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Medical & Scientific Writing

~ Bridging Knowledge & Clarity ~
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Lambda Therapeutic Research provides fully-integrated Medical Writing Solutions
with expertise in diverse therapeutic areas including vaccines and devices.

Our dedicated team collaborate closely with biostatistical, pharmacovigilance,
project management, and clinical data management teams to deliver accurate,
timely, and compliant documents.

Medical Writing Support for Diverse Document Types:

Clinical Study Protocols g% Investigator’s Brochure (IB)
& Related Documents %5 & Related Documents

(@ Clinical Study Reports (CSR) @ Drug Safety & Risk Management
& Related Documents ¥ Plans & Reports

Regulatory Documents
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Regulatory Medical Writing

® |nvestigator's Brochure (IB)
® Protocols and ICDs

Pre-Database Lock (DBL)
Narratives

Shell Clinical Study Report
(CSR) with mock tables

e Post-Database Lock (DBL)

Narratives Closure

® CSR with appendices Phase

e eCTD Modules

RSN o Summary /
Phase .
Health Authority (HA)
Documents

Drug Safety and Risk Management Reporting

e Aggregate reports (DSUR/PBRER/ PSUR/PADER/SUSAR LL)
® Risk management plans (EU/Core)

Unlock seamless collaboration with Lambda's expert team. < BD@lambda-cro.com
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