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Management of laboratory animals of new drug safety evaluation in GLP and
AAALACI certification systems

WANG Ji-xing, WU Hao-ze
Tianjin Institute of Pharmaceutical Research New Drug Evaluation Co., Ltd., Tianjin 300301, China

Abstract: With the global development of the research of medicine, more and more new drug safety evaluation institutions have
been certified by Good Laboratory Practices (GLP) and Association for Assessment and Accreditation of Laboratory Animal Care
International (AAALACI). Laboratory animal, which is the carrier of drug safety evaluation, its survival condition and animal
welfare will directly effect the experimental results. Dealing with laboratory animal husbandry by scientific methods in two systems
is the requirement to make sure the accuracy of experimental data of animal experiments. With the certification processes and
practical experiences in two certification systems of Tianjin Institute of Pharmaceutical Research New Drug Evaluation Co., Ltd.,
also accompanied by experience exchangement with peers, the relationship of practices in two certification systems will be
preliminarily discussed; Through strengthening the management of laboratory animal, it can help the institutions get the certificates.
Key words: Good Laboratory Practices (GLP); Association for Assessment and Accreditation of Laboratory Animal Care

International (AAALAC:I); laboratory animal; animal welfare; new drug safety evaluation

FREAL S B ) 2 2 M AR “ A
AR RORE s N, SRR AT 20 s Ak
PR A, 48 EE 7 1K 24 2 A k56 T H 23
T8 Ik B ) S 6 T 4 SR G I 4 AT 25 W0 T AR Bl
YIS FE RO . AR TR LR 5)
W P LAEA RELRUE SIS S IR TR, I 7K1 1)
S8 B AR R RN 56 35 AR HEAER/E ERE (standard
operating procedure, SOP) & {xFi 2l 47) S 5650 P
BhEE VAT SE 1 ) A

FI R Py 38 2o 245 ) A i RT3 5 A 3RV

UgtS BHEA: 2016-12-15
1EEEN:

(good laboratory practices, GLP) PIF #2522 4
TR, HESEIe )W) E BLJC I A8 Bt 45 AT AN 2E
S REA T KRR E. TSR s iR
X SRR 1 S G T R Y, ks
st vt HE R HUCRES S GLP fufr
MR S H o AESHARA 5T, ITegEs
o [ A SRS S R ) E e B SHES), Ak
Ly bR 20 40 4 A1 1R 33 A SE 56 S E S LA 1R AT
THET RN N, JE ORI 2 (A A R R
Iz RSN E A S G, Bz G|

A, B, PYHBEIT, W7 RS SR S SRR, Tel: (022)84845263  E-mail: wangjx8@tjipr.com



¢ 438 ¢ %¥#igdatz Drug Evaluation Research 35 40 % S 43 201744 8

BT R RS, EER SIS VA A AT
B Z B2 NIF (Association for Assessment and
Accreditation of Laboratory Animal Care International,
AAALACD #BKEZ 1f) GLP HLAAE R — T2
AR ™, R 2T BB 2 VE A B
ON AR RS TI B Sl it GLP fl AAALACi RGAGIE
(R EAAT, SEES AN E P IEPIMMA R IR E N 24
CIsAT 3 FE 20, BT —efq g EER.
¥ GLP F1 AAALACE IFMAR T SL50 sy e Bl 1.
VERRARAR S A ZE A28 S50, U@ I nsi
SEIG AN E LT AR AR BB 24 2 AV AT ()R]
HEAT, JPRFE A IEAE R R AH DG A AT B s ) o
1 GLP #1 AAALACi T\IEXT K56 5149 B 18 R 33
1.1 LRz EEZINFEL GLP INMERER

GLP & 2R IR IR 2 A PE VPR B0 MR 56 7
FWAE S, FERIE. ek, RS BRSO RR
HERLE, VG E SR AR IR IR 2 2 PEPEM AT SN LA
BT AINNE,  CALRIE 24 22 A VPR A 5T 45 SR 1)
LS, YRR TR ARAE K2R R SR
FEELYE (GLP) WAIE) (RFR CAUED) ERIEASIH
FAE M RE H S B (PRI PRI 50 o 12 A AN
TEUIEHIER) 45 16 TUNZE, CAUE) X R zeRE
ER LR AL, 2 B0%F 16 TR EHRAT I N 2538t
AT T RZEI B, Lo K S s s i 2 11
55 )\ Ti——2)) P 1 57 X 45k K B 40 96 DX 3 1 10 4%
WTE AN ARED N 8 M.

