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PREAMBLE 
Purpose
The purpose of this document is to formalize SADC’s adoption and implementation of the Guideline Bioequivalence Immediate Release Solid Oral Dosage Forms (ICH M13A).  It informs applicants and assessors of the standards to be applied during product registration and post approval changes (variations).

Adoption Statement 
SADC  formally adopts ICH M13A Guideline Bioequivalence Immediate Release Solid Oral Dosage Forms subject to the clarifications and adaptations specified in the annotations/note section.The adoption is effective [dd Month yyyy]. These requirements apply to SADC Medicines Regulatory Harmonization (Zazibona joint assessments). They also apply to SADC NRAs unless specified & published otherwise by an individual NRA.
The source guideline is accessible at:
https://database.ich.org/sites/default/files/ICH_M13A_Step4_Final_Guideline_2024_0723.pdf

Rationale for Adoption
To ensure that the SADC standards are aligned with international standards or state-of-the-art scientific practices. Adopting international standards such as WHO or ICH reduces duplication of studies, promotes information exchange among the regulators, including reliance, more efficient assessment, aligns the region with global standards, and ultimately increases the availability of medicines to the public. The intended benefits of adopting the ICH M13 are in line with the SADC and AU agendas on regional integration and cooperation.

Scope
This guideline provides recommendations on conducting bioequivalence (BE) studies during both development and post-approval phases for orally administered immediate-release (IR) solid dosage forms designed to deliver drugs to the systemic circulation, such as tablets, capsules, and granules/powders for oral suspension. It represents the SADC’s current thinking on the conduct of bioequivalence (BE) studies. 

Validity
This document is effective from the date of adoption and shall be reviewed as required, but not later than five (5) years from the effective date. In case of revision or updates to the source guideline, the latest version automatically applies, unless a specific transition period is specified by SADC.

ANNOTATIONS/NOTES
At the time of adoption, the concept of “high-risk drugs,” as referenced in ICH M13A for the purposes of determining additional bioequivalence study requirements, is not currently operationalized within the SADC regulatory framework. Consequently, provisions and regulatory flexibilities in ICH M13A that are explicitly linked to the classification of a product as a high-risk drug shall not be applied in SADC.
BE studies conducted in accordance with the general bioequivalence principles and requirements outlined in WHO TRS 1052, Annex 8 are acceptable.
With respect to study design, product-specific guidance issued by the WHO, EMA and the US FDA, shall be considered acceptable.

Documentation
Applicants are required to submit a duly completed Bioequivalence Trial Information Form (BTIF) in support of all bioequivalence studies submitted under this guideline. The BTIF shall be completed in full, accurately, and consistently with the bioequivalence study report and supporting dossier documentation.
 
Disclaimer: 
All guidelines adopted/adapted by SADC from international organizations such as WHO, the International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH) must be read in conjunction with the current, applicable SADC guidelines. 
SADC-Medicines Regulatory Harmonization (Zazibona)/SADC NRAs reserves the right to request additional information in keeping with the knowledge current at the time of evaluation.  It is not intended as an exclusive approach as alternative approaches may be used but should be scientifically and technically justified. 
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