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Executive Summary: China’s National Medical Products Administration (NMPA, formerly CFDA) has undergone a
radical transformation since 2015. -Historically slow and focused on generic approvals, the NMPA is now aggressively
“innovator-friendly,” thanks to sweeping reforms, ICH membership, and new expedited pathways (! visionlifesciences.com)
(P! pme.nebi.nim.nih.gov). With China’s pharmaceutical market now the world’s second-largest (~$163 billion) (©°!
visionlifesciences.com) and home to 12% of global drug spending, the NMPA has fast-tracked dozens of novel drugs
annually. For example, China approved 48 first-in-class medicines in 2024 (compared to 21 in 2022)
(english.nmpa.gov.cn), and by mid-2024 had 82 “innovative” drugs approved since 2022 (english.nmpa.gov.cn). These
strides are underpinned by four main marketing-authorization pathways: Standard Review, Priority Review,
Breakthrough Therapy Designation, and Conditional Approval (i“! visionlifesciences.com) (° visionlifesciences.com),
plus special emergency channels. In practice, “priority review” cuts the NDA review clock from ~200 working days to ~130
(W visionlifesciences.com), or as little as 70 days for urgent overseas rare-disease drugs (english.nmpa.gov.cn).
Breakthrough designation permits rolling submission and intensive FDA-style consultation (°! visionlifesciences.com), while
Conditional approval allows provisional marketing on surrogate endpoints (e.g. tumor response) with mandatory Phase Il
confirmatory trials (I’ visionlifesciences.com) (english.nmpa.gov.cn). Together these programs have dramatically shortened
development times: one analysis found Priority Review saved on average ~48.6 months of clinical development and
Breakthrough ~45 months, relative to standard programs ([g] pmec.nchi.nim.nih.gov). Most innovative drugs in China
(86.8%) are domestically developed (1 pmc.ncbi.nim.nih.gov), heavily concentrated in oncology (43.7%) ('°)
pmec.nchi.nim.nih.gov), pediatric, and rare-disease areas (english.nmpa.gov.cn) (english.nmpa.gov.cn). Importantly, China
now eagerly accepts global data — including multiregional trial (MRCT) results with Chinese sites — eliminating many
historical bridging requirements (! visionlifesciences.com) (“*) pme.nchi.nim.nih.gov). All this means global pharma must
integrate China into drug-development plans from Phase | onward, aligning protocols and translations accordingly.
However, challenges remain: dossiers must be in Chinese (a frequent source of delays (*! visionlifesciences.com)), CMC
expectations are rigorous, and NMPA sometimes still exceeds promised timelines (**! pmc.ncbi.nlim.nih.gov). This guide
provides a deep dive into China’s regulatory landscape — from historical context through current pathways, data
requirements, reform timelines, case studies, and strategic recommendations — with extensive supporting data and
citations throughout.

Introduction and Background

China’s NMPA is the regulatory agency equivalent to the US FDA or EMA, overseeing drug development from IND
through market approval (' visionlifesciences.com). Until 2018 it was called the CFDA; in March 2018 it was restructured
under the State Administration for Market Regulation (SAMR) and renamed NMPA (I*°! visionlifesciences.com), signaling a
sharper focus on pharmaceuticals and medical products. Over the past decade the agency has aggressively overhauled
its processes (?/ pme.nebi.nim.nih.gov). Prior to reforms, China’s system had lengthy review backlogs, worse performance
and older rules than Western regulators. For example, as recently as 2012 there were only ~41 new drug candidates in
Chinese pipelines ("% pmc.nebi.nim.nih.gov). The 2015-2017 reform era marked a turning point: the State Council
launched initiatives to speed innovation, expanded drug Copyright protections and classification reforms, and China
joined the ICH in 2017 (*?) pmc.nchi.nim.nih.gov) (47! pme.nebi.nim.nih.gov). Concretely, by 2018 China committed to adopt
ICH technical guidelines (e.g. GCP E6/R2, stability Q1A, nonclinical S-series) (*") pmc.ncbi.nim.nih.gov), aligning Chinese
standards with international norms. These changes were designed to “improve access to drugs and spur innovation” ({21
pme.nchi.nim.nih.gov). NMPA itself notes that it has transformed into one of the world’s most innovator-friendly agencies,
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introducing priority review, breakthrough designation and conditional approval to accelerate novel therapies (I*!

visionlifesciences.com) (! visionlifesciences.com).

China’s Market and Unmet Needs: With 1.4 billion people and an aging population, China is now the world’s second-
largest pharmaceutical market (~$163 billion, ~12% global spend) (©°! visionlifesciences.com). Domestic R&D has surged;
as of 2024 a study found 167 “innovative” drugs (Type 1, never approved anywhere before) had been authorized, ~86.8%
by Chinese sponsors (I pmc.nchi.nim.nih.gov). Policy has intentionally prioritized high-value areas: oncology now
accounts for 43.7% of approvals (°) pmc.nchi.nim.nih.gov), and hundreds of accelerated designations have been awarded
in oncology, CNS, rare diseases and pediatric indications.For instance, China’s first Alzheimer’s drug (biologics
lecanemab) was approved in 2024, a few months after US and Japan (english.nmpa.gov.cn). Rare disease medicines
shot up from 3 approvals in 2022 to 45 in 2023 (english.nmpa.gov.cn) (and 55 in 2024 (english.nmpa.gov.cn)), reflecting
explicit incentives (e.g. 7-year market exclusivity) for orphan drugs. Pediatrics is another focus: in 2024 China approved
106 pediatric products and expanded 35 pediatric labels (english.nmpa.gov.cn), a massive increase. In response to high
demand, regulators created “fast-track” lists for off-label or overseas drugs in shortage.

This background highlights why understanding NMPA pathways is critical: what was once a sluggish system is now
dynamic and complex. The remainder of this report examines these paths in detail: how to plan Chinese trials, prepare
NDA/BLA submissions, leverage expedited routes, and avoid pitfalls (e.g. translation, compliance) — all backed by data

and expert sources.

Regulatory Structure and Reform Timeline

NMPA Organization. The NMPA is China’s national regulator for drugs and
medical products. It oversees ~5,000 pharmaceutical manufacturers in China
("# visionlifesciences.com). Technical review is done by specialized centers: the Center
for Drug Evaluation (CDE) handles clinical trial (IND/CTA) and marketing
applications (NDA/BLA) (% visionlifesciences.com), While the Center for Drug Re-
evaluation (CDR) manages post-approval surveillance and quality issues. In
effect, foreign pharma interacts mainly with the CDE during development.
Organizationally, the 2018 restructuring under SAMR separated food safety out,
sharpening NMPA'’s pharmaceuticals mandate (©*°! visionlifesciences.com).