ILIAUE GLP Ardl e e A5 £ 20 H 046 GBI
H 6 Ti. FAIH 30 TA—BI0H 244 11, St
280 Jilo AR A AR AR AT T (8 2 A VRAR
U SRt A G DR, S R il R S
HYE R OCHEIH 2 . EAIH 12 TR — %
T H 40 Iidkit 54 1.

AN GAEY xS gepp Rl Zisk, 2
LI TR A (B T PR R I, B SR G A
P (R = PRI A SE M R GLP DGR S AT,
TR 27 P72 L8 (1) S 560 3 40 BT A )R O i 5 56 5
YR I 6 B 4R
1.2 AAALAGNIEZ A SR s fa ) RbaE TIERY
AA]

AAALACI & PMRVER. JEBUFAZ, &
ok B BEVEAL FIUE TR 3R R 2 N 3
RIS ZM) . AAALACE YOIF & ME— 4 it s g im 73
EHAE I RBA T E AL, B8 T ek

FIRATT, 08 i R MR A5 B S aE .
113 2016 4F 12 H AAALACI B J7 M3k i 883 Bs
Wox, HEr 41 MEZKK 950 2R T
AAALACI A\IE, BWHERHIFEEIT. FNLAZ. BUMF
MUk BB JEmAIAL. WA A,
FLb 3 18 A0 LAt 7 7 ok 1R A P 52 56 3 ) 1
GLP VPN AL, e k24l AAALAC A
IET, ARIEF] 2016 4E 12 H EOF S B B,
FEHAT 14 M. BRI HEET, 58 ALK
JHid T AAALAC AiE.

it AAALAC VAR AIER I ssh A, 2t
— 3P O S VR I AT S0 5 R TR . ]
SEo T AAALAC 25T shWas FIGE ) [ Br2H 2R,
B e U UE 50 36 W B D LE AL AG %t 30 4 1) 5
BRI AT A S A RIE , AT R AR A2
(1), FEAERNESUREU) TR S PEF], S £
AR S BRI GE ) 7 2 R B
2 FLEEHMEIETIEH GLP 1 AAALACI @A
ER R BHIX R
2.1 FHAEERIBZEKRARE

AAALACI %A VRIS BURYE I SO 2
W, HAEEIT (S5 sh ) 7 BT FH 48R )
(RIFR (HFRRE)) — B NIES PR BRI 22, 1M
GLP WA IR BR S, B Ch A N RSEAIE
i B IR . (PRI R 705 B PRI AR
EHLREY A 2 AR I PRI 700 A B ) A
KR o
2.2 IUFHAERELDE AR

SR EYII H & GLP YRR — #6453, 1M
AAALACI IR E I H BEA b [ 28 S50 5 P 45 T
TAERETTI). GLP il AAALACH X PP AN [E] (KA IE
1 FR AR S K A — B R S5 B W R R s AT
By SIS EE . A AR B £ LU SES B K
TRIFRANE BRAE T, A o7 — 264 ) (— M2
Ut DA A BB R AT 2 e B R AN B 0]
RS TR ERR TR 1), WIp AN BTN,
SR JE R AN G2 [P 3] 45 LS S5 3 TR A Sl sk AT
WA BB LA A, FALAH DG 57 U N TR B AR R B
I AR I A T B SR IO R, e A A A B
MOF 225 HE WA, RA LTS —EH
WA RELh
23 BMINEEREXR YT E PMESARE

SCHENIRIOCER /e GLP AIE R FL S



%¥#igdatz Drug Evaluation Research 35 40 % S 43 201744 8 ©439 .

