document for refining the dual-submission regulatory strategy — it would either

validate or significantly modify the data integrity risk framework presented in

this memorandum.

Board Recommendations, Decision Thesis, & What

Evidence Would Change This View

Board Recommendations



The board should adopt five formal resolutions at the next regularly scheduled
meeting:

1. Adopt the Selective Structured Engagement posture (Archetype B) as
the company's official China strategic policy, with documented
exceptions requiring CEO and board approval for any engagement outside
Archetype B parameters. This resolution converts an implicit default into
an explicit governance commitment that is documentable for investor and
acquirer diligence.

2. Authorize a 90-day BIOSECURE Act compliance and supply-chain
dependency audit, with results presented to the board before any new
China-related agreement is signed. The audit must include beneficial
ownership diligence for all existing Chinese counterparties and a tiered risk
ranking of supply-chain dependencies.

3. Direct BD to generate China rights valuations for the top two
programs within 90 days, using current market comparables in the
relevant indication class, and to present a board-ready capital structure
comparison between a China rights license and the next equity financing
round.

4. Establish a China Strategy Committee of the board, meeting quarterly,
with external CFIUS/BIOSECURE counsel and competitive intelligence
briefings as standing agenda items. This committee should have explicit
authority to pre-approve any China engagement above a defined dollar or
strategic threshold without requiring a full board meeting.

5. Authorize patent continuation and IP exclusivity stack investment for
all lead programs, with a specific budget allocation for method-of-use
continuations, PREA pediatric study plans, and ITC enforcement pre-
planning. This is a baseline investment that should not require deal-by-deal
board approval — it should be approved as a standing annual program.

Decision Thesis

The 2026 US-China biotech dynamic is structurally tilted toward engagement for
US biotechs with Phase II/1ll programs in competitive indications — the non-
dilutive capital value of China rights licensing, combined with the clinical velocity
advantages of dual-submission design and the payer valuation premium for
partner-validated assets, makes a well-structured China rights license the
dominant capital strategy for most US mid-cap biotechs. The constraint is

governance, not opportunity: the deals are available, the Chinese demand is



real, and the capital is substantial. The companies that will capture this value are
those that have built the compliance infrastructure — BIOSECURE architecture,
IP protection mechanics, data integrity safeguards — before the deals arrive, not
in response to them. The companies that will be damaged are those that sign
deals under capital pressure without adequate architecture, and discover the
governance problems during their next M&A due diligence process.

What Evidence Would Change This View

e Would shift to Archetype C/D for all programs: BIOSECURE Act Senate
passage with a provision that extends prohibitions to all Chinese-
incorporated entities (not just designated ones), making any direct
contractual relationship with a Chinese biotech company a US government
funding risk. This would make the non-dilutive capital argument irrelevant
for any company with NIH, BARDA, or DoD funding.

e Would increase engagement intensity toward Archetype A for specific
programs: FDA publication of formal guidance accepting Chinese multi-
regional trial data (under specific quality standards) in US BLA submissions
without requiring US bridging studies, combined with an explicit CFIUS safe
harbor for IP-only licensing deals with no equity or manufacturing
integration.

e Would accelerate the competitive defense playbook: Evidence that two
or more Chinese oncology or ADC programs have received FDA
Breakthrough Therapy designation for indications that overlap with US
company lead programs — this would signal Chinese competitive parity
and trigger immediate escalation of label differentiation investment and
FDA expedited designation filing.

e Would force an emergency supply-chain decoupling: Executive order
applying pharmaceutical tariffs above 30% on Chinese APl imports or
BIOSECURE expansion to name a current Chinese CDMO supplier,
triggering immediate commercial supply risk and requiring emergency
alternate source qualification.

Headline recommendation for the board: Adopt Selective Structured
Engagement as board policy now — build the BIOSECURE compliance
architecture, IP protection stack, and supply-chain resilience before the first
Chinese term sheet arrives, and use the governance infrastructure to capture
China rights licensing capital on terms that protect US commercial

independence and M&A optionality.



