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Introduction to FDA's Assessment of Pressor Effects of Drugs Draft Guidance
for Industry (revision 1)

XIAO Huilai
Center for Drug Evaluation, National Medical Products Administration, Beijing 100022, China

Abstract: Elevated blood pressure increases the risk of stroke, heart attack and death. FDA advocates that the evaluation of the
effect of drugs on blood pressure should be included in the drug risk assessment. Therefore, in May 2018, FDA issued the
Assessment of Pressor Effects of Drugs Draft Guidance for Industry, and put forward suggestions on the premarketing assessment of
a drug's effect on blood pressure. Four years later, in February 2022, FDA issued the first revision of the draft guidance, adding
suggestions on many details of the study design and specific suggestions on the inclusion of the evaluation results in the drug
labelings. At present, there is no similar guidance in China. This paper introduces the revised version of the guidance in detail, and
expects the researchers of drug development in China to pay attention to it and take the initiative to include the effect of the
developed drugs on blood pressure in the clinical risk study of drugs. At the same time, China's drug regulatory authorities are
expected to put forward regulatory requirements and formulate corresponding regulation and guidance.
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Table 1 Reduction in blood pressure and cardiovascular events with antihypertensive drugs in placebo-controlled trials
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DBP-diastolic blood pressure; SBP-systolic blood pressure; NR-not reported; “-obtained using routine clinic blood pressure measurements;

"-cerebral vascular accident defined as either a thrombosis ( clinical diagnosis) or a transient ischemic attack with objective neurological signs;

"_results presented for the double-blind part of trial
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Fig.1 Relationship of ASCVD events to chronic elevations in systolic blood pressure by risk level
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