WATIE HR AR e v e ik KA GLP
WIE A5 %8 SR T 10 A AT 245 & e 4 PR VAN TAED
X T AAALACH WA UE (R FEA 5 e & A F 42 T+
WEFUHLAL AR R0 N T8 5 kAT 1) 55245 2R ]
SEEIY . T AAALACE AIE A ME— 3t szt 1
FEE AL TR T (0 B Frgig], i IRl
B FRAB LG REAE AT B P S 36 h NTE RN Rl ), N
MR ERSE R SRR TAEIA 2 BR324 A
PR B ¥ 52 58 Zh W) EAT (1) 240 S 5645 Hh 1) R 4 S 56
K A Re s TN ECSL. AN S ke AR B [ 2503
B, AREELF SIS H .
24 EEIEFRBHITAR

GLP Fl AAALAC X P FPAS [A] (I UE A 2R AE Il
RHAIEJG kA T84k, MIAIEAR REEAR I
KZR, RS AR B T AR 2] T B e E T
B H o AT PR AN B B A 2R 19 SO P R RS A
BEAAE R G R, GLP M4 SmG e T
A3 3] S 56 KA T I ) — AR R B AR R,
AAALACI (F5F) 1IN AHG IS B4 A = 2o
FNFH G FE Sy, e A0 ORAIE 5L 50 B ) R A [
B bR vE 1) S A R FE ik B, 45 H LS ] S R s
K50 . AAALACT AR, fl#3 E W H2s
A VP S TR B AR R AR B g 0 B K P
R, oA E N GLP 5250 = A8 H Py b HINZEE T
IR A S
3 AMIMEARRTAREKRIMEBTERNES
3.1 WRWEMIRERIZITEEREE TESH
P

SERG SR SRS PR 45 i R LR Ak
B BJE 2 e A R 45 AR A PR R] S vk e
B ORRE . nT LA,  SIUG AN A0 AR A 3
GLP [N E B (R4 i 0 st Sz 5h Wy vt i
AT EAE] H bR I I R . AR LT S5 5
WV AE R s 2 4], B ARHE R A (AN EEARF
A CSERBIIAEE i) A [ bR R T s 3
HWRE, W B, RESSEMTIK, M
GLP H1 AAALACI Wik HFR &, St iemmi H i i
T T B R SR R
Jitis e (R IR — i i . G SRt
(18 SI2 565 20y A Tt s o 7 ANYREAfR Ve A A PR R,
B H MRS, Sy UG TR ARG TAE S i%
WEMAME, ER WL EIAAREHZER, &
ZIERN T W) R IR B

3.2 LIEFRRERSERRITEE R T

HAR GLP BRI A S0 A S50 S AR )
PR, (R B RAIE S s A I Rk B
SCPEFIATSEME, AAALACI (F5F5) #mif i sh e
FRAANTT D, R Ry Bl rAE A AT B 5 20 4 52 56
SERH. (Ffm) RIS ELENHT
AAALACI WET H AR &, “ BN T 3Bt
TN LARL: . B E NG 7 AT 1R R
HAVER 34, RN B A2 B RMIT SRR 5
RIRFY: . NTE RS BAE R TR AT Zh ) S5 LA
SERABATE G 7 AR LA (Fare) B A A&
X GLP 2l AT 3 5 FAh 70, PRI ALIE ()8 2%
RAfF i 8. LASERR CAEh S sh 75 n kil
MNEWRTIE . Shiat. shmsE. shses. A
LS AR, 78 GLP & BIAA R b 4T A 54 1
SOP #3K . L[l it LKA AAALACI (351 )
HAH DG A RN TR T, B N0 1) AT At
TG AR, SRR RN R T, (REERE
ASPBIIBIAER], B = s R ) 5256 5))
WIHAT SIS, A Rerf IR sl S8 20 ) B 5K
PEL g RIS
3.3 SOP XHERWEHMER TIEHRMIER

br #E A6 #: /F B FE  ( Standard Operating
Procedure, f&jFK% SOP) ] HL ¥ fif aft & R} 2% Al —
PG IR — NP BRIE N RAE A bRUE, DS
SIX IR A X bR EREA T SOP S GLP
RN LAEREEERIAT M UEN, SOP frh e 22k}
2L YISERIAT, R SOP AR T3 i iy HL 52
RS HRGE R, el H o TAEMEE =, Hik
K

