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There has been a broad set of policies encouraging medtech local manufacturing in China; however,
the definition of a ‘local’ product has long lacked clarity

Made in China 2025

* Issued by the State Council in 2015
* Developed national level strategy

Health China 2030 What is local ?
* Issued by the State Council in 2016
* Encouraged the localization of high-end medical equipment e There is no official written

definition for local product

The NMPA registration

NI\ 14 Five-Year Plan o .
+ Led and issued by MIIT in 2021 certificate is commonly used

Included medical equipment guidelines promoting localization for defining a local product

Policies
encouraging
China
localization

\//

o It requires at least final
Order 551 assembly to be completed
* Issued by MoF in 2021; applied across all sectors, not aqp - . 0
specific to medtech within mainland China and
*  Noncompulsory guidance on government procurement of case-by-case interpretation

local products

Order 104 and Order 30
* Issued by NMPA in 2020 (Order 104) and 2025 (Order 30)
* Aimed to accelerate local manufacturing of imported medical devices

by NMPA

Note: MIIT=Ministry of Industry and Information Technology; MoF=Ministry of Finance; NMPA=National Medical Products Administration

Source: The State Council, MIIT, MoF, NMPA government website I E K ™
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The preference for local medtech products in hospital procurement has strengthened significantly
post-Order 551 and has become a norm now

Restrictions on the use of imported medical device products*

SFi#OET5m e FRE Il With current restrictions
Percentage of respondents from public hospitals No current restrictions
O o O O O p
May 2021
Dec. 2020 (Order551)  Dec. 2021 May 2023 Mar. 2025
N=120 N=120 N=100 N=111
100 - =
11% on /o - 11%
No current % 25%
o 0, 0,
80 { 36% 40% S Stk 35% SR restrictions

21% 18% 24%

60 -
34% 30%
40 A

201 279% o289  27% ’

Percentage

™ _ 3% 3% 4%
Total Public L3 Public L2 Total Public L3 Public L2
public public

Restrictions in some
product categories

Requires the use of locally
manufactured products
from time to time

Requires the use of locally
manufactured products
where possible

Import restrictions significantly intensified after the issuance of Order 551 in May 2021

Total Public L3
public

Public L2 Total
public

Public L3

Public L2

Import restrictions now become a norm

*Survey Question: Which of the following statements best describes your hospital’s attitude towards the use of imported MedTech / medical devices products? A T~ MR Fridk £ Bt 15 BB #6 FFr 7E B= B o 33 O BE 77 22 i A2 sy 72 B 2

Source: L.E.K. 2020, 2021, 2023 and 2025 APAC Hospital Priorities Survey
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Recent progress on local definition: China’s Ministry of Finance issued a draft notice for public
comment in December 2024, aiming to define and incentivize locally manufactured products

n :FQAE#*" Mﬁﬁ] Definition of Local products per the notice:

=4 Ministry of Finance of the People's Republic of China three mandatory criteria

Substantive transformation

0 Must be made in China, with a
substantial property transformation;
labeling/packaging does not qualify

Notice on Standards and Implementation for Local
Products in Government Procurement in China
(Draft for Comments), issued by MoF, May 12, 2024
Xk T BURFSRIE Ui 2K [ 7 an bR B SEME B R A X ETAY
B (IERERR)

« Aims to address the ambiguities for identifying
local products

Minimum value-add

o The percentage value of components
produced in China must meet a

defined threshold

* Incentivizes local manufacturing: Local products

receive a 20% price deduction advantage in tenders
vs. nonlocal

Localize key components
and steps

Key components and critical
 Applies across all sectors: This is a general policy processes completed in China
not specific to medtech for designated products

Criteria 2 and 3 will be product-specific and refined over the next three to five years

Note: MoF =Ministry of Finance

Source: Ministry of Finance government website I E K ™
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Implementation of the notice may encounter various uncertainties and ambiguities, requiring further
clarification and coordination efforts

Potential uncertainties and ambiguities of implementation of local product standards

Value-add percentage difficult to define: \Varies significantly by industry and product; requires time
and coordination to develop clear benchmarks

Definition of key components remains vague: Lacks clear definitions and product scope, and
importance differs across product categories, making enforcement challenging

Cross-authority coordination needed: Effective implementation depends on alignment across
multiple authorities (MoF, NMPA, MIIT, GACC)

Potential complexity with VBP: The 20% price advantage for local products may clash with value-
based procurement principles focused on lowest price

Unclear enforcement mechanisms: Draft lacks details on monitoring, appeals and handling
borderline cases

