Points to Consider in Remote and Hybrid GMP/GDP Inspections (2021)

This document examines advantages and best practices for planning and implementing all
types of remote

regulatory inspections, including desktop, virtual, and hybrid inspections. It describes best
practices that will

help all participants engage efficiently and avoid unnecessary or unexpected delays, stressors,
or

complications in the remote inspection process. The document also presents the complete
results of a PDA

global survey on biopharmaceutical manufacturing experiences related to remote inspections.
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Points to Consider in Remote and Hybrid GMP/GDP Audits (2022)

This Points to Consider document describes steps that can be taken to ensure an effective
and efficient

remote assessment. It introduces standard nomenclature to describe the types of remote
audits and discusses

key considerations for their scheduling, duration, planning, conduct, closing, reporting, and
follow up. The

document is designed to assist both the auditor and auditee as they work through the
challenges of remote

and hybrid auditing and determine the changes in practices, standard operating procedures,
and quality

agreements that are necessary to facilitate effective and efficient remote audits.
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