FANA SOP & HAT 5= AU Bt S« K4
RSB 2522 VPN IR SOP # 2 A4k 11 Ok SZbr s
BUHE ), EARMESERI P 25 v ReAHAL, (REIN AT H
O, AL A RE R D . SOP 7Egh
AT AT s A A v, SR %Rl [N 22
A4 FrdE ) SOP ARG T 4ardift, A
SOP W0 S I BT 5E 3 BT T Ei i e e
AT L UK B 57 N 28 1 N A2 S T A DR TN B 8
B A BRI AT B, AR I T BTN Bt
AT Z ISR, PRIEE BUS I SOP AN HABIA Y
R, AR ST AA R R T K.
YIS E ) SOP AWHELE A BRI Rl SL 16 54
PR, A EE N AR SR I



© 44() o %¥#igdatz Drug Evaluation Research 35 40 % S 43 201744 8

BRSPS EIE . RIS . AT R
THVEHEE SRR SR I AR BRAE AN ik B o B
552 1 SOP SUA0. 2 )5 % HAERf G, {H 2 i 3
WA S RIFERIIN ZAR AT, 54 ks
SRk
34 ZHEHIMERASEEZASHIAR

P % L DX S 56 0 40 RS I A 4 TSR S
5 2 Al SRR A LA 0 S5 S5 B P A
HE M 14 (Institutional Animal Care and Use
Committee, fij K IACUC), [R] I EERA AH LM %
{EEXSH AAALACE (35F) X1 TIACUC HIESR,
Joie MWHRfE KA S BEAR |, (B &8 7 BRI
IACUC Hfeit e MEA K TERH . ($a#)
X TACUC RS I R fe £z, “IACUC
BT VAL AN BRI ARG 2 RS it . h 5%
BAlifir, JACUC N B AT 740 AL, H#% 78 2 1 %%
Ui MBIER ) AAALACTAE H 43 5 5 A7 A JACUC
P Br TAER OL, 31X A0 IE ) B AR T DE 547 1
IACUC ZHAEJEATIRTTIN XL 55, M IR SN A
FHVERI B FE35 100 ) 2 Re % 78 0 ORAP S Aa R, 12T
PRAE T SE3 S U, B A R S5 i ) n) e
HEBR N IR B0, S )i me E i . B8,
AR WEEHARILZ PN RN . AL, TACUC Ji%
AL R AR (Quality Assurance Unit, 7] FK
QAU ML, XWAETE IACUC il Hch HE I
EARREEA N6, AT E IR
B[S E N
3.5 SKEEMIEFINE. AFNER

SEIG S Bt P (1) A HUE SRR A B, )
PREE B SBR[ ] SR SIS AR A
St I R PR B DA RO AN D PR RN
AR R CE L . GLP flju a3 s Y4 1o
¥ JRE-N RS a TR SRR M e LY/ NER P QINE 3
BFEX B FR R SIS A& AH Y PR
S BEAE SET HHAT T TR sk . AESEBr TAEH
BAT A5 2 P S B s s A TAE, #CERC
&4 AAALACE (3R TPIRIAHC AR IFE & 5AL
SEBRIOL, TR SOP AT, 8t A)
(1) PR B A 1A 21 PR ZE SR IK P