Note: MoF =Ministry of Finance; NMPA: National Medical Products Administration; MIIT =Ministry of Industry and Information Technology; GACC =General Administration of Customs of China;
VBP =Volume Based Procurement
Source:L.E.K. analysis
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In the absence of a clear local definition, hospital-level interpretation varies, with some extending
beyond manufacturing location and creating unintended barriers for MNC medtech companies

Definition of local product_in medical device tendering*

BiERMP ‘B~ m” BAERE

Percentage of respondents

100 q !
|
|
: Have to be products from
80 A i Chinese medtech companies
| BAREPE R T HET RS
2] 1
§ 60 i Local brand
5 11 E AL Rk
E 40 A Products manufactured in China,
g whether by multinational or
§ Chinese medtech companies ¥ [F
5 WA R R~ M, TR
20 - 2Rl shE A
0 -
Overall public hospitals Public L3 Public L2 and L1
(N=94) (N=76) (N=76)

*Survey Question: How does your hospital define “domestic product” in medical device tendering? 7EEE 7 22 #i/EE 7R ZIBIFR T IS, BERMT “Bff=R NAEERERTA?

Source: L.E.K. 2025 APAC Hospital Priorities Survey I E K ™
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As China’s definition for local medtech products continues to evolve, MNC medtechs need to deepen
local value chain participation and enhance perceived local identity to navigate the uncertainties

Implications for MNC medtechs

o
)
)
)
o
L)
o

Definition of local may evolve beyond final assembly
Companies should not rely on last-step assembly as a sufficient localization strategy in the long term

Prepare for tightening procurement dynamics
Long-standing hospital preference for local products and increasing import restrictions may affect key portfolio performance

Engage early in shaping future standards / policies
Proactively engage with authorities and industry associations to provide input into how key criteria are defined and enforced

Evaluate the benefits and necessity of localization to succeed in China
Assess the trade-offs across market access, product competitiveness and investment/economics to determine whether localization is needed

Integrate China localization into your global manufacturing and supply chain considerations
Continuous policy momentum suggests local production, sourcing or partnerships should be part of global footprint planning

Localization is not just compliance — it could be a competitive differentiator
Local manufacturing may improve lead times, cost efficiency, and stakeholder engagement, driving competitive advantage in China

Consider enhancing your "Chinese identity" through local partnerships
Strategic partnerships, joint ventures or acquisitions with Chinese medtech may strengthen perception and support broader access

Note: MNC =Multinational Corporation
Source: L.E.K. analysis

7 | Confidential Copyright © 2025 L.E.K. Consulting Limited L E K



L.E.K. could help you navigate your China localization strategy and translate it into actionable

initiatives and competitive advantage

What L.E.K. can support

fia

4

policy navigation

What is the right China localization strategy
for our business?

What localization approaches are
competitors pursuing? What lessons can
we learn?

Which parts of our portfolio should be
prioritized for localization?

What are the latest policy developments
impacting localization, and how might they
evolve?
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Strategic positioning and

Commercial and
operating model

(D

How do hospitals interpret local in practice,
and how should we adapt regionally?

What are the practical options for achieving
localization in China?

How can we prepare for policy uncertainty,
evolving criteria and potential enforcement
challenges?

What are the key benefits and risks
associated with localizing in China?

Copyright © 2025 L.E.K. Consulting Limited

Policy shaping
and engagement

&

What opportunities exist to shape a more
favorable localization policy environment?

Who are the critical stakeholders we need
to engage with, and how?

Can we develop an evidence-based white
paper to support our policy engagement?

What targeted messaging and proof points
will make our engagement more effective?

LEK



Selected L.E.K. insights

EXECUTIVE INSIGHTS Going Locot Strategic Considerations for Mectsch Manufocturers in China

using a range of ‘carrot’ and 'stick” policies at the national level that encourage onshore

We are thought leaders in medtech and healthcare

manufacturing and favor local products.

The focus of this effort to bring more man!
devices. This will hove significant impacts o
who will need to adapt to ensure they mai

Regulators in Mainland China have adoptes
consideration by MNC medtech manufacts

A recent case in point is Order 55T Guidan
Products launched by the Ministry of Finan
Technology in May 2021. Known as the ‘Bu
the procurement budget for 315 local prod
ereates market access barriers for foreign
segments of China's meditech morkst.

L.EK. Consulting's survey of hospitals in Ct
implemented Order 551 or planned to do s
were not likely to implement the order and
months after Order 551 was issued, the nu
medtech products where possible jumped

Before and After 55T Hospitals Actions &

EXECUTIVE INSIGHTS

Going Local: Strategic Considerations for Medtech
Manvfacturers in China

A c i

companies the country. Establi China-based
manufaeturing footprint is crucial to this end, but the exact definition of “local” is evolving.

e < okt UTENE R R E R RS R TR

Source: LEIC 2071 and 2022 APAC Hospita rarits Survers

Context from Groce Chen at LEK. Consulting.