Comparator & Positioning Matrix: Program
Archetypes vs. Chinese Competitive Entry

us
Program
Archetyp
e

Late-
stage
oncology
(Phase IIl)

Stage /
Modality

Phase lll /
small
molecule
or
biologic

Chinese
Competit
ive
Threat
Profile

HIGH —
multiple
Chinese
programs
at NMPA
Phase Il
or
condition
al
approval
in same
indication
; dual-
submissio
n design
compress
es US
IND-to-
BLA
timeline
to 18-24
months

Regulato
ry Hook
for
Defense

FDA
Breakthro
ugh
Therapy
designati
on;
Priority
Review;
head-to-
head trial

design for

first-line
label
claim

Evidence
Posture
Advanta

ge

FDA-clean
multi-
regional
safety
database;
comparat
ive
efficacy
data
Chinese
single-
arm
programs
lack; US
KOL
endorse
ment for
label
claims

What
Would
Flip the
Ranking

Chinese
competit
or
receives
FDA
Breakthro
ugh
designati
on before
US pivotal
trial
complete
s — shifts
ranking
to
Archetyp
eD+
emergenc
y label
differenti
ation
investme

nt



us
Program
Archetyp
e

ADC
platform

Stage /
Modality

Phase 1/
/ biologic
conjugate

Chinese
Competit
ive
Threat
Profile

VERY
HIGH —
ADC is
China's
single
hottest
out-
licensing
category
in 2024-
2026;
BioChina
2026 has
extensive
dual-
payload,
bispecific
ADC, and
DAC
tracks;
multiple
Chinese
ADC
programs
approach
ing US
IND filing

Regulato
ry Hook
for
Defense

FDA Fast
Track for
specific
ADC-
indication
combinati
on;
Breakthro
ugh if
response
rate
differenti
ation is
demonstr
able; CDx
co-
developm
ent for
biomarke
r-
restricted
label

Evidence
Posture
Advanta

ge

Linker-
payload
manufact
uring in
FDA-
inspected
site (not
Chinese
CDMO) —
safety
profile
differenti
ation in
clinical
data; CDx

ownershi
P

What
Would
Flip the
Ranking

FDA
import
alert
against
Chinese
ADC
manufact
uring site

temporari
ly
reduces
Chinese
competiti
ve speed
but also
signals
sector-
wide data
integrity
scrutiny



us
Program
Archetyp
e

GLP-1/
metabolic
platform

Stage /
Modality

Phase
/1 /
peptide
or

biologic

Chinese
Competit
ive
Threat
Profile

HIGH —
Chinese
GLP-1,
GIP/GLP-
1, and tri-
agonist
programs
are
extensive;
BioChina
2026
includes
GLP-1
Phase Il
tracks;
Chinese
programs
may
reach US
IND filing
within
12-18
months

Regulato
ry Hook
for
Defense

FDA
Breakthro
ugh for
differenti
ated
cardioren
al or non-
alcoholic
steatohe
patitis
(NASH)
endpoint;
Priority
Review if
first-in-
class
mechanis
m; CVOT
endpoint
agreeme
nt with
FDA for
accelerat
ed
timeline

Evidence
Posture
Advanta

ge

Long-
term
CVOT or
hepatic
fibrosis
data that
Chinese
Phase Il
programs
cannot
yet
match;
us-
enrolled
CVOoT
safety
database

What
Would
Flip the
Ranking

FDA
cardiovas
cular
outcomes
trial
requirem
ent that
applies
symmetri
cally to all
GLP-1
class
members
including
Chinese
entrants
— levels
the
evidentiar
y playing
field and
shifts
competiti
onto
commerci
al
execution



us
Program
Archetyp
e

Rare
disease /
orphan
specialty

Stage /
Modality

Phase Il /
any
modality

Chinese
Competit
ive
Threat
Profile

LOW-
MODERA
TE —
Chinese
sponsors
are
underrep
resented
in rare
disease
given
patient
populatio
n
constrain
ts; NMPA
rare
disease
pathway
is less
develope
d than
oncology