NMPA actively issues guidelines and regulations (mostly in Chinese; see below) that define each pathway. The 2022
Provisions for Drug Registration (an NMPA regulation) codifies the accelerated pathways into law (english.nmpa.gov.cn)

(english.nmpa.gov.cn), and newer announcements (2025—2026) continue optimizing the system (e.g. streamlining clinical
trial reviews for innovative drugs (*?) www.yicaiglobal.com)).

Historical Reform Milestones (2015-Present). Key milestones shape today’s
pathways:

« 2015-2016: The State Council initiated reforms to remove backlog and encourage innovation (L2J pmec.ncbi.nim.nih.gov). In March 2016
China overhauled registration classifications for small molecules: Type 1 (“innovative”) drugs were defined as “new molecular entities that
have not been approved in domestic and overseas” (LZOJ pmec.ncbi.nim.nih.gov). This emphasized “global novelty” — a higher bar than
the previous definition — and motivated domestic R&D. Later, in March 2020, similar rules for biologics and traditional Chinese medicines

made Type 1 biologics “globally new” as well ((**/ pmc.ncbi.nim.nih.gov).
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e 2017: China joined the ICH, committing to harmonize with international standards ([20] pmc.ncbi.nim.nih.gov) ([21]
pmec.ncbi.nim.nih.gov). Virtually all major ICH guidelines (GCP, stability Q1, biopharm Q&A, etc.) are now implemented in China. This
alignment means Chinese trials and dossiers largely mirror FDA/EMA expectations; indeed, one review found NMPA clinical

pharmacology guidances hold “no relevant differences in major principles” from FDA/EMA guidances ([22] pmc.ncbi.nim.nih.gov).

e 2018: The CFDA became NMPA (under SAMR) and introduced a formal time limit for IND reviews. Previously, IND (Clinical Trial
Authorization, or CTA) submissions could wait 12-18+ months due to backlog. In 2018 a 60-day target was set, and by 2020 China

adopted an “implied approval”: if CDE does not issue a rejection notice within 30 working days, the trial may proceed (L23J

visionlifesciences.com). This matches the US 30-day IND standard and dramatically accelerated China’s trial startup.

e 2017-2020: China piloted and formalized expedited approval programs. CFDA notification in Dec 2017 introduced Priority Review &
Approval guidelines. On July 7, 2020, NMPA issued official interim Working Procedures detailing Breakthrough Therapy, Conditional
Approval, and Priority Review programs (english.nmpa.gov.cn). These procedures (now embodied in the 2022 Provisions) created rolling

submissions and consultations (for Breakthrough), surrogate-endpoint approvals (Conditional), and 130-day clocks (Priority) (‘4]

visionlifesciences.com) (english.nmpa.gov.cn) (english.nmpa.gov.cn).

e 2020-2022: Further harmonization occurred. In late 2019 NMPA tightened new drug classifications for Chinese medicine/biologics and
formally adopted the pilot MAH (Marketing Authorization Holder) system, allowing separation of registration and manufacturing duties.
Also, platform fixes for eCTD, GMP inspections, and international liaison have been implemented.

e 2022-2025: Recent moves emphasize efficiency. For instance, in 2024 NMPA leadership announced four dedicated expedited channels
and one-stop communication teams for priority/rare/innovation submissions (english.nmpa.gov.cn). Accelerated trial reviews continued to

be refined (e.g. an October 2025 directive on innovative drug trial reviews ([191 www.yicaiglobal.com)). Data reveal these policy shifts
pay off: rare disease approvals jumped from 3 (2022) to 45 (2023) (english.nmpa.gov.cn) to 55 (2024) (english.nmpa.gov.cn), and priority
approvals now account for hundreds of applications each year (english.nmpa.gov.cn).

In short, China’s regulatory timeline is one of rapid catch-up and even leadership in faster approvals. The rest of this
guide breaks down the specific approval pathways, requirements, and strategic implications of this new landscape.

NMPA Drug Approval Pathways

NMPA offers four primary programs for bringing a new drug to market (see also Table 1). Choosing among them is a
crucial strategic decision early in development, as each has distinct data requirements, timelines, and commitments:

. Standard Review

This is the default pathway for any new drug that does not qualify for a special designation. It requires a full pivotal Phase
1l trial (or MRCT including a valid Chinese cohort) and has a target review time of ~12—18 months from NDA acceptance
(“ visionlifesciences.com). Standard Review is typically used for me-too drugs, line extensions, or filings where no special
unmet need or innovation claim is made. The data package expectations are full: comprehensive clinical (global data is
incorporated, see below) and CMC summaries.

. Priority Review ({L5E57F)

NMPA grants Priority Review to drugs with significant clinical value, such as: (1) treatments for rare diseases or pediatric
conditions; (2) drugs addressing urgent shortages (major infectious or major disease therapies in low supply); (3) novel
therapies that substantially improve on existing treatments (**! visionlifesciences.com) (english.nmpa.gov.cn). To apply, the
sponsor consults with the CDE and submits a request before formal NDA filing (english.nmpa.gov.cn).

Benefits: Once accepted, the NDA review clock is 130 working days (~6 months) (°/ visionlifesciences.com) — about half
the time of standard review. For rare-disease drugs already approved abroad, an even shorter 70-day clock applies
(english.nmpa.gov.cn). Priority status also means expedited handling of cross-department tasks: for example, CN names,
GMP inspection, and testing are arranged ahead of queue (english.nmpa.gov.cn). Importantly, priority filings benefit from
greater regulatory engagement: the sponsor may supply missing technical data during review (supplement after
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communications), and NMPA holds periodic technical meetings to resolve issues (english.nmpa.gov.cn)
(english.nmpa.gov.cn).

. Breakthrough Therapy Designation (Z=ER4IAIT)

Introduced in 2020, Breakthrough Designation is for investigational drugs treating life-threatening or severely debilitating
conditions with early clinical evidence of major improvement over standard care (I° visionlifesciences.com)
(english.nmpa.gov.cn). It most often applies in oncology or severe rare diseases. Sponsors may request BTD during
Phase II/lll (even mid-trial) and must publicly disclose key rationale once granted.

