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Introduction to EMA guideline on therapeutic equivalence studies of generic and
reformulated products that are locally applied, locally acting in gastrointestinal
tract

XIAO Hui-lai
Center for Drug Evaluation, China Food and Drug Administration, Beijing 100038, China

Abstract: EMA announced Guideline on equivalence studies for the demonstration of therapeutic equivalence for products that are
locally applied, locally acting in the gastrointestinal tract as addendum to the guideline on the clinical requirements for locally applied,
locally acting products containing known constituents (Draft) in March 2017, and proposed the general requirements for this
equivalence study, introduced the requirements of equivalence studies for drugs acting different parts of the gastrointestinal tract, such
as the mouth and/or throat, stomach, intestine and rectum, in detail, which focus on alternative methods of clinical trials — in vitro
equivalence tests and PK bioequivalence studies. The guideline is introduced and it is expected to enlighten the trains of thought and
methods for efficacy consistency evaluation of such generic and reformulated products in China.
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Fig.1 Decision tree for products acting locally in mouth and/or throat
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Fig. 2 Decision tree for products acting locally in stomach
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