Lancuace  Clinical Study

SCIENTIFIC

Reports (CSRs)

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

CHALLENGES v

Ataglance

Clinical Study Reports (CSRs) document CSRs include highly detailed clinical data, regulatory language,
detailed findings on medical device safety, statistical analyses, and patient outcome information requiring exact
efficacy, and clinical outcomes from global translations. Errors or ambiguities can result in regulatory queries,
studies. Accurate translations ensure reliable submission delays, compromised data interpretation, and patient safety
communication of clinical data, regulatory concerns. Translating complex clinical content consistently and clearly
compliance, accelerated market approvals, across multiple languages and regulatory jurisdictions, especially under
and enhanced patient safety worldwide. tight clinical timelines—adds complexity to global clinical trials.

SOLUTIONS v

Al-optimized translations combined with specialized medical device
clinical linguists deliver accurate, compliant translations of Clinical
Study Reports globally.

Key metrics
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Accelerated Regulatory Submissions

100%

Regulatory Compliance

Accurate translations facilitate efficient regulatory reviews and
faster global approvals, expediting market entry.

Enhanced Clinical Data Integrity

2 Precise translations ensure reliable interpretation of clinical
LANGUAGE outcomes and patient safety data, strengthening global trial
SCIENTIFIC credibility.

€9  www.languagescientific.com Reduced Regulatory Risk

Compliant translations minimize regulatory audits,

submission queries, and compliance issues, protecting
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