TESERS TAES, i T e s KR
PP, oD T I D AN LI B . R A B
RERFE RN BV ERR e 4 8 28, HRttY)
BRI TN, SR RS . W T

RINAAE A TR AT AL D H A AH T
BTSRRI ZE R, Al 48 22 s A
U] DA A48 W SR () A P R A RO
s CRR SRR T MBSl A
FEB B A, AR P A AT 7 1K R
Ty A B A B AT R RN, e R E A
MO B S AR A ey e RN,
SEMBIYSER: . R T R AS R B ) Y R ) 58
B 0], AT I BTN 2 e R B FH S A T )
R INIE (M, 3G T T I 4T ) Ak 3
P, RSFR/NELFRERESEER L, 4K
P AR IR X o HAR T LA WE IR iR vl oo s 4
KEEBIEER I H . Zid K i a) i se 28k
B, WX EFR IR R, R R K R
— R SRS e s A R 11 A BRI B ] 5 1Y 4
WX R eI shywREs 7RIt
4 Z5E

o 1B [ (P8 2 e AV LR R UL, XA GLP
INUEE ML TR, Wi AAALACT IAUE 2R
PEAELRY S AR 7 TS 2 [ b, it —2
TFRE T TR Ko A8 S2Bs TAE T 3h s 56 5008 i )
SRR S U O T4 B 1) 44 2 RN T S 0 50,
P L 1] L SI236 S A B T AR R R A

b R S5 S B TAE AN R IR
gk, EARTEBEKFEEMRTAN IGH R
R T, AR 6 SOP. 444 Bl T b vk
B TR 5 R 512 o st S B TR I TAERS

15 5250 B ) BT A o RS Tn) 8 22 %
fiv, 0TI, K¥E IACUC £BURIEM, Llsg
2 SOP #1777 =K 1R 1 3 28 EAT [ 4L, AR 5256 5))
WA TR AAENTTRE.

SRk

[1] ZR¥EiE. LR EY M]. dbnt: JbatREEAR
R, 2014: 9.

2] 3K Bk, 2RI, VEEWE. GLP A& L2 5
FEE NS R [0, P EZE, 2015, 29(5):
476-478.

3] x| #u, ®EER, £ B SCesh sy £t
KFHx e (9] P EAIL TS, 2012(2): 128-129.

[4] o, W2E. GLP £ T LR shiin s 5 8
[3]. ThE 2R SRR AR L, 2013(3): 455.

[S] & M, FppE. ok 2k iy oo & i Rk Rk
IR [J]. BE25TTH, 2013(3): 131-132.



%¥#igdatz Drug Evaluation Research 35 40 % S 43 201744 8

<441+

(7]

(8]

(91

[10]

(1]

M, & Hi. [HFR AAALAC AUEMA TS SE
[1]. SEI6 5 R EE 2, 2006, 26(4): 265-267.

Guillen J. The wuse of performance standards by
AAALAC International to evaluate ethical review in
European institutions [J]. Lab Anim, 2010, 39(2): 49-53.
NRC. Guide for the care and use of laboratory animals
(8thedition) [M]. Washington D. C: The National
Academies Press, 2011: 31.

FEAERK, 2. GLP @ Bh B (RUER — ik )]
R E P EE 2GR, 2010, 2(2): 208-209.

SR, WER. iR GLP IAIEX eI sh i 8l p) 2
kI, SR ENERRE, 2012, 29(3): 50-52.

YL, EE, LS. ) GLP R d il GLP 52
WA (0] h ESEE Y Ak, 2009, 17(2):
158-160.

[12]

[13]

[14]

[15]

&K AR iR 2 e Bl S w R B R
BEERTT [J]. BRZGRITHT, 2013(3): 131-132.

AU, GLP AUE SR s Wi J# 48 B TR [J].
BE2Ef5 H, 2013, 23(11): 312-313.

Smith E, Stockwell J D, Schweitzer I, et al. Evaluation of
cage microenvironment of mice housed on various types
of bedding materials [J]. Contemp Top Lab Anim Sci,
2004(43): 12-17.

e Ad, HES, EEE, S TSR E RO R
SRR E 7 R [3]. SE8 sl 5 LU B
222009, 29(6): 402.

Peace T A, Singer A W, Niemuth N A, et al. Effects of
caging type and animal source on the development of foot
lesions in Sprague Dawley rats(Rattus norvegicus) [J].
Contemp Top Lab Anim Sci, 2001, 40(5): 17-21.





