
 Extensive literature search
 Key enrollment criteria
 Type of studies and its design
 Objectives and endpoints
 Liasoning with KOLs

Clinical Concept

Development

 Investigator’s Brochures (IB)
 Clinical study protocols / clinical investigation plan
 Consent documents, patient scales, patient diary cards, etc.
 Comprehensive (ICH-E3 compliant) / Abbreviated / Synoptic


      clinical study reports
 Clinical Investigation Reports
 Clinical and non-clinical summaries and overviews of


      the common technical document (CTD)
 Briefing documents for various regulatory agencies

Medical

Writing

 Medical inputs in clinical documents prepared by 

      medical writers

 Medical inputs for sample size estimation
 Preparation and/or review of Medical Monitoring Plan (MMP)
 Preparation and/or review of Safety Management Plan (SMP)
 Eligibility review
 24 x 7 availability for discussion & response to medical emergencies
 Review of serious adverse event/pregnancy cases
 Protocol deviation review and discussion
 Medical/Safety line listing review and discussion
 Medical coding review
 AESI review in a clinical trial
 Review of emergency unblinding request
 Development and delivery of CIOMS
 Analysis of similar events and its review

Medical

Monitoring

At C
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