Aregulatory trend toward localization along with a multi-year drive to supercharge

favor domestically products, induding in
the medtech space, is inCl i
multinationals.
The Chinese market is an imp: £ companies, p

Less than 8% of
overall healthare spending in the US is devoted to medical devices, so companies need to

be cost efficient and sustain growth via other markets.

China is already the second largest medtech market in the world and hos the largest
patient pool for many diseases globally. Growth of China's medtech market s expected to
continue to outpace the global market. Yet, many companies are not prepared to navigate.
the regulatory changes and subsequent requirements there, including the growing
necessity in China to establish oneself or ones' products as local.”

The Backdrop

Since May 2020, China has encouraged ‘internal circulation as the key driver of sconomic.
growth. Interal circulation refers to the idea that the economy should be driven by
concept

: LEK

EXECUTIVE INSIGHTS

Uniocking Future Growts:
APAC Magtach Outioak 2025

APAC medtech market size (ex-mfr. pri
%0 7

120 4

2021

Unl Future : APAC Medtech Outlook 2025

The Asia-Pacific (APAC) region, home to approximately 60% of the global population
and accounting for about 30% of global medical technology spending, represents a
eritical landscape for the future of medtech. As a dynamic collection of marksts, APAC
is by rapidly evolving luding regulatory changes,

and shifting healthcare demands driven by demographic

Souras: Stotieta 2024, LEX. anay

Regional powerhouses and emerging|

China remains a compelling market wit}
despite ongoing challenges. As the sec]
approximately 20% of the global popul
almost all diseases and disease states.
older, amounting to more than 210 mil
5%. This trend underscores a significant
related services,

Japan's position within the APAC medf
fluctuations. The country remains open)
s @ hub for medtech innovation. As evi
of the region's leading players i the rol
growth of the APAC surgical robotics

trends. The increasing emphasis on personalized healthcare solutions and digital
innovations further complicates the competitive environment. Given these factors, this
paper sets out the key issues L.EK. Consulting believes is essential for any medtech
company with ambitions for the region in 2025.

Expanding horizons: APAC medtech’s projected growth in 2025

The APAC region presents a diverse array of markets, ranging from nascent to highly
developed. By 2023, the value of the APAC medtech industry was estimated at
approximately $121 billion (at ex-manufacturer prices), with projections indicating a
compound annual growth rate of 5%, reaching approximately $140 billion by 2025 (see
Figure 1). The medical device market has experienced steady overall growth. However, the
in vitro diagnostics (IVD) market's retun to pre-pandemic growth patterns, following the
surge during COVID-19,resulted in a slight decine in 2023,

APAC's medtech market is being influenced by rising demand for advanced and

personalized medical technologies, driven by trends such as telemedicine and precision
medicine. Economic growth across the region, increasing prevalence of chronic diseases and

market all key factors contributing to the evolving
medtech ecosystem in APAC. Local dynamics, including China's emphasis on domestic
innovation and Japan's aging population, are further fueling the expansion of the market
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Both public and private hospitals are more positive about the future budget/profitability outlook
compared to what was observed in prior surveys
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APAC; the 2025 study was executed during

February and March, and engaged 111 hospital executives in China across public and private providers

LEK. APAC Hospital Priorities Survey respondentmix  China respondent mix
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Hospital Priorities 2025

Key Findings for Medtech
and Pharma Companies

June 2025

Unlocking Future Growth: APAC
Medtech Outlook 2025

Hospital Priorities 2025 China Edition: Key
Findings for Medtech and Pharma Companies

Going Local: Strategic Considerations
for Medtech Manufacturers in China

More market-leading insights and thought leadership available on the LEK.com website: https://www.lek.com/insights

™
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https://www.lek.com/insights/hea/cn/ei/going-local-strategic-considerations-medtech-manufacturers-china
https://www.lek.com/insights/hea/cn/ei/going-local-strategic-considerations-medtech-manufacturers-china
https://www.lek.com/insights
https://www.lek.com/insights/hea/sea/ei/unlocking-future-growth-apac-medtech-outlook-2025
https://www.lek.com/insights/hea/sea/ei/unlocking-future-growth-apac-medtech-outlook-2025
https://www.lek.com/insights/hea/cn/ar/hospital-priorities-2025-china-edition
https://www.lek.com/insights/hea/cn/ar/hospital-priorities-2025-china-edition
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