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Device Localization: Why
Innovation Alone Doesn't
Win Asian Medical Markets

A groundbreaking device can clear every engineering test, pass every clinical
trial and still fail to gain approval in Japan, China, or South Korea. The device
didn't fail. The language around it did.
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The Hidden Barrier to Market Entry

Medical device teams budget carefully for regulatory consulting, clinical
validation, and market research — then treat translation as a last-minute line
item. That sequencing creates the very delays and rejections they're trying to

avoid.

The Assumption The Reality

Device translation is a linguistic It's a regulatory and clinical
task discipline

The Cost

Weeks lost to avoidable resubmissions
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Three Markets, Three Regulatory Vocabularies

Each Asian market runs on its own regulatory language and that language carries legal weight.
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China: NMPA South Korea: MFDS

Japan: PMDA

Applies strict scrutiny to labeling and IFU,
flagging inconsistencies a general
translator wouldn't recognize as problems.

Requires documentation aligned with
locally approved nomenclature. An
unregistered device name can stall an
entire filing.

Expects standardized terminology and
formatting that differs meaningfully from
Western submission conventions.
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The Gap That Causes Rejections

Technically Accurate
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shows a dictionary translation
with correct words

the gap

between them

is where
delays
originate

Regulatorily Accepted

=

shows the specific phrasing
pattern regulators expect
to see
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Where Most Delays Originate

A translator without domain grounding may render a term
correctly by dictionary standards and still miss the regulatory
equivalent the reviewing agency expects.

That gap between technically accurate and regulatorily
accepted is rarely caught until a reviewer flags it, costing
weeks of resubmission time the company thought it had
already avoided.

/N  Experience across multiple PMDA or NMPA cycles
lets specialists recognize expected phrasing before
a document reaches formal review.
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Cultural Barriers Generic
Translation Misses

Tone & Directness

A warning that reads as appropriately direct in English can come across
as alarmist or too soft once translated without cultural adaptation.

J

Formatting Conventions

Unit preferences, numbering systems, and visual layout of device
manuals carry different expectations from market to market.

Machine Translation Risk

None of these nuances surface in word-for-word translation or machine
output running without domain expert review.
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Building Localization Into Market Entry Strategy

Integrate
Early

Validate
Terminology

Launch with
Confidence

Why Sequencing Matters

International market entry for medical devices diverges sharply from
general product localization. A consumer electronics brand can tolerate
an awkward phrase. A medical device company cannot, because the
same manual is both a regulatory document and a patient safety tool.

« Terminology validation against approved glossaries
o Subject matter expert review layer

e Cross-checks across all submission document types
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Why IFU Translation Demands Domain Expertise

Instructions for Use sit at the center of every submission. IFU translation isn't sentence conversion, it requires linguists who understand
dosing conventions, contraindication language, and the exact phrasing regulators expect repeated consistently across every tied

document.

6 Consistency Across Documents 2 Regulatory Pattern Recognition
A mismatch between the IFU and labeling, even minor, Experienced linguists who have worked through multiple
triggers a clarification request, adding weeks to review PMDA and NMPA submissions recognize accepted
timelines. phrasing before documents reach formal review.

e Traceability Discipline

Terminology consistency and document traceability, central to EU MDR compliance, apply equally to Asian regulatory
frameworks.

0ENEs

Al

qas?



1-STOPASIA,

Brand Localization: Building Trust
Across Markets

Regulatory compliance gets a device approved. A coherent brand localization
strategy is what gets it trusted.

First Impression Consistent Tone

Clinicians and patients judge a Packaging, training content, and
company's reliability from the digital materials must carry unified
clarity of its materials, before they terminology and tone across all
ever use the product. markets.

Signal of Understanding

Consistency signals a company that understands where it's operating, not
one that copy-pasted its way into a new region.
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Localization Is the Bridge Between
Innovation and Access

A device engineered to save lives only delivers on that promise once it clears
the regulatory, cultural, and linguistic expectations of the market it enters.
Language is the connective tissue between innovation and expansion.

— Treatlanguage as a Partner with domain
strategic function specialists
Apply the same rigor to Work with linguists who
localization as to engineering understand how Asian
and clinical development. regulatory systems actually

read a submission.

— Contact 1-StopAsia

Ready to enter Asian markets without delays from mismatched
terminology? Reach out for a localization consultation.
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