Regulato
ry Hook
for
Defense

Orphan
Drug
Designati
on (7-
year
exclusivit
y):
Breakthro
ugh
Therapy;
Accelerat
ed
Approval
on
biomarke
;
endpoint;
natural
history
study to
establish
unmet

need

Evidence
Posture
Advanta

ge

Natural
history
data,
patient
registry,
and
genetic
biomarke
-
ownershi
p—
barriers
that are
expensive
and time-
consumin
g for
Chinese
entrants
to
replicate
in small
populatio
ns

What
Would
Flip the
Ranking

Chinese
academic
center
publishin
g
competin
g
mechanis
ticdata in
the same
rare
disease
— shifts
competiti
ve threat
from
commerci
al to
scientific
priority
dispute



us
Program
Archetyp
e

Cell

therapy
(CAR-T/
CAR-NK)

Stage /
Modality

Phase I/11
/
autologo
us or

allogeneic

Chinese
Competit
ive
Threat
Profile

HIGH for
solid
tumors —
BioChina
2026 has
dedicated
CAR-T
solid
tumor, in-
vivo CAR-
T, CAR-NK
solid
tumor
tracks;
Chinese
cell
therapy
innovatio
n is first-
in-class,
not
biosimilar

-class

Regulato
ry Hook
for
Defense

FDA
Breakthro
ugh for
solid
tumor
CAR-T
(historical
ly difficult
designati
onto
obtain
without
compellin
g Phase Il
response
data);
BLA REMS
design as
differenti
ation
signal;
manufact
uring
compara
bility data
across
sites

Evidence
Posture
Advanta

ge

us-
manufact
ured
autologo
us CAR-T
with FDA-
inspected
vein-to-
vein
process;
REMS
program
design
that
creates
payer and
prescribe
[
infrastruc
ture

barrier

What
Would
Flip the
Ranking

Chinese
allogeneic
(off-the-
shelf)
CAR-T
with
demonstr
ated
durability
data —
structural
manufact
uring cost
advantag
e that US
autologo
us
programs
cannot
match on
cost,
shifting
competiti
on
entirely
to clinical
differenti

ation



us
Program
Archetyp
e

Oligonucl
eotide /
RNA
platform

Stage /
Modality

Phase Il /
oligonucl
eotide

Chinese
Competit
ive
Threat
Profile

MODERA
TE —
BioChina
2026
oligonucl
eotide
track
includes
cardiovas
cular,
metabolic
, hepatitis
B, and
lipid
reduction
programs
; Chinese
oligonucl
eotide
manufact
uring
capacity
IS
growing
but still
largely
API-
depende
nt on
Western
originator
S

Regulato
ry Hook
for
Defense

FDA Fast
Track for
metabolic
or
cardiovas
cular
indication
; orphan
if rare
disease
target;
accelerat
ed
approval
on
biomarke
r (LDL-C,
ALT) with
CvoT
confirmat
ory plan

Evidence
Posture
Advanta

ge

Proprieta
ry
delivery
chemistry
(GalNAc
conjugati
on, LNP
formulati
on) that is
patentabl
e and not
yet
replicated
in
Chinese
programs
; hepatic
targeting
specificity
data

What
Would
Flip the
Ranking

Chinese
CDx
platform
achieving
equivalen
t hepatic
targeting
efficiency
to
Western
GalNACc
conjugate
at lower
cost —
would
shift
manufact
uring cost
structure
and
eliminate
delivery
chemistry

moat



us Stage / Chinese Regulato | Evidence @ What
Program Modality | Competit | ry Hook Posture Would

Archetyp ive for Advanta Flip the
e Threat Defense ge Ranking
Profile

Decision / reversibility:

Decision implied: Treat ADC and GLP-1 program archetypes as highest urgency
for China rights licensing and label differentiation investment; treat rare disease
and orphan archetypes as the lowest China competitive threat and therefore the
most defensible for delayed China engagement decisions.