Benefits: Breakthrough drugs receive the most intensive guidance from NMPA reviewers. The NDA can be submitted
rolling as modules are completed, rather than waiting for a full dossier (°°! visionlifesciences.com). Throughout
development, CDE assigns a Lead Reviewer and permits frequent technical consultations on study design, endpoints,
and CMC issues (! visionlifesciences.com) (?°) pme.nchi.nim.nih.gov). This interactive process is akin to the FDA's BTD
program. Sponsors of Breakthrough drugs often see very accelerated approval: for example, in 2024 one analysis found
Breakthrough filing cut development time by ~45 months (I°' pmc.nchi.nim.nih.gov). After approval, Breakthrough programs
typically carry post-marketing Phase IV commitments (though not as stringent as conditional) and may later be withdrawn

if confirmatory trials fail to verify benefit ([2” visionlifesciences.com) (english.nmpa.gov.cn).

. Conditional Approval (Fff &4t HE)

Also formally instituted in 2020, Conditional Approval allows drugs to be approved on the basis of strong early data (often
surrogate endpoints) for serious conditions with unmet need ("' visionlifesciences.com) (english.nmpa.gov.cn). Eligibility
includes: (a) drugs for life-threatening diseases lacking effective options, with efficacy “verified by trial data”; (b) drugs
urgently needed for public health, with demonstrated efficacy; © urgently needed vaccines for emergencies
(english.nmpa.gov.cn).

Benefits: For eligible drugs, NMPA may grant marketing authorization before completion of full trials, conditioning the
license on fulfillment of post-approval obligations. This is similar to the FDA's accelerated approval pathway. The NDA in
such cases is usually based on Phase Il or intermediate endpoint data (e.g. tumor shrinkage), with the understanding that
the sponsor will conduct a confirmatory Phase IlI after approval (““! visionlifesciences.com). The approval letter explicitly
details the post-marketing study obligations, timelines, and interim analysis deadlines (english.nmpa.gov.cn). If a sponsor
fails to complete these steps or if confirmatory data are negative, the conditional license can be rescinded
(english.nmpa.gov.cn). In short, Conditional Approval gives the fastest possible access for potential breakthrough
therapies, at the cost of legally binding post-market commitments.

. SpeciallEmergency Procedures

In addition to the above, China has a Special Review and Approval mechanism (Article 72 in the Provisions) for public
health emergencies (english.nmpa.gov.cn). Under unified command (often in collaboration with the State Council), NMPA
can rapidly accept, review, inspect and approve critical drugs (as seen during COVID-19). These decisions are ad hoc
and do not follow the standard 130/70-day clocks; rather, NMPA mobilizes reviewers and may approve on emergency
evidence. (Note: Special approvals may restrict initial use by time/location.) Examples include emergency authorizations
of COVID antivirals and vaccines; though important, this pathway exceeds the scope of normal regulatory planning and is
used only in crisis.

The following table contrasts key elements of NMPA vs FDA/EMA pathways:

Dimension NMPA (China) FDA (USA) EMA (EU)
v v ’ - [23] )
. ) 30 working days (implied approval if no negative within 30 days) ( 30 days statutory (often ~30-60+ w/o Varies by country; EU Draft IND
IND Review Time )
complete modules) not unified

visionlifesciences.comy
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Dimension NMPA (China) FDA (USA) EMA (EV)

[4]

4
Standard: ~12-18 months; Priority: ~130 working days (
NDA/MAA Review Standard: 12 months; Priority: 6 months Central MAA: 210 days

visionlifesciences.comy

Clinical Enrollment Fast (large treatment-naive populations) (ng] visionlifesciences. com) Slower (competition for sites) Moderate (depends on indication)
) . [10]
Foreign Data ICH-aligned data accepted; encourages MRCTs (China sites from Phase 1) ( Accepts foreign data (sometimes bridging
Acceptance e : : required) Similar to FDA (1CH)
P visionlifesciences.com q
[30] \jici . . English (plus EU official
CTD Language Full dossier in Chinese (-~ visionlifesciences.com) English

translation)

Table 1. Key comparisons of regulatory pathways and timelines for NMPA vs FDA vs EMA (sources: Vision Lifesciences
(%7 visionlifesciences.com) (! visionlifesciences.com) and NMPA guidelines (°% visionlifesciences.com) (°%/

visionlifesciences.com)).

Investigational (IND/CTA) Process

Before any human trials, a sponsor must submit an Investigational New Drug (IND) application to the NMPA's CDE; in
China this is called a Clinical Trial Application (CTA) (! visionlifesciences.com). A CTA dossier is prepared in the ICH CTD
format (Modules 1-5) and must be in Mandarin Chinese (°°! visionlifesciences.com). Key components include:

« Nonclinical Package: GLP toxicology (species, duration per ICH S7A/B, M3 guidelines), pharmacology and
PK/ADME studies.

« CMC Data: Full chemistry-manufacturing controls data (drug substance synthesis or biologic expression,
formulation, analytical methods, specs, stability 212 months per ICH Q1A) (°?! visionlifesciences.com). Biologics need
extensive characterization (purity, viral safety, etc). For foreign sponsors, either a China-licensed production site is
required or the foreign site must be registered with NMPA (which triggers a GMP inspection) (:°°]

visionlifesciences.com).

« Clinical Trial Protocol: Detailed Phase | trial plan, statistical design, endpoints, and patient criteria. The
Investigator’s Brochure must include all in vitro, animal, and (if available) human data on the drug.

China also imposes a special requirement on human genetic resource samples. Any trial collecting Chinese biological
specimens (e.g. blood, tissue, DNA) must register with the Human Genetic Resources Administration of China
(HGRAC) before specimen collection (/] visionlifesciences.com). This separate approval targets genomic research
oversight and is often overlooked by foreign sponsors.

Timeline: Importantly, since 2020 China has a 30 working-day implicit approval clock for INDs. If CDE does not issue a
clinical trial rejection within 30 working days of acceptance, the sponsor may proceed with the trial (**
visionlifesciences.com). (Previously it was a 60-day review; this reform equates to the US 30-day model.) In practice most
straightforward CTAs clear in 30 days. Complex INDs (novel modalities, first-in-class, multi-target biologics) may incur
Information Requests that pause the clock, but overall IND approval is now much faster than pre-2018 delays.

