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Abstract: Toxicologic pathology plays an important role in the safety evaluation of drugs. The results of toxicologic pathology can
answer the basic problems of pathological lesions such as location, severity grading, nature and prognosis, etc. Necropsy and gross
pathology examination are important aspects of toxicologic pathology assessment. Procedures typically include preparation for the
necropsy, euthanasia procedures, identification and recording all gross lesions, collection of tissues listed in the study protocol,
determination of organ weight, as well as tissue fixation so as to be ready for the subsequent tissue processing and histopathology
examination. All the procedures must be done in a consistent manner and in accordance with standard operating procedures (SOPs).
The present paper briefly introduced the principles of necropsy and gross pathology examination for toxicologic pathology in order to
standardize the procedures and to lay foundation for the improvement of the histopathology examination in the field of preclinical
safety evaluation of drugs of China.
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Table1 Members and responsibilities of the necropsy team

kLN B A 5t

Tog B2 5K TSR AL R AT I — Fk
L HERTE ISR

ke sy GRS S

L PN T

JRRIEN B2 DTSRRI

KA 5 Uik (R RREENE S

N NI T DTNERS PR TR S il %

EASTA I BN B ST AR R AT A e [T

RPN FITRHERHLGUEEE 1R

0 3 R AL 25 F A N 53 LR DR A8 A4 SIEEG: v R ¢
B AR 5 R RS LA R T W, DM REAT
WIBR . AR AT, BORN DI ARSI G
(K] SOPs, 4n A5 A1 RIS fige th L e 8, 12 g S st
A SOPs. I F i S HE S N AEAFR: ey
AR B ERIK I 25 10% P22 PP R B PRI L C
ML), Davidson's [l (il g S8 M. B S2A
HREKD . FRAIE . B, FIR OSSR, MR REA
KA FRBAR. TORTES 8% R & L AR S
R R HOANL CREE AR EIBD
/_{_%[4]0

2 RIRTEERF

BN SRR T NI SR TR B B B as (2 SR AT
e ) VOUR (St s B AR AR ) TR
IRGERE T MR S PR AR o, A 5 Bk
PAT, I HI R ] et g DA AR N TG .
LIRBC L) Je 71 IR 1 B Lk T 5 ) i g 1 S5
HI o 22 IRIEIT VRN £ 1 SIS A LA 2 40 BRI
ZH14> (Institutional Animal Care and Use Committee,
IACUC) M erfitiil. —Mekid, WABERRALL
ST YEE Ak M,

VFZ B S B e 2 BN 2 R W TT 1k 22
SRICLTIIIREMA o 540 (L LE 22 28 25 4 m] 75 | JEL T 1R
LI, 5 1 R AR 8 A R ) A g i 1,
W RN P e i PR T DAY 2% R AL
— R SRBETT 6, B D R R AR B 2 A 4
SRR I 25 Jo o K040 I B 2% 8 2 B 2 2 25 ) 0k JL
(P o 22 SR AEA ] 7= AR i [P 20 235 B 25 AR,
AN 5 25 AR P AR ARIRE , a0 — 2 A B BRI m]
R d R A SN D w N U R A (A



“¥isdatx. Drug Evaluation Research 35 4035 108 2017510 A

* 1367 -

N T IIEE AR AN TARR I KA, 4%
SR GCRHASE [ B N R B9 b o 22 SR A0 1A [ i
() 3ot K A e 23 0 JUE 2% 0 A SUR S 7= A B A 1
RN, NIRRT BRI SR N, 2R
Fou I 25 min B AT BFFAR AN N AR Y PRt
TR NAE 22 SR A0S 5 min WTTAR, B EA 1A
IS TR AN N I 20 min.
3 KIRFREFNRE
3.1 RAKRREBFRERZRTEEN

S )W PRI 22 A VRN AL B 3 78 AN [A) A
W) AFIZRIEIRL SOPs, it HIR . .
B AR KRB D REFSEI S PRI HIL SOPs,
B 2 RAL SN RS S AR TSIk SOPs. 1
AT R AATp B 2 G A 1 AGr N B2 N HAT AH 56 S5 3
YRR 24 50N, FRE It SRS AH R I H 25 4%
N o FRLI IR D30 2004 4 A B[] & (1) 241
2, ok ) TR B A R e s g I A 2
et N TS, FEEAR IR 73 ARk
2R R R A SO I AT ] AR FR AR OK, (B A
KA T =28 N AR M 2 A 58 S AR
AR, N S SE2 58 T 5 AR T 2 1) T
HEELE TN, L 57 N (study director, SD)
BRI A W A SR T . K25 T
TR ERE U 36 [ JE P B A% 25 (Society of
Toxicologic Pathology, STP) 7 M IIEAT4L 25 HE
AR TR, TUMREA IR, %
RSP JE bt 2R, B0 )RR MR A% T ks
BN LR S S5 SR N AL S T 5
TR CRIEESER T S0 MR 4124, JEH.
BTN ] € W AT EE AT
32 KRiFmERYHEL

R AR 93 A (4] S 285 AR VR A 3 s ) A I 26 AN T
IR TG, PR R KA AR R A 45 Ak e 3 Je 2R 11
HLMEPFNH LI BRI o KA AZ R A 0T 3R
Ti REORALICHEZL, T iR — IS AR
FAN I TR ) — 2P, AR N 53 AR AR v (1) 4
IR EARTE XS IR e DL R AT i 5%, I H s BE 22 KA
o HIREN D2t B A R T 8 S Al 2R 2% B 1) I
WAEBVOHE, X rasE LARRIEFRES S 2,
SR B 2 SR A S DB Y A I K A A A
SRR IR B AR ORI o e B KA A —
PEATH DA R ARTEARF IR : FBA7 . Ha . K/, B,
8, AR LR E 1 R 3 A T

x 2 EEAGEMMRTD STP HEMNHLFEFNETZ
DERGIR GERTEREHM)

Table 2 STP-recommended core list of tissues to be exami-
ned histopathologically in repeat-dose toxicity studies (for
all species where applicable)
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KA AL FERPEAE o AEFIRL I FE TP T UKk
AR VAL AT TR VA PR B2 Y 60 NFERTITRZ N
SESWITEARTE, JFERRE M2k,
4 PESERE
4.1 BESEMRERILEN

JUE 25 5T B AN REAE HIAS S T, DRIt — 3ok
TERf N T 2% P A AR L, RS i
SERLAS B R BUBR R, I B A SR A
MR TR ) A R T, e R
WA LS AP 28 P40 15 S AH 1 IF I 5
TGN R 5 b o) 2 A EE RS Inis 20% AT AN



«1368 ¢ “¥isdatx. Drug Evaluation Research 35 4035 108 2017510 A
® 3 KIEmTHRMEARE
Table 3 Descriptive terminology of gross lesion
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Table 4 Recommended organs for weithing in Multidose toxicology studies with study durations of 1 week to 1 year
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