What evidence would change this view: Systematic FDA acceptance of Chinese ADC
manufacturing site data without import alert risk would materially elevate ADC
to the "most threatened" category on both manufacturing and clinical

dimensions simultaneously.

Visual Appendix

Figure 1: 2026 US-China Biotech Strategic Posture Decision Tree

Decision Node Condition Pathway Resulting
Archetype
1. US YES — NIH, BIOSECURE Archetype B or C
government BARDA, DoD compliance only
funding grants active audit first;
dependency? restrict to
BIOSECURE-
clean

counterparties
only



Decision Node

1. US
government
funding
dependency?

2. Chinese
counterparty
BIOSECURE-

clean?

2. Chinese
counterparty
BIOSECURE-
clean?

3. Deal involves
equity,
manufacturing
integration, or
broad platform
IP?

3. Deal involves
equity,
manufacturing
integration, or
broad platform
IP?

Condition

NO —
commercial

funding only

YES — screened,

clean

NO or
UNCERTAIN

YES

NO — territory
license only,
limited tech
transfer

Pathway

Proceed to
Node 2

Proceed to
Node 3

STOP; do not
proceed; seek
alternate
BIOSECURE-
clean
counterparty or
NewCo

structure

CFIUS

mandatory filing

review; Full
Engagement
governance
required; Large-
cap only

Proceed to
Node 4

Resulting
Archetype

All archetypes
possible

Continue

evaluation

Archetype C
(NewCo) or no
deal

Archetype A
(large-
cap/specific
context)

Archetype B
pathway



Decision Node

4. Program has
Chinese data
being used in US
BLA?

4. Program has
Chinese data
being used in US
BLA?

Figure 2: 24-Month Critical-Path Milestone Table

Quarter

Q3 2026

Q32026

Condition
YES
NO — Chinese

data for NMPA
only

Milestone

BIOSECURE
compliance
audit complete;
supply-chain
dependency
map delivered
to board

Board adopts
China Strategic
Posture Policy
document with
archetype
assignments

Pathway

GCP audit
required; FDA
pre-IND meeting
required; data
integrity risk
assessment
required before

proceeding

Proceed to
deal execution
under Archetype
B standard
terms

Gate Owner

General Counsel
+ CMC Lead

CEO + Board

Resulting
Archetype

Archetype B
with data
integrity
conditions

Archetype B —
standard

Dependency

None — launch
immediately

BIOSECURE
audit findings



Quarter

Q3-Q4 2026

Q4 2026

Q4 2026

Milestone Gate Owner

Patent Patent Counsel
continuation

applications

filed for

method-of-use,

dosing,

combination

claims on lead

programs

China rights BD Lead + CFO
valuation

models

presented to

board; capital

structure

comparison to

equity round

delivered

Chinese BD Lead +
counterparty General Counsel
diligence

initiated for top
licensing
target(s);
BIOSECURE/CFI
US outside
counsel
engaged

Dependency

IP audit; patent
prosecution
budget
approved

China Strategic
Posture Policy
adopted

Board
authorization;
counterparty
identification



Quarter

Q12027

Q12027

Q1-Q2 2027

Q2 2027

Milestone

FDA expedited
designation filed
for lead
program(s) in
Chinese-
competitive
indications

Dual-sourcing
process initiated
for highest-risk
Chinese API
inputs; alternate
CDMO
qualification
begun

PREA pediatric
study plan
submitted to
FDA for lead
programs
eligible for
pediatric
exclusivity

China rights
licensing term
sheet signed (if
applicable under
Archetype B);
GCP audit of
Chinese clinical
sites complete

