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Introduction to streamlined nonclinical study guideline for

pharmaceuticals severely debilitating or life-threatening

hematologic disorders
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Center for Drug Evaluation, State Drug Administration, Beijing 100022, China

Abstract: FDA issued "Severely Debilitating or Life-Threatening Hematologic Disorders: Nonclinical Development of
Pharmaceuticals Guidance for Industry " in April 2018. The guideline described a streamlined nonclinical study program of these
drugs. At present, there is no similar guidance in our country. This article introduces the guidance in detail and expects to be helpful

for the non-clinical study and evaluation of these drugs in China.
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Table 1

Timing for submission of nonclinical studies
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