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Medical Device
Regulatory Submissions

If You Don’t Understand It, You Can’t Translate It!

Ataglance

Medical device companies rely on accurate
translations of regulatory submissions—
including dossiers, technical documentation,
and clinical evaluation reports—to obtain
timely approvals across global markets.
Precise, compliant translations streamline
regulatory processes, facilitate faster market
entry, and ensure device safety and efficacy
worldwide.

Key metrics
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LANGUAGE
SCIENTIFIC

@ www.languagescientific.com

Q info@languagescientific.com

@ www.linkedin.com/company
/language-scientific/

CHALLENGES v

Medical device regulatory submissions require exact translations
adhering to complex, country-specific regulatory guidelines. Errors or
inconsistencies can result in submission rejections, costly approval
delays, regulatory audits, or market entry setbacks. Ensuring accuracy,
clarity, and consistency across diverse documentation and multiple
languages within tight regulatory timelines adds significant complexity.

SOLUTIONS v

Al-optimized translations combined with specialized medical device
regulatory linguists ensure regulatory submissions precisely comply
with global standards.
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Regulatory 12 Step Quality Scalable To Meet
Specialists Control Process Your Needs
BENEFITS v

Accelerated Global Market Access

Accurate translations streamline submissions, facilitating quicker
approvals and faster international market entry.

Enhanced Regulatory Compliance

Compliant translations minimize regulatory queries, audits,
and approval delays, improving confidence from regulatory
bodies.

Reduced Operational Risk

3 Precise documentation reduces submission errors,
protecting against costly rework and safeguarding global
market strategies.
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