Gate Owner

Regulatory
Affairs Head

CMC/Manufactu
ring Lead

Regulatory
Affairs Head +
CMO

BD Lead +

General Counsel

Dependency

Competitive
intelligence
assessment

complete

Supply-chain
dependency
map; budget
approved

Indication
analysis; CMO
sign-off on
pediatric
feasibility

Counterparty
diligence clean;
board

authorization



Quarter

Q2 2027

Q32027

Q3-Q4 2027

Milestone

First China
licensing deal
closed (if
applicable);
CFIUS clearance
received or
confirmed not
required

Alternate API
source
qualification
complete; FDA
CMC variation
filed for first
program

Annual
BIOSECURE
compliance
audit of all
China-related
agreements;
NMPA
competitive
intelligence

refresh

Gate Owner

BD Lead +
General Counsel
+ CFO

CMC/Manufactu
ring Lead

General Counsel
+ Competitive
Intelligence
Lead

Dependency

Term sheet
executed; CFIUS
filing cleared

Alternate CDMO
qualification
studies
complete

Standing annual
cadence; no
dependencies



Quarter

Q4 2027

Q1-Q2 2028

Milestone

ITC Section 337
enforcement
pre-plan
completed for
programs within
5 years of
patent cliff with
Chinese
manufacturing
exposure

24-month
strategic review:
board
reassesses
China posture
archetype
assignments;
updates for
policy
environment
and competitive
landscape
changes

Gate Owner

Patent Counsel
+ ITC Counsel

CEO + Board
China Strategy
Committee

Dependency

Patent expiry
schedule;
Chinese
manufacturing
identification

Full playbook
execution
assessment;
updated
BIOSECURE/CFI
US environment

review

Figure 3: Risk-Severity Matrix — China Engagement Risks

Risk
Category

FDA data
integrity
finding —
Chinese

clinical site

Probability

MODERATE

Severity

SEVERE

Risk Score

Combined

Priority

#1 — GCP
audit
mandatory
pre-
licensing



Risk
Category

BIOSECURE
designation
expansion
to current
partner

Chinese
competitive
entry in lead
indication
(USIND
filed)

IP leakage
through
manufacturi
ng
technology
transfer

Supply-
chain
disruption
from
Chinese
CDMO

restriction

Probability

MODERATE

HIGH (for
ADC/onco)

MODERATE-
HIGH

MODERATE

Severity

HIGH

HIGH

HIGH

HIGH

Combined
Risk Score

Priority

#2 —
Quarterly

monitoring
+

contractual
termination
rights

#1 —
Immediate
label
differentiati
on and FDA
designation
acceleration

#2 — No
platform
tech
transfer;
improveme
nt IP
assignment
required

#2 — Dual-
sourcing
within 12-24
months



Risk
Category

Medicaid
best price
contaminati
on

Capital
markets
"China taint"
perception

CFIUS deal-
blocking or
material
delay

Talent drain
to Chinese
employers

Probability

LOW-
MODERATE

MODERATE

MODERATE-
HIGH (equity
deals)

MODERATE

Severity

SEVERE

MODERATE

MODERATE

MODERATE

Combined
Risk Score

Priority

#2 —
Explicit
contractual
exclusion;
healthcare
compliance
counsel

review

#3 —
Proactive
BIOSECURE-
compliant
disclosure
strategy

#3 —
Proactive
voluntary
filing; avoid
equity
structures

#3 —
Retention
packages; IP
assignment
reinforceme

nt

Figure 4: Capital Efficiency Comparison — China Rights License

vs. Equity Round



Financin

g
Mechani

sm

China
Rights
License
(Archetyp
e B)

Series
B/C

Equity
Round

Typical Dilution

Upfront Impact
Capital

(Phase

/1

asset)

$50-
500M+
upfront +

NONE

milestone
S
(indicatio
n/stage
depende
nt)

$50-
200M
typical

HIGH (20-
35%
dilution
mid-cap typical)

raise

Valuatio
n Signal

Positive
partner
validation
of clinical
package

Market-
depende
nt — can
be
negative
in down
market

BIOSECU
RE/CFIUS
Risk

MANAGE
D with
proper

structure

NONE

M&A
Impact

Positive
— clean
US/EU
rights
retained;
China
rights not
acquired
by US
acquirer
at deal
premium

