¢ 1348 « %¥isdat % Drug Evaluation Research 55 404 593 201749 A

[ % &1
ZMAYEEHESFREZTINRENETERE

i Ok RT, B@E Y EAER s, sk o, sk @i, E M moe, £ O%

S

Lo EER K ETREE ERK 27t o . 29IEIR R 2P R b st i = A sesh =, Jbat 100176
2. P 2 A e ST, dE T 100050

. SRR R Z AW SR WS EIER o 7R 2GR B EEEAT SR S R SRR o TS BRI i 5 R R
PR RGEIN/AN 3T 25 B0 W 2 00 AR W ) ol AR I DR T 22 2 R VP A vh BEREAT HE N RACSKR S I P g P VT A o i 1 g 12 2 A
G IV R IR R TT 2 SR VRN I bt o BEXTSE M 2 M BE M A 00 B2 A VP BRI LA BB A, ARG
SFVPH ) BRI B AR VEIT I L RRIRAO PR B R R G PR LS BRI Fr b R IDOM TR A R N ARG 0 i 28 5 3
LWL, BEATTEMIMENT, DU TR E S R PR O HR S SR 0 ) s A2 ) AR R AR wE PR AR A S

KR FHUE MR N T IRIKET R REVPO: MR, TR

PEDES: R994.2 NEFRERS: A XERS: 1674-6376 (2017) 09-1348-07

DOI: 10.7501/j.issn.1674-6376.2017.09.03 1

Major factors influencing quality of neuropathology evaluation of drug
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Abstract: Neurotoxicity is one common adverse effect caused by many drugs or compounds. In the early phase of new drug
development, it is necessary to screen for neurotoxicants. Neurotoxicity studies in nonhuman primates (NHP) are used to evaluate the
neurotoxicity of small-molecule drugs or vaccines that may affect the nervous system across the blood-brain barrier during
preclinical safety assessment. Toxicologic pathological evaluation or neuropathological examination is the “gold standard” for the
evaluation of drug neurotoxicity in preclinical drug safety studies. In this paper, the majory factors influencing the quality of
neuropathology evaluation in toxicology, including the general strategy of neuropathology evaluation, the optimal timing of
evaluation, the specific blood-brain barrier in the nervous system, the method of sampling in the histopathology of nerve tissue, and
the interference of artificial artifacts in diagnosis of neuropathology, were detailly analyzed in order to provide a reference for setting
guidelines of neurotoxicity risk assessment in China and pathologists and toxicologists engaged in nonclinical neurotoxicity studies.
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