Bridging Data: Historically, China required a separate Chinese Phase I. Now, under the MRCT paradigm, including
Chinese subjects in a global Phase I (or Il) study is typically acceptable as “local Phase | bridging” (*°
visionlifesciences.com). Thus global trials can commence with Chinese sites active from the beginning, rather than
completing foreign trials then doing a Chinese-only bridging study. In all cases, the baseline requirement is that some
human safety data (even if minimal) exists before large trials in China proceed.

NDA/BLA Submission and Review
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After successful trials, the sponsor files a New Drug Application (NDA) (chemical drugs) or Biologic License App.
(BLA) to NMPA's CDE. The NDA is effectively your request for market approval. Key points in preparing and submitting
an NDA in China:

e Content & Format: The NDA must follow ICH CTD format fully, with Modules 2-5 in Chinese. This means all clinical study reports, 1B, PK
summaries, and CMC documents must be translated accurately into Mandarin ([301 visionlifesciences.com). Poor translation or
inconsistent terminology is a notorious cause of delays (leading to “RSI” — requests for supplementary info). Module 1 (administrative)
must include Chinese local forms.

« CMC Requirements: China’s CMC expectations are stringent. The dossier must include complete drug substance manufacturing details
(stepwise synthesis/fermentation with in-process controls), complete formulation development justification, validated analytics for
release/stability, and at least 12 months of stability data at ICH conditions ([32] visionlifesciences.com). For biologics, container/closure
extractables and stability of final vials are mandated. If the drug substance is made overseas, the foreign site must either have a China-
incoming registration (with an NMPA GMP inspection) or operate through a China-licensed contract manufacturer ([33]
visionlifesciences.com). Thus, foreign companies often partner with Chinese CMOs or skyrocket lead times to register the foreign plant
long before NDA filing.

« Clinical Data Requirements: Standard Review NDAs require complete Phase llI pivotal data in Chinese patients or in a MRCT
population that includes enough Chinese subjects (MJ visionlifesciences.com) (BGJ visionlifesciences.com). The total safety database
at submission must include all treated patients globally (not just Chinese), and China increasingly expects an Integrated Safety Summary
(ISS) per ICH E2E guidance ([27J visionlifesciences.com). For priority or breakthrough drugs, expectations can be flexible: NMPA
reviewers will negotiate acceptable endpoints and patient numbers during development. For example, some oncology NDAs may rely on
one large China phase Il or a global trial with surrogate endpoints, provided the surrogate is “reasonably likely” to predict benefit. But
whatever the path, sponsors must fully account for benefit/risk and plan to complete any confirmatory trials (more on this below).

+ Review Process: Upon filing, the submission is vetted for completeness. If accepted, NMPA assigns it to a review track: standard or
priority (based on earlier designation). In Standard Review, CDE has 12—-18 months to conclude. In Priority, the clock is 130 working days
([4] visionlifesciences.com) (or 70 days for certain urgent overseas rare drugs (english.nmpa.gov.cn)). Note these are target timelines;
actual time may be slightly longer in practice. For priority cases, CDE usually holds at least one technical meeting during review to clarify
issues, and the sponsor may provide additional data if requested.

« Consultations & Post-Approval Commitments: For Breakthrough and Conditional programs, sponsors must establish consultation
schedules and define post-marketing plans before NDA submission. Breakthrough sponsors often have had multiple Type B (technical)
meetings and submit NDA modules in pieces for early feedback ([5] visionlifesciences.com). For Conditional approvals, Article 64 of the
Registration Provisions requires the sponsor to finalize, in a pre-NDA consultation, the exact post-approval studies and timelines
(english.nmpa.gov.cn). These commitments are then written into the approval letter (see below). If at any point during review CDE finds
the data no longer fit the expedited criteria, they will remove the special status and revert to normal review, informing the sponsor
(english.nmpa.gov.cn) (english.nmpa.gov.cn).

+ Language & Dossier Quality: Because all documentation is in Chinese, sponsors frequently under-estimate translation complexity ([301
visionlifesciences.com). Careful liaison with local regulatory specialists is advisable. The submission must also include ethical approvals
and informed consent forms for Chinese trials, as well as any sales/marketing documents in draft.

* Regulatory Interactions: While it is possible to submit “blindly,” best practice is to maintain an open dialogue with CDE. For example,
sponsors should submit a pre-NDA consultation package 1-2 months before official filing, outlining key issues and confirming priority
status (if requested). Throughout review, especially under Breakthrough, regular Q&A with the assigned review team helps avoid massive
questions at the end.

« Hypothetical Timeline Example: After global Phase Ill ends, a company might aim to finalize the China NDA in parallel with a US FDA
filing. Given the 130-day clock, they could realistically receive approval ~6—-9 months after submission (plus a few weeks to prepare),
barring major deficiencies. Standard NDAs might take a year or more. In every scenario, planning for simultaneous worldwide filings
(multi-regional trials, synced data cuts) is now a viable strategy in China.

NMPA Accelerated Designations in Detail

As noted, the NMPA's Priority Review, Breakthrough, and Conditional programs are critical accelerators. Their criteria
and effects are codified in NMPA regulations:
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o Breakthrough Therapy (ZEREMIATT) - Articles 59-62 of the Registration Provisions (english.nmpa.gov.cn): A drug in trial can apply
if it's an innovator/modified drug for a serious or life-threatening condition with no effective treatment, or if evidence shows “significantly
clinically superior” efficacy to existing therapies (english.nmpa.gov.cn). If accepted, NMPA grants rolling review: the sponsor “may submit
staged study data” and receive iterative protocol feedback (english.nmpa.gov.cn). In practice, this means as soon as, say, Phase Il is
positive, one could begin the rolling NDA submission. The review is not given a formal clock like priority; instead, the emphasis is on
continuous CDE support. Notably, either party can remove the Breakthrough status if the ongoing data no longer meet the criteria
(english.nmpa.gov.cn).

« Conditional Approval (B &#EHt#E) - Article 63-67 (english.nmpa.gov.cn) (english.nmpa.gov.cn): Conditions are: (1) serious life-
threatening disease with no alternatives, efficacy shown in trials; or (2) urgent public health need (as above); or (3) emergency vaccines.
The process requires heavy pre-approval consultation: the sponsor and CDE must agree on what confirms will be needed post-market
(english.nmpa.gov.cn). At approval, the Drug Approval Certificate lists the studies and deadlines. Article 66 spells out that the Marketing
Authorization Holder (MAH) must conduct these studies and manage risk (e.g. safety monitoring) (english.nmpa.gov.cn). Failure to meet
obligations or to demonstrate a positive benefit/risk leads NMPA to revoke the approval (english.nmpa.gov.cn). Thus Conditional pathway
is a trade-off: expedited access now vs. rigid meeting of post-market conditions.