Neutral
to
negative
dilution
reduces
per-share
M&A
premium;
new
investors
may add
governan
ce
complexit

y



Financin Typical Dilution Valuatio BIOSECU M&A
g Upfront Impact n Signal RE/CFIUS | Impact
Mechani Capital Risk
sm (Phase
/1l
asset)
Royalty $30- LOW Neutral NONE Negative
Monetizat | 150M (5- (royalty — market — royalty
ion 10x interest, reads as encumbr
annual not capital ance
royalty equity) need, not reduces
advance) validation M&A deal
economic
s for
acquirer;
must be
modeled
in deal
price
Convertib | $50- MODERA Neutral NONE Negative
le Debt 150M TE — debt
(deferred on
dilution balance
at sheet;
conversio covenant
n) risk;
conversio
n dilution
overhang

So what on Figure 4: China rights licensing dominates on dilution, often
dominates on capital, and provides a unique positive valuation signal that no
other financing mechanism generates. The only cost is structural complexity and
governance investment — which pays for itself many times over in M&A
premium protection.



Figure 5: US-China Biotech Engagement Archetype Scoring
Matrix

Criterion Archetype Archetype Archetype Archetype
A (Full B C(Arm's D (Full
Engagemen | (Selective, Length) Defense)
t) Recommen
ded)

Capital
efficiency

BIOSECURE/
CFIUS
compliance

IP
protection

M&A
optionality

Clinical
velocity
benefit

Reversibility

Payer/comm
ercial

cleanliness

Overall (large- (gov- (patent
2026 cap only) (most US funded / cliff /
recommen biotechs) M&A national
dation process) security)
score



Appendix: Primary-Source Citations

Source / Module

BioChina 2026 Official
Agenda
(static.biocn.cn) — Live
Public Context

What It Supports in
This Memorandum

China's innovation
breadth across ADC,
cell therapy,
oligonucleotides,
MRNA,
radiopharmaceuticals,
gene therapy, and
stem cells; dual-
submission strategy as
active commercial
practice; BioPartnering
meeting volume
(10,000+ meetings at
2025 edition); global
BD tracks including
MNC Asia-Pacific
strategy, IP due
diligence, and global
supply chain;
conference scale
(30,000+ attendees,
40+ countries, 850
speakers); China's self-
characterization as
moving from "following
to leading"

Limitation

Agenda content only —
actual deal terms,
speaker presentations,
and BioPartnering
meeting content not
available; session
attendance and
outcomes not captured



Source / Module

Alira Health / BioChina
2026 LinkedIn Post
(Nate Yao, PhD) — Live
Public Context

Parexel / BioSpace /
Vera Zheng
commentary (LinkedIn,
multiple reposts) —
Live Public Context

What It Supports in
This Memorandum

Active commercial
practice of Chinese
biotech translating
FIH/China-based IIT
data into FDA pathway
planning; US regulatory
advisory firms present
at BioChina 2026
specifically to support
Chinese-to-US
regulatory translation;
confirms that Chinese
sponsors are actively
seeking US regulatory
entry support

APAC CRO market in
"exponential growth
with no signs of
slowing"; characterizes
China as fastest-rising
clinical trial
powerhouse driven by
new APAC investment,
large patient bases in
target therapeutic
areas, and growing
expert base; describes
clinical trial pace as
"incredibly competitive
with companies vying
to get their best-in-
class products through
trial stages"

Limitation

Single advisory firm's
BD statement — not
representative of all
Chinese sponsors; no
deal volume or success
rate data

Industry participant
perspective from a
CRO with commercial
interest in APAC
market growth; no
independent
verification of growth
rate quantification



Source / Module

Select Committee on
China LinkedIn Post
(Rep. Nathaniel Moran)
— Live Public Context

FDA Expedited
Programs Module —
Curated Primary-
Source Library
(module=approval_pat
hways)

