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Official use of seven new biomarkers of renal injury
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Abstract The Predictive Safety Testing Consortium (PSTC) brings pharmaceutical companies together to share and qualify new and

improved safety testing methods with US and European regulatory agencies as advisors. And the seven urinary renal safety
biomarkers were submitted to the FDA and EMEA by PSTC. Now FDA and EMEA have reviewed and accepted the seven

new biomarkers-laboratory tests on urine that signals kidney injury. These new tests can be used in laboratory research to

predict the safety of experimental drugs, enabling drugs to be greater confidence in their safety.

Keywords renal injury; biomarkers; FDA; EMEA; PSTC

MTAESR, B 2 0] B8 I A5 2 2 2 473 1 7 A
W2 BN EFEH 2N mIRE A B IR T
IEEA . SRR 20 X L 8 (040, AT
FIFERBHr 2552 0 102 4, R RFR 2 A
AR ST R PP, B2 AR 2 (0 XU, DA e S
TYRLLATT, LAIR A AS D BE IR 2

FELR WA B 7 VR A A bR e e B £y, 46
SV TE UG I, 0 R A IR 24 1A U 2 Bk
SRR LR WLEF (SCr). JRFEZR (BUND,
XA A BRI RE R UL B A R EoR R
W, PTG T RS W, B BRI,
VE 22 56 B340 SR I AE AR S g AT R I
FDA R T, 15852 K2 A w5 R &

gt B HEA: 2010-08-16

1, ARSI, PR T “W iR 1
LIS, Horb B I B bR S B T O AR A A
PFAFEE 25 I E R (FDA) FRTRRIH B2 25 VA
2 (EMEA) [iAv], wf LA T8 25 16 B iEHi 43 (1)
FLHIVEA o AR SO S 4 AR — R A2
1 “AYRLMFNELE” (PSTC) EETREH
il agH N

11 FH 2590 2 A PR DU 90 2 Db 0 (D
it SR I AR I R I R 5T, AH DG B FH e T AR &
ST AN 2 A M LAARSZ IR, T HL 2 A A b i
PIAH SGEAR ANl 2wl 48 o B SEAS Ak H
73— LRI T R A DR = 5 = O () VR A T AN B
FDA AH] .

EEEN: R0 (1976—), Y5, BBOFRN, DR h 2B, LM 2. E-mail: xuxutj@sina.com



-348 -

Drug Evaluation Research Vol.33 No.5 October 2010

AR KRB, 2006 4F 3 F 16 H7E FDA 4§
B NEAL T “ 2 A TETIK B (Predictive
Safety Testing Consortium, PSTC). Xf&— AR
SYER ), O EAE 16 DMANRIEIZG AW, Asoik
IR T I REtG o AR RIPER “OCBEHAR
P42 (critical path institute, C-Path) ¥, C-Path
PE “AEAHMBEAERER =77 20U TR B B s
T ERMEREF TAE. PSTC LIAIH TAELL/E A 4R
B, BFEEREE. Hat. e, Faslan
P LSO 5 A TAEAL . X2 TAELL i — AN
ALK —A CIRD e Al eng BN L) . HCAE
FUfe B B85 B H 3R R4 7 (the voluntary
exploratory data submission, VXDS) Jyk 2 5k b Bt
L, VXDS 1 PSTC 1] FDA Fil EMEA A7 H
— IR EIAR SN B, SRR IR 2 LR
FHRILFE RN, IR E AR R . 2 A4
HUREILE 73 501l % 25 ST Je AT ) g IX 28 (1 A4
PRASYIIAER] . A EELF 1 dE T TAE, FDA Il EMEA
IRHAREANE PSTC $i5 32 D125 & AR IR ¢
GAEUB . 18 /> FDA F1 8 A~ EMEA R} #5255 5|
250 MAEAAEBERHE K

#1 Z5PSTC Wy R
Table 1 Pharmaceutical companies of PSTC

* Abbott * Eli Lilly, Inc

* Amgen, Inc * Merck & Co., Inc
* Astra Zeneca * Novartis

* Pfizer, Inc
* Roche

» Sanofi—Aventis U. S. Inc

* Beohringer Ingelheim
* Bristol-Myers Squibb
* GlaxoSmithKline

* [conix Pharmaceuticals * Schering Plough

* Johnson & Johnson * Wyeth
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2.4 JeflE C (cystatin C, Cys C)
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