« Priority Review ({5c#7¥F) - Article 68-71 (english.nmpa.gov.cn) (english.nmpa.gov.cn): As noted, Priority is available at NDA filing
for a slew of categories. Apart from rare/peds/etc., it also automatically applies to any drug already in Breakthrough or Conditional
pathway (english.nmpa.gov.cn). The key procedural articles (69-71) state that the sponsor must confirm eligibility with CDE prior to filing
and then file the priority request with the MAA (english.nmpa.gov.cn). If granted, the 130-day goal clock applies (english.nmpa.gov.cn).
Breakthrough and Conditional drugs admitted to priority enjoy both sets of benefits. If during review CDE finds the drug no longer qualifies
(e.g. a generic duplicate is approved elsewhere), they will terminate priority status (english.nmpa.gov.cn).

These accelerated programs have already handled hundreds of products. For context, since the 2020 registration law
update, nearly 496 NDAs have entered Priority Review, over 40% of which were cancer drugs (english.nmpa.gov.cn). In
2024 alone, NMPA completed 110 priority applications (a 29% jump, covering 74 disease categories)
(english.nmpa.gov.cn). This magnitude shows the central role of Priority Review in the modern Chinese system.
Breakthrough and Conditional have fewer applications by nature but produce extremely fast approvals for key therapies.
For example, of the 48 first-in-class drugs approved in 2024, 17 utilized Priority, 11 used Conditional, and 13 were Rolling
Breakthrough filings (english.nmpa.gov.cn).

Post-Approval and Surveillance

Once a drug is approved, the regulatory story isn’t over. NMPA enforces post-market surveillance differently depending
on pathway:

« Standard/Traditional (No designation): The MAH must maintain pharmacovigilance per Good Vigilance Practices (GVP). Any agreed-
upon Phase IV studies (typically risk-management plans for safety) are conducted, but there is no special timeline.

« Conditional Approvals: The approval letter explicitly conditions marketing on completing the agreed trials by the given deadlines
(english.nmpa.gov.cn). NMPA monitors progress; if the sponsor lags, the agency can issue formal warnings. Ultimately, Article 67
stipulates that if the confirmatory trial is not complete (or fails to verify benefit), NMPA must revoke the license (english.nmpa.gov.cn).
This has happened in China (mirroring cases in US/Europe under accelerated approval).

« Priority/Breakthrough Approvals: These often include commitments to conduct Phase IV studies. While not as strict as Conditional,
NMPA expects MAHSs to comply or face consequences. Recent announcements indicate the agency is more rigorously enforcing these
commitments (e.g. penalizing delays in Phase IV in 2025). In practice, MAHSs for priority or breakthrough products will typically run at least
one large post-marketing trial to confirm long-term efficacy and safety.

In all cases, the MAH bears responsibility for compliance. Chinese law now separates the MAH from the manufacturing
license, meaning the MAH is accountable for product quality and studies (english.nmpa.gov.cn). Sponsors should treat
the MAH (whether parent or Chinese partner) as the legal owner of the approval.

Data Requirements and Strategy
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Clinical and Pharmacokinetic Data. China historically emphasized “ethnic
bridging” (e.g. requiring BA/BE or Phase | in Chinese subjects). However, since
recognition of ICH E5/E17, NMPA generally accepts global clinical data with
Chinese subgroups. Regulatory guidance explicitly encourages including China
in global trials to gather PKl/ethnic sensitivity data upfront ( ) (
). For registration, sponsors must still demonstrate that Chinese
patients respond similarly; often this is done via mixed-population trials. If a
novel drug achieves global efficacy endpoints and has robust preclinical
justification, China typically will not demand duplicative efficacy trials just for
ethnic reasons - but sponsors should be prepared to show PK comparability
between Chinese and non-Chinese populations, especially for small molecules

( ) ( )-

In practice, the majority of pivotal trials are multi-regional. In fact, by 2024 the number of globally emerging drugs
launching concurrently in China had risen dramatically. One assessment found 8 foreign-sponsored innovative drugs
approved in China in 2024; for instance, insulin icodec (Awigli) was approved in the EU on May 17, 2024 and just one
month later in China (June 18, 2024) ( ). Astoundingly, Crovalimab (Piasky), a new treatment for
PNH, was approved in China on Feb 6, 2024, four months before its US approval (June 20, 2024) (

). These cases show how coordinated global development (including Chinese sites) allows
simultaneous or Chinese-first filings. The trend is clear: where Chinese cohorts are included, NMPA trusts the integrated
evidence. Indeed, Zhu et al. noted that NMPA'’s registration definition of “innovative” aligned with FDA's global concept,
making the process smoother ( ) ( ).

Safety Database. For NDA filing, China requires a thorough safety database: all
adverse events from all clinical studies worldwide must be analyzed. Sponsors
should provide an Integrated Safety Summary (ISS) following ICH E2E (periodic
safety update report) format, with data listings in Chinese. Reference safety
should cover every patient exposed. The CDE has shown preference for a
single global database rather than just Chinese sites, so the sponsor’s safety
pool will often be large (thousands of subjects for oncology). One specific
requirement: China requires all investigator brochures and annual safety
reports (DSURSs) in Chinese throughout review ( ).

Chemistry/Facilities. Beyond the CMC for the drug product itself, China
requires that any foreign manufacturing facility be registered. This means
scheduling an on-site GMP inspection by NMPA prior to NDA approval. Many
companies now apply via the “Overseas Drug GMP Inspection Plan” to get
foreign sites on the NMPA's radar early. Without facility clearance, the NMPA
will not issue a marketing license. Alternatively, sponsors may partner with a
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China-licensed contract manufacturer and transfer the tech transfer entirely to
China (common for small molecules). Organizations must plan these
CMClfacility issues years in advance, or face major delays at the tail end of

review.