What It Supports in
This Memorandum

US congressional
characterization of
China conducting more
clinical trials than the
US, dominating key
drug ingredients, and
potentially surpassing
America in life-saving
medicine innovation;
provides political
context for BIOSECURE
Act legislative urgency
and US national
security framing of
biotech competition

Definition and
structure of FDA's four
expedited programs
(Fast Track,
Breakthrough Therapy,
Accelerated Approval,
Priority Review);
eligibility criteria
(serious condition,
unmet need); used as
foundation for
regulatory posture
analysis and
competitive clock
assessment across all

program archetypes

Limitation

Congressional
advocacy
communication —
represents a specific
political perspective;
not an independent
analytical assessment;
drug ingredient
dominance
characterization not
quantified in the
available text

Summary
characterization only
— full FDA guidance
documents (Expedited
Programs for Serious
Conditions, 2014 and
subsequent updates)
are the authoritative
source; excerpt does
not include specific
statistical acceptance
criteria or PDUFA
timeline specifics



Source / Module

Orange Book / IP
Exclusivity Module —
Curated Primary-
Source Library
(module=ip_exclusivity
_stack)

Medicare Coverage /
Reimbursement
Module — Curated
Primary-Source Library
(module=reimburseme
nt_market_access)

Next-Review Triggers

What It Supports in
This Memorandum

Orange Book
framework for NDA
patent and exclusivity
listings; therapeutic
equivalence codes;
patent and exclusivity
linkage for listed drugs;
foundational support
for IP exclusivity stack
analysis in the
exclusivity and
competitive defense
section

Medicare NCD/LCD
framework structure;
CMS Medicare
Coverage Database as
authoritative
determination source;
MAC jurisdiction-level
LCD applicability;
foundational support
for payer and access
section analysis

Limitation

Excerpt covers Orange
Book listing mechanics
only; BPCIA biological
exclusivity framework,
pediatric exclusivity,
and ITC Section 337
analysis are grounded
in regulatory
framework knowledge
beyond the excerpt
text — labeled as
framework / precedent
pattern where
applicable

Excerpt covers
coverage
determination
mechanics only; IRA
Medicare price
negotiation analysis,
Medicaid best price
framework, and AMCP
dossier analysis are
grounded in regulatory
framework knowledge
beyond the excerpt
text — labeled as
framework / precedent
pattern where
applicable



o BIOSECURE Act Senate passage or committee markup: Any Senate
action on the BIOSECURE Act — including committee markup, floor vote, or
presidential sighature — requires immediate board review of the China
Strategic Posture Policy and audit of all existing Chinese counterparty
relationships against any newly designated entities or expanded
definitions.

e Chinese competitor US IND filing in lead indication: Any
ClinicalTrials.gov registration of a Chinese-sponsored US Phase Il or Il trial
in the company's lead indication should trigger an emergency regulatory
affairs review and immediate assessment of FDA expedited designation
acceleration options.

e FDA data integrity enforcement action against Chinese clinical sites:
Any FDA warning letter, import alert, or bioresearch monitoring finding at a
Chinese clinical site used in programs in the same modality class as the
company's lead programs should trigger a diligence review of all Chinese
clinical data in the company's development portfolio.

e Chinese out-licensing deal in the same indication above $300M
upfront: Sets a new market comparable that should trigger a China rights
valuation update for the company's lead programs and a board discussion
on licensing timing and counterparty targeting.

¢ IRA Medicare price negotiation announcement for lead indication
class: Triggers immediate reassessment of US commercial NPV and the
comparative value of retaining US rights versus licensing to a large-cap
strategic partner.

e EFPIA/JEMA regulatory convergence developments: Any EU regulatory
policy change (building on EFPIA's noted emphasis on expedited pathways
and global competition) that affects the EU market dynamics for US-China
out-licensing deal structure — particularly if EU adopts clearer Chinese
clinical data acceptance standards ahead of FDA.
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