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Introduction: XBxBio and meeting Regulatory Requirements.

xBxBio is a software as a medical device (SaMD) company that specializes in developing the xBxBio
platform for drug discovery. The xBxBio platform uses artificial intelligence and machine learning
algorithms to predict drug efficacy and toxicity, and to optimize drug discovery workflows. The platform
is intended for use by researchers and drug development teams in the pharmaceutical industry.

Regulatory Requirements:

To ensure the safety and effectiveness of the xBxBio platform, xBxBio must comply with the regulatory
requirements for SaMD. The regulatory requirements may vary depending on the jurisdiction and
intended use of the software. Here are some general regulatory requirements that xBxBio should
consider:

Risk Classification:

The first step for xBxBio is to determine the risk classification of the xBxBio platform. The risk
classification will depend on the intended use and level of risk associated with the software. For
example, if the xBxBio platform is intended to be used for clinical decision-making, it may be classified as
a Class Il device in some jurisdictions.

Quality Management System:

xBxBio must establish a quality management system (QMS) to ensure that the xBxBio platform is
developed and maintained in accordance with the regulatory requirements. The QMS should cover all
aspects of the software development life cycle, such as design control, risk management, and post-
market surveillance.
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Clinical Evidence:

xBxBio should generate clinical evidence to support the safety and effectiveness of the xBxBio platform.
The type and amount of clinical evidence required will depend on the risk classification and intended
use of the software. xBxBio may need to conduct clinical studies or gather real-world data to
demonstrate the clinical benefits and safety of the xBxBio platform.

Regulatory: white paper on xBxBio Saa$S Platform

xBxBio platform for regulatory review and approval before marketing it. The regulatory submission can
include but not limited to including any technical files, a summary of clinical evidence, and other
supporting documents.

Post-Market Surveillance:

xBxBio can help establish a post-market surveillance system to monitor the performance of the xBxBio
platform and related processes in the market and expedite reporting of any adverse events to the
regulatory authorities. xBxBios’ integration to clients’ post-market surveillance system should also
include a mechanism for ongoing evaluation of the software’s safety and effectiveness.

Conclusion:

xBxBio does comply with the regulatory requirements for SaMD to ensure the safety and effectiveness of
the xBxBio platform for drug discovery. The regulatory requirements may vary depending on the
jurisdiction and intended use of the software. xBxBio help in the reporting with regulatory experts and
develop a comprehensive regulatory strategy to ensure compliance with the applicable regulations.

Raymond Kester Sr Science, Regulatory
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