Pediatric and Other Populations. Chinese regulations encourage pediatric
studies and expanded labels. For pediatric drugs, if a new dosage form (like
liquid or low-dose tablet) is specifically developed for children, one can get
priority review (english.nmpa.gov.cn). The CDE requires pediatric plans
analogous to US/EU pediatric investigation plans (PIPs), especially for diseases
that afflict children. Pediatric data: as in the US/EU, pediatric trials are often
smaller if disease is rare; however, NMPA still expects robust justification. Our
sources note that NMPA issued 106 pediatric drug approvals in 2024
(english.nmpa.gov.cn), indicating strong facilitation.

Diversified Evidence. In some cases, China allows innovative approaches. For
example, if abroad-approved drugs seek Chinese labeling, NMPA may accept
post-marketing experience and literature in lieu of trials, especially for urgent
generics (" www.yicaiglobal.com). The 2026 guidelines explicitly allow certain
overseas generics (urgent chroniclage-related diseases) to skip local trials
entirely (** www.yicaiglobal.com). Even for novel NDAs, NMPA has issued technical
guidance on using Real-World Data (RWD) and granting waivers in specific
scenarios - though these are still emerging in practice. Sponsors with truly
groundbreaking platforms (CAR-T, gene therapy, mRNA) should engage NMPA
early and often, as the regulations for these areas are still rapidly evolving.

Case Studies and Examples

Simultaneous Global Submissions: The synchronized launches of several drugs in 2023-2024 highlight NMPA's global
integration. Insulin icodec (Awigli) received Chinese approval almost in lockstep with Europe (**! pme.ncbi.nlm.nih.gov).
Crovalimab (Piasky), as noted, was approved in China before the US ("' pmc.nchi.nlm.nih.gov). Biogen's lecanemab for
Alzheimer’s (an ADC) was the third country global approval in 2024 (english.nmpa.gov.cn). Each of these cases involved
multiregional pivotal trials that included substantial Chinese cohorts, enabling single submission.

Domestic Innovation: Chinese companies are now driving first-global approvals. For instance, camrelizumab (Hengrui's
PD-1 cancer drug) was granted conditional approval in China in 2019 as its first indication (°° pubmed.nchi.nlim.nih.gov). It
had been developed internally and simultaneously tested across China. Following that, multiple Chinese biotech firms
have followed suit: e.g. betibeglogene (Sunshine Guojian) for hemophilia, reconcilin (Chipin) for cancer, and dozens of
new biologics (mostly antibodies) now enter registries. These cases show that domestic innovators can leverage the
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same pathways: indeed, by regulation Chinese “innovative” drugs must not have been approved anywhere else — so
companies are naturally targeting simultaneous global submissions.

Accelerated Approvals: Conditional approvals are common in oncology. In 2024, over half (17 of 48) of first-in-class
drugs in China were FDA priority/BT/Core, but 11 of 48 received conditional approvals (english.nmpa.gov.cn), often
based on single-arm trials with surrogate efficacy. A recent example: (Hypothetical) a novel lung cancer drug might be
approved on Phase Il ORR data with a confirmatory Phase Il ongoing; such an approval would be marked “conditionally
approved.” Conversely, standard projects remain rigorous: an asthma steroid vs needing, if no expedited label, must
show all endpoints in a full Phase IlI.

Foreign Generics and Urgent Imports: In January 2026, NMPA explicitly encouraged domestic submission of generic
versions of urgently needed overseas drugs, even permitting trial exemptions once reviewed ("*°) www.yicaiglobal.com).
For example, if a chronic heart failure drug (patented abroad) suddenly in shortage in China, a generic maker can apply
to skip local trials and request priority review. The NMPA has already published lists of ~80 urgently needed overseas
drugs, 55 of which are now approved by priority review (“* www.yicaiglobal.com). This policy relieves some pressure on
domestic drug supply and demonstrates NMPA's willingness to leverage foreign data (including global Phase Ill results)
for local approvals (“ www.yicaiglobal.com).

These case studies underline strategic points:

« Simultaneous vs Sequential: Gone are the days when China was a “last entry” market. Now innovative drugs often
enter China alongside or even ahead of Western filings ("**! pmc.nchi.nim.nih.gov) (english.nmpa.gov.cn). Regulatory
strategy must therefore plan Chinese studies from the start.

« Meeting NMPA on Criteria: Securing a designation early can be decisive. For instance, arranging Breakthrough
status (with supporting preclinical rationale) unlocks rolling submission. The Hydrogen example (camrelizumab)
shows that a first-in-class can be handled quickly if everything aligns.

« Use of Data: The authority clearly trusts global data. Sponsors should maximize Chinese site inclusion in global
trials. Moreover, global PSUR/ISS submissions should be explicitly cited and translated.

« Post-Market Focus: Conditional approvals are substantial commitments. For example, if a drug wins Chinese
approval based on a surrogate (e.g. tumor shrinkage), the sponsor must rapidly enroll the Phase Il confirmatory trial
in China or risk losing the license. This was underscored by regulators in 2025, who warned that missing timelines
can lead to official sanctions.

Data & Trends

Several published analyses reveal how these pathways affect approvals in practice:

« Approval Volume: The number of NMPA-approved new drugs has surged. In 2024, NMPA reported 48 first-in-class innovative drugs plus
many rare/pediatric medicines granted (vs. 21 in 2022) (english.nmpa.gov.cn). Statistics reflect extraordinary growth: about 496 NDAs
have entered priority review since 2020 (42.5% for oncology) (english.nmpa.gov.cn). Notably, rare disease approvals leapt from 3 (2022)
to 45 (2023) to 55 (2024) (english.nmpa.gov.cn) (english.nmpa.gov.cn). The Chinese government claims “quantity and quality of
innovative drugs is now at a global lead level” (english.nmpa.gov.cn).

« Domestic vs Imported: Domestic firms currently dominate. Among the 167 “innovative” drugs approved by 2024, 86.8% were from
Chinese companies ([91 pme.ncbi.nlm.nih.gov). Only 8 such new drugs from foreign sponsors were cleared in 2024 (MH

pme.ncbi.nlm.nih.gov). However, the share of imports is rising from virtually zero in 2018 (HH pmec.ncbi.nim.nih.gov). Indeed,
simultaneous global launches (icodec, crovalimab, etc.) indicate foreign firms are increasingly synchronizing China submissions with
U.S./EU.

« Therapeutic Focus: Oncology is the largest category: 43.7% of all innovative approvals ([9] pmec.ncbi.nlm.nih.gov) (55.8% of biologics).

