Language Scientific Highlights Clinical Trial Translation

Services for Protocols, ICFs, and Patient Materials
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Clinical trial translation is most visible at the points where study operations, ethics review, and participant
communication intersect. A protocol amendment can change site instructions. An informed consent revision
can affect participant-facing language. A questionnaire translation can influence how patient-reported data is
collected. In multilingual studies, each document type serves a different user, but the language needs to

move as one controlled body of content.

Language Scientific, a Needham, Massachusetts-based company specializing in medical, scientific, and
technical translation and localization, is highlighting how clinical trial translation services support regulated
teams working across protocols, informed consent forms, patient materials, site documents, and multilingual

study communications.

For pharmaceutical companies, medical device organizations, CROs, biotech companies, healthcare
organizations, and life science technology platforms, the need is broader than converting approved English
content into target languages. Clinical materials must preserve source meaning, maintain terminology across
related files, and remain usable for reviewers, investigators, coordinators, participants, and local

stakeholders.

Protocols usually set the translation baseline because many downstream materials depend on them.
Eligibility criteria, visit schedules, dosing instructions, endpoint descriptions, sample handling requirements,
safety reporting language, and amendment updates often appear again in ICFs, site instructions, patient
materials, and study correspondence. If key terms shift between those documents, review questions and site

confusion can follow.

Informed consent forms (ICFs) require a different kind of judgment. An ICF has to communicate study
purpose, procedures, potential risks, expected responsibilities, confidentiality terms, withdrawal rights, and
contact information in language participants can reasonably understand. The translation cannot become so

technical that it weakens readability, but it also cannot simplify clinical or regulatory meaning to the point



where the approved source is no longer reflected.

Patient-facing materials bring the translation closer to daily study participation. Diaries, questionnaires,
recruitment materials, eCOA screens, appointment reminders, device-use instructions, and educational
content may be read by participants, caregivers, coordinators, or site staff. For clinical outcome assessments,
guestionnaires, and patient-reported materials, linguistic validation may be needed to evaluate conceptual

equivalence, cultural relevance, in-country review findings, and cognitive debriefing results.

Version control creates another layer of pressure once a study is active. Protocol amendments, safety
updates, country-specific edits, terminology changes, and revised site instructions may affect translated files
that have already moved through review. A controlled translation process helps teams identify affected
materials, update terminology consistently, and reduce rework across glossaries, translation memories,

screenshots, forms, site packets, and submission files.

Medical device studies can add technical and regulatory complexity when trial materials intersect with IFUs,
elFUs, labeling, software content, risk documentation, training materials, post-market surveillance materials,
IVDR requirements, or MDR requirements. Pharmaceutical and biotech studies may require translation
support for protocols, informed consent forms, pharmacovigilance materials, adverse event narratives,

regulatory documents, patient communications, and investigator-facing content.

These pressures do not mean translation alone determines regulatory approval, compliance, clinical
outcomes, or patient safety. They do mean multilingual documentation needs a disciplined process that
protects meaning, supports review, and reduces avoidable translation-related risk. That distinction matters
most when several countries, language sets, vendors, reviewers, and document versions are moving

simultaneously.

Language Scientific frames clinical trial translation services around quality, subject matter expertise, and
controlled review. The company supports regulated organizations that need clinical and medical content
handled by linguists and reviewers with relevant domain knowledge, rather than general language support
that is disconnected from the source's scientific meaning. Its clinical trial translation work may include
protocols, ICFs, patient questionnaires, recruitment materials, investigator documents, site communications,

regulatory materials, and related multilingual assets.

The company?s quality approach emphasizes subject-matter-expert linguists, terminology management,
structured review, formatting checks, project oversight, and translation quality assurance. Additional review
methods may be appropriate depending on the document type and use case. Linguistic quality assurance
can help evaluate multilingual content for accuracy, terminology consistency, formatting, layout, and fitness

for use. Back translation may be used as an independent review method to assess whether translated



content reflects the source meaning.

Al-supported workflows can also play a role when used within appropriate controls. In regulated clinical
content, Al output still requires human oversight, subject-matter review, terminology control, and quality
checks, depending on the document type and intended use. Language Scientific positions Al as a tool within
expert-reviewed workflows, not as a replacement for medical knowledge, linguistic judgment, or quality

oversight.

For regulated teams, speed matters, but speed alone is not a sufficient measure of clinical trial translation
quality. The stronger measure is whether the workflow preserves meaning, controls terminology, supports
review, and keeps protocols, ICFs, patient materials, regulatory files, device documentation, and clinical

communications aligned as the study moves forward.

About Language Scientific:

Language Scientific, Inc. is a US-based globalization company specializing in clinical, medical, scientific and
technical language and linguistic validation services and solutions with a record of more than 25 years of
excellence in over 215 languages. Language Scientific serves more than 1,500 clients in the pharmaceutical,
clinical, and medical device industries, from Fortune 500 companies to small emerging companies. The
company's specialization, focus, innovation and customer-centered attitude have earned the trust of many of

the world?s leading life sciences companies.

For more information, visit: https://www.languagescientific.com or email: info@languagescientific.com.
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