Hassqati. Drug Evaluation Research 842555 18] 2019418 .1 -

[+t
AFI PR BRI R ARIR S TR ) GLP AR R 5 iR

BN, Biefhs, AR &, sk W, BONE, B O, £ S, E B, BEF
o [ i 24 A E B R X 2 22 VAR ME D by, 25 AR I R 2 AN BT AL 5 T B R SRR &, JE AT 100176

& FE: ASURTLE VAL ARG K7 B 2 R 00 25 J 0 R AR R I B AT, AR SR R AT VT R B ORISR B )
—EUME L WERRE B S W e R I, 3 T AR TR AL U B AR P () R R B 2 I R R . T AL SR B AT
WO T B AN [F [ R WAL A GLP IR B R, IR A 6 B A AU B2 AT PR GLP 7R & ik AR SR
FOEEAATIRN B AR AL S, DAt R A S0 B 2 R AT VR IR R P ER L RS AR S E AN R IA B SR 8. T
FE A AU H A FAT YRR B S b B L 2 08 B 2 R AT VR UCA GLP RN 3 T 4L 20 BE 24 (R A7 3 UK GLP R &R &
ZH L B A TR AT D U TR B 45 A DA B 2H P05 B 2 [ A7 PP 0P ) S s E AT IR R, DU B L 2 WAl I R 22 A ME VR AR ML A
S R T i 4 U A R AT PR R — e 5

KHEIR: wAMIN AT GLPs AZURE PPl 2iHey

HFESHES: RI54T XEKARERE: A YEHS: 1674-6376 (2019) 01-0001-09

DOI: 10.7501/j.issn.1674-6376.2019.01.001

Discussion on GLP process and key points in the histopathology peer review for
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Abstract: Histopathology assessment is an important step for the determination and interpretation of the results of nonclinical
toxicology studies. Histopathology peer review can ensure the consistency, accuracy of pathological diagnosis terms and the
completeness of pathological diagnosis, and can improve accuracy of histopathology assessment and the quality of pathology
reports. Because the histopathology peer review processes need to be considered the requirements of the GLP regulations of different
countries, therefore, it is necessary to deeply understand and summarize the GLP compliance, processes, conditions and
considerations of histopathology peer review so as to promote the consistency in planning, conducting, documenting and reporting
of the histopathology peer review in China with developed countries abroad as soon as possible. This article introduced the purpose
and necessity of carrying out the histopathology peer review, the GLP principles of histopathology peer review, the GLP quality
system applicable to the histopathology peer review, the processes and conditions of histopathology peer review, as well as the key
points for the histopathology peer review, with the purpose of providing some references for better carrying out histopathology peer
review in nonclinical safety evaluation facilities for drugs in China.
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Fig.1 General process and conditions for GLP quality system
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Fig.2 Histopathological assessment and peer review flow chart
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Table 1 Key requirements and responsibility points for peer review of histopathology in accordance with GLP procedures

and conditions
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