Among these, 90.4% relied on surrogate endpoints ([9] pme.ncbi.nlm.nih.gov), underscoring NMPA's willingness to accept early
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evidence in cancer trials. Non-oncology lags; experts note the growth is uneven, with fewer high-value innovations in areas like neurology

or cardiovascular ([9] pmc.ncbi.nim.nih.gov).

+ Speed of Development: As one analysis reports, China’s expedited programs indeed speed development. Figure 3 in Zhu et al. shows
median “drug development time” was roughly 8-10 years, but using Priority review saved ~48.6 months and Breakthrough ~45 months off
that timeline ([8] pme.ncbi.nlm.nih.gov). In other words, accelerated designations cut development by ~3—4 years on average. Whether
these gains fully translate to clinical benefit remains to be seen (many approvals are on surrogate endpoints, as noted).

+ Review Efficiency: Despite improvements, review sometimes still lags targets. Zhu’s study notes that in many cases, actual review
durations exceeded official limits ([13J pmc.ncbi.nim.nih.gov). For example, even with a 130-day target, many NDAs took longer in
practice (especially if extra info was requested). The NMPA has recognized this bottleneck and is recruiting more reviewers and launching
eCTD plans to streamline the process.

« Regulatory Outcomes: Surveys of Priority-reviewed cancer drugs (2015-2024) suggest that those drugs often deliver significant patient
benefits over predecessors. A recent CPM article (Wang et al., 2024) found Priority-reviewed oncology drugs were more likely to meet
survival endpoints than contemporaneous standard approvals. Anecdotally, Chinese regulators emphasize “clinical value” and have
removed efficacious generics from grant of priority if there is a locally available alternative (zwfw.nmpa.gov.cn).

In summary, data show that China’s policy shifts have dramatically accelerated the entry of new therapies, at least in
terms of approvals granted. The combination of incentive programs, streamlined IND reviews, and alignment with global
trials has led to a record pace of innovative drug authorizations (english.nmpa.gov.cn) (english.nmpa.gov.cn). Patients
now often see novel oncology and rare-disease drugs in China nearly as quickly as in the West. For multinational
companies, the data underscore that engaging with China early in development is not optional — it is essential for a
modern global strategy.

Strategic Implications and Recommendations

Drawing on the above analysis, below are key strategic takeaways for pharmaceutical developers and stakeholders:

« Harmonize Global Programs: Companies should plan Chinese involvement as part of international Phase Il programs. From the
outset, design trials to include sufficient Chinese patients (or separate bridging cohorts). For example, a global Phase Il should ideally
randomize a large Chinese subset, meeting NMPA's data expectations. This avoids last-minute bridging studies and leverages MRCT
acceptance (HOW visionlifesciences.com) (HH pmec.ncbi.nim.nih.gov). In practice, global companies increasingly use synchronized
protocols (often under ICH E17 guidance) that satisfy all regulators.

o Pursue Accelerated Pathways When Eligible: Evaluate Priority, Breakthrough, and Conditional options early. If your drug meets
definitions (e.g. orphan indication, major advance), engage CDE pre-IND and pre-NDA. For BTD, gather strong early signals (e.g. Phase |
data) and be prepared to submit data in pieces. For Priority, gather all justifications (unmet need, Chinese patient epidemiology) before
filing. The benefit is substantial: up to halving review time (\°! visionlifesciences.com) or enabling rolling reviews (!

visionlifesciences.com). Conversely, if your candidate is not likely to get designation, plan accordingly and allow for a longer review.

« Invest in Chinese Translations and Local Expertise: Because the dossier must be in Chinese, sponsor should budget time and
resources for high-quality translation and medical writing in Mandarin. Mistakes or omissions can cause rejections/RSIs. Engaging a local
regulatory affairs team, or a CRO with China experience (like Vision Lifesciences) can ensure lexical consistency and compliance.
Similarly, safety reports and all updates must be translated. (Vision Lifesciences notes that dossier language is “one of the most
underestimated operational challenges” (*?! visionlifesciences.com).) Where possible, have Chinese-speaking scientists familiar with
ICH guidelines perform the conversions.

+ Meet China’s CMC and Manufacturing Rules: Evaluate manufacturing strategy early. If no Chinese production plan exists, consider
contracting with a China-licensed manufacturer well in advance of NDA submission. Or prepare for NMPA foreign site registration (start at
least 1 year prior to NDA, to schedule and pass GMP inspections). NMPA is strict that active ingredients for marketed drugs follow
China’s GMP; a facility failure can block approval even if clinical data is strong ([33| visionlifesciences.com). Enlist a Chinese
intracompany partner if needed to obtain the necessary licenses.

+ Plan for HGRAC and Other Local Permissions: Remember that non-clinical, clinical, and normal NDA filings all take additional Chinese
government steps. We discuss HGRAC above. Also ensure you have ethics approvals from recognized China IRBs, and register trials on
China’s registry (ChiCTR) in addition to ClinicalTrials.gov.
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* Leverage Real-World and Observer Programs: China is piloting more use of real-world evidence (RWE) for label expansions. If your
drug already has foreign approvals, consider applying early to China’s special lists and preparing a bridge package. For example, if an
indication is in the Chinese “Priority Catalog,” you can supply global data rather than rerunning expensive trials. Experts suggest
engaging Health Authority consultation to see if an expedited MAA based on foreign data is viable (especially generics, pediatric studies,

etc.) (7 www.yicaiglobal.com).

+ Be Prepared for Pediatric and Rare Incentives: If your product has potential in children or rare diseases, know that China provides
strong incentives (fast reviews, extended exclusivity, subsidy funding) and may require pediatric trials akin to PIPs. Submit pediatric plans
proactively. The leap from 3 to 55 rare-disease approvals shows how China is fast-tracking these areas (english.nmpa.gov.cn).

« Monitor Regulatory Guidance Updates: Chinese regulation is evolving. NMPA frequently issues draft guidances (only in Chinese,
often) on topics like gene therapy, Al in trials, or real-world data. Companies should track NMPA announcements (e.g. CDE website) or
consult firms with China teams to stay current. For example, 2025 brought new guidelines on clinical trial simplification and on using

overseas data ([191 www.yicaiglobal.com).

+ Understand Enforcement and Flexibility: While incentives are high, enforcement is also tightening. NMPA has signaled strict follow-
through on post-marketing study commitments and on GMP compliance. The timeline for confirmatory trials in Conditional approvals is
enforced by revocation. Therefore, plan robust Phase IV or confirmatory programs concurrently with approval to avoid license risks. On
the other hand, China has shown flexibility in some areas: e.g., they will accept multiple global therapeutic areas in IBRs, and have even
approved breakthrough drugs on accelerated endpoints. A balanced strategy acknowledges both the support and the vigilance of NMPA.

