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This guide explains what the tool produces, how to use the output, and what to watch for. The actual output
(draft/report) is generated on the tool page.
Background

Explains bioequivalence (BE) study requirements for a generic — when BE is required, study design, CRO and ethics
— with the CDSCO and target-market regulatory requirements and timeline/cost awareness. Use this to understand
BE for filing. BE studies need qualified CROs and regulatory guidance.

Purpose of this tool & output

Understand BE requirements for generics

How the output is used

Use the guide to understand the bioequivalence study requirements for a generic before you plan the study.
Important cautions

Al-generated guide; BE studies need qualified CROs and regulatory guidance.

Companion documents

e Formulation Development Guide

R&D Project Plan

Patent & IP Strategy

Technology Transfer Protocol

Nutraceutical Development Guide

e Cosmetic Product Development

This is Al-assisted guidance. Verify with a qualified professional before any binding decision. Fees, authorities and
processes vary by state and change over time — confirm with your state authority.



