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ABSTRACT

Under the COVID-19 pandemic, in early 2020, countries worldwide began to impose travel
restrictions and borders control, some even took lockdown measures, leading to the postpone of on-
site inspections of pharmaceutical factories by regulatory authorities. Nevertheless, in order to protect
the right of the public, reduce the risk of drug shortage and ensure the safety, quality and efficacy of
medicinal products, many regulatory authorities have taken mitigation strategies for GMP compliance
regulation. Most regulatory authorities conduct paper review or remote inspection. This article analyzes
the definitions of terminologies related to “remote inspection” and “distant assessment,” and reviews
guidance, documents and information released by regulatory authorities and international organizations,
as well as explores the actual steps and requirements on conducting remote inspections. For most
regulatory authorities, although the remote inspection seems to be a good mitigation strategy, it does not
replace on-site inspection to be the new norm. Sites being inspected remotely will still be prioritized for
on-site inspection once the pandemic is under control, especially for foreign manufacturers. Taiwan Food
and Drug Administration (TFDA) will continue to collect information on remote inspection from all
regulatory authorities as well as consider the development of the pandemic and risk to further evaluate the

adaption of mitigation strategies for GMP compliance assessment.

Key words: pharmaceutical manufacturer GMP compliance assessment, distant assessment,
remote inspection, good manufacturing practice (GMP)