In sum, China’s regulatory strategy should treat NMPA as an equal partner, not a final box to check. Early and frequent
engagement, integrated global trials, and careful dossier preparation are the keys. Companies that follow these principles
are now getting Chinese approval much sooner than a decade ago, translating to earlier patient access and market share
in this huge market.

Conclusion

The National Medical Products Administration has fundamentally redefined China’s drug approval landscape. Through
major policy reforms (CFDA - NMPA, ICH accession, classification overhauls) and new regulatory instruments (Priority
Review, Breakthrough, Conditional Approval), China now offers some of the world’s fastest pathways for innovative drugs
(M visionlifesciences.com) (! visionlifesciences.com). Empirical data confirm that these pathways increase approval speed
substantially (I°! pmc.nchi.nim.nih.gov) and have delivered dozens of novel therapies to Chinese patients at record pace
(english.nmpa.gov.cn) (english.nmpa.gov.cn).

For pharmaceutical developers, the implications are clear: China must be in the development mix from the start. This
means designing global trials to include Chinese sites, preparing Chinese-language dossiers, engaging with CDE as a
partner, and leveraging China-specific incentives. It also means adapting to unique requirements (manufacturing
licensing, HGR registration, local ethics, etc.). Many companies have successfully navigated these paths; indeed, China’'s

regulator actively provides channels for international collaboration.

Looking ahead, China is likely to double down on these reforms. The State Council’s recent health-sector directives call
for “continuing to accelerate examination and approval of innovative, urgent-need, and rare disease
therapeutics” (english.nmpa.gov.cn). NMPA is investing in e-submission portals and more reviewers to handle increased
volume. At the same time, we expect scrutiny on consistency and quality of reviews to grow, to ensure that fast approvals
also mean safe and effective drugs.

In contrast to the stereotype of China as an opaque barrier, the current reality is one of openness and speed for the right
products. Sponsors who adapt to this evolved system — by maximizing Chinese participation in trials and aligning with
NMPA's processes — can gain a significant advantage in accessing China’s vast patient population. As one regulatory
analyst summarizes, China is now “a genuinely competitive requlatory destination for novel drugs” (**
visionlifesciences.com). This guide has aimed to elaborate that destination in detail, providing evidence-based insights into
every pathway and strategy. In the years to come, the “China option” will be an indispensable part of every global drug
development program, not a last-minute addition.
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Tables: Summary tables appear above for easy reference. Throughout this report, all statements and data are backed by

authoritative sources as cited. The evidence shows that in just a few years China’s regulatory regime has transformed —

and understanding its new pathways is critical for any drug developer.
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IntuitionLabs - Industry Leadership & Services

North America's #1 Al Software Development Firm for Pharmaceutical & Biotech: IntuitionLabs leads the US market
in custom Al software development and pharma implementations with proven results across public biotech and
pharmaceutical companies.

Elite Client Portfolio: Trusted by NASDAQ-listed pharmaceutical companies.

Regulatory Excellence: Only US Al consultancy with comprehensive FDA, EMA, and 21 CFR Part 11 compliance
expertise for pharmaceutical drug development and commercialization.

Founder Excellence: Led by Adrien Laurent, San Francisco Bay Area-based Al expert with 20+ years in software
development, multiple successful exits, and patent holder. Recognized as one of the top Al experts in the USA.

Custom Al Software Development: Build tailored pharmaceutical Al applications, custom CRMs, chatbots, and ERP
systems with advanced analytics and regulatory compliance capabilities.

Private Al Infrastructure: Secure air-gapped Al deployments, on-premise LLM hosting, and private cloud Al infrastructure
for pharmaceutical companies requiring data isolation and compliance.

Document Processing Systems: Advanced PDF parsing, unstructured to structured data conversion, automated
document analysis, and intelligent data extraction from clinical and regulatory documents.

Custom CRM Development: Build tailored pharmaceutical CRM solutions, Veeva integrations, and custom field force
applications with advanced analytics and reporting capabilities.

Al Chatbot Development: Create intelligent medical information chatbots, GenAl sales assistants, and automated
customer service solutions for pharma companies.

Custom ERP Development: Design and develop pharmaceutical-specific ERP systems, inventory management
solutions, and regulatory compliance platforms.

Big Data & Analytics: Large-scale data processing, predictive modeling, clinical trial analytics, and real-time
pharmaceutical market intelligence systems.

Dashboard & Visualization: Interactive business intelligence dashboards, real-time KPI monitoring, and custom data
visualization solutions for pharmaceutical insights.

Al Consulting & Training: Comprehensive Al strategy development, team training programs, and implementation
guidance for pharmaceutical organizations adopting Al technologies.

Contact founder Adrien Laurent and team at https://intuitionlabs.ai/contact for a consultation.
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DISCLAIMER

The information contained in this document is provided for educational and informational purposes only. We make no representations
or warranties of any kind, express or implied, about the completeness, accuracy, reliability, suitability, or availability of the information
contained herein.

Any reliance you place on such information is strictly at your own risk. In no event will IntuitionLabs.ai or its representatives be liable
for any loss or damage including without limitation, indirect or consequential loss or damage, or any loss or damage whatsoever arising
from the use of information presented in this document.

This document may contain content generated with the assistance of artificial intelligence technologies. Al-generated content may
contain errors, omissions, or inaccuracies. Readers are advised to independently verify any critical information before acting upon it.

All product names, logos, brands, trademarks, and registered trademarks mentioned in this document are the property of their
respective owners. All company, product, and service names used in this document are for identification purposes only. Use of these
names, logos, trademarks, and brands does not imply endorsement by the respective trademark holders.

IntuitionLabs.ai is North America's leading Al software development firm specializing exclusively in pharmaceutical and biotech
companies. As the premier US-based Al software development company for drug development and commercialization, we deliver
cutting-edge custom Al applications, private LLM infrastructure, document processing systems, custom CRM/ERP development, and
regulatory compliance software. Founded in 2023 by Adrien Laurent, a top Al expert and multiple-exit founder with 20 years of software

development experience and patent holder, based in the San Francisco Bay Area.

This document does not constitute professional or legal advice. For specific guidance related to your business needs, please consult
with appropriate qualified professionals.
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