10:00

10:05

10:45

11:25

13:30

14:10

15:10

15:50

16:30

16:55

H A B EBR R IEF JaCVAM ARIV—YavS
F%ﬁ%%ﬁﬁ@m BT % EHERE)M |

A=A
FER: KHIEE GRA & T K%
FaEE
ERENY L B ERICHHT 3 ENAOHERIL & Z O

s (AARF v —L X - U AR—RRA 1)

B ERAFEICK T 5 HEBR
NE B (ESZER SR SRR SET)

The FP7 Project AXLRS — Accelerating the transition to a toxicity pathway-based paradigm
for chemical safety assessment through internationally coordinated research and technology

development
Horst Spielmann (~/L' Y > H H K%, J& ZEBET)
U=
R N 2 (ESZERE SRS AT
B AR DREIED OECD 7 A b H A KT A AL~DOEY FHA
Rr & (JEERRASH)

BISKEE I D 3R ~DE Y $A
P SCRS (= — A RSt

(S
JER: REPZREE (ESLEH 5 & L AETIEAT)
FAE# D 3R ~DEY #7
ANJIEFE] (AR T =)

H A LS TEEASES D 3R ~DELY #H7
*ﬁiﬁ ( H zli’ﬂﬁ*ff %L (=) :z:)

WC8 DA
A AREh Y FZERARIE RS

MaRE



EEREN LBV BRI T D E NS ORI E £ DRFIG

L B (A ATy — L 2 UR—EEA 1)

FERENV BN FEBR kT DAL ORI, I AICELSZIEL T D, 2O X5 CE SR A FEfi 3
DFNTAEEPLHRAUNDO ELWBRLNEST 234 £ TLL EITRO O TS, DT EREEAGRE 1L, BN
72T TR E OB I 72 LI H IRV B LA D 89120 TE T, 2L CENAADBURCHISI 2L
(2. ZLOBERENFRA RO ZLITIEF IE XLV FETHY | EREWEALO T E T FR IR SND,
LL72736 OIE X2 ILAR OB [F]d 5\ MFEN) FEBREL 1L 5 O#GE T L TiE, <0 FREW IR E O SOG T
B, HUZBURCHRROFPAICH o, —H— I EEPRONEMOMELHY , TDONER

R O ICEARE 5 2 L7 BURICES ISR RS T DB Do 1oy ERCKRDOTEHRIZHL T, AARL
At A E O] FEROIER R L DA B o0 (BRI W A BOZR RO I U CAE > T ORI
THTDIHET D610 Abhd,

— G HRETIIEN B K OVE BRI 0 158 (DU T BB 8 A | ) OUUE ~ T COWEGRAEA T
WD, ZOWERIT TR 17 FICIESIL, FRIRHCZ OB SCRF A | RS BE | RMKPER D34
IOIEARFRELD FT PR DITFEMFEEH T B RO IER FERZ T T TART A |3 STz, 2
DI —EDEZ LY, 3Rs ° 5 DD freedom FDOBEERN —MRITHIKED | FEEREN L3 D B,
%L DERBY BRI IR ESTET e, ZOIHR P CEIMEH#E HILEOWIEL BT, BREA TR REREER
B EENSOLCE#EI S/ NEESERE L, T UK 22 4 7 ADDEmZ AL, Ak 24 5

W ESICYEERER N T T ETEX L TVD,

UL S OB E i HEOWIEIC L T, A THAER T RO 03 LI B L5 BI%
FDRF B ZTOLNEEIZ LI L TL, b 23S TW5, 2074 EIOBUEIZ KIS 5H728
Rk A HLE LTSN ORI A AR T A X E B CTHHA, R0 iy S S B A EICE DT &
BIEZ O B ARORIAHIR S T T E T DU ER S D, 2L TED BT, M EmSIL. END LA
ROOEITNDD 47 BRL | B E S BESUE ~ DXt G % 5 0 TN EBR O E IEAGITES D DB
HHEERD,



B EBRAFIEICRIT S EERM

Ny B ([EISLIE S G & Sn i AR IS

B 32852 D 3R (Reduction: SEEREN ) D HIIEL. Refinement: FZER BN 0D 1595 DB, Replacement: FEER B D
EEHZ) OHFUICIN T, BARTEBALS O LIZIEO R0, TEEIDNE R 2 FCK D HIBRAICh L | BiiR
7RI IRD IS AU, EORIEIEHE T B> TS, B 2OERTIEROA, JEODHITTRUNAA
ZHDITD 7 REWRS DINZ N TH D,

HARDITERCIZEE X, BARADENMETHD, @O RBRIEB R O B #hih e 7 — T a IZBAE
BN DRI KT TRY, ZOBANEEAENL T, RO =— XRS5, HRZ)—R 350
IHLIE DS RIF TNDEEL D, AARTHEVEIEDBET DR SIUIRD T4 | FORIZZ ORI 2 i) F2 5k
D3R OEYANC DWW TR T DT, MAEDOBREEBIRNCHADZEIZDIRNPDHEE Z D, £ DI HRITHE R
LT, HADHEMIIAE TN TH A,

AFERTIT, B EROIRIZISTS EUDHEM, KENZIS T 280m, EES#HIREE RO )1l ~7=% . 8)
W FEERAREED T O EF R 36 LOBM) B AUREIC BT DRICK OB A B3 2 BLIR A 375,



4
The FP7 Project AXLR8 — Accelerating the transition to a toxicity
pathway-based paradigm for chemical safety assessment through
internationally  coordinated research and  technology
development

Spielmann H.1, Schiafer-Korting M., Kral V.1, Seidle T.2, Mclvor E. 2,Schoeters G.3

1FU Berlin, Pharmazie, Berlin; 2 Humane Society International, Research & Toxicology Dept,

Nottingham; 3VITO Vlemish Inst. Toxicol, CARDAM, MOL, Belgium

The aim of the EU FP7 coordination support project AXLR8 (= accelerate) is to lay the
groundwork for a transition in toxicology toward a more “pathway based” in vitro and
computational approach, through enhanced networking and collaboration among scientists,
regulators at European and international levels. The new concept entitled “Toxicology in the 21st
Century”, which was proposed by the US Academy of Science in 2007, calls for a transition in
toxicology toward a more mechanistic, cell- and computer-based approach applying human cells and
tissues. To support European scientists in getting actively engaged in this research effort AXLRS8 is
assisting the DG RTD of the European Commission in coordinating the FP6 and FP7 projects of the
Alternatives Testing Strategies activity.

The overarching goals of the AXLLR8 project can be subdivided into the following specific objectives:

1) organise a series of annual workshops to map research progress, gaps and needs in the
FP6/FP7 programme on alternative testing strategies;

2) provide a range of tools and opportunities for enhanced interdisciplinary and international
communication, coordination and collaboration in order to maximise the impact of
available resources;

3) work to streamline regulatory acceptance procedures to provide for the uptake of validated
new methods, including a smooth transition to 21st century systems and

4) produce annual progress reports on the state of the science, including recommendations
on priority research and funding targets to ensure a prominent role for European science
in this rapidly developing research area.

The following conclusions and recommendations were provided at the first AXLR8 workshop in
2010:

1. Substantial progress has been made in Europe on the development of alternative test methods
and integrated testing strategies. Examples include the EU-funded projects Sens-it-iv and
ReProTect, which will deliver non-animal tests for the assessment of skin sensitisation and
reproductive toxicity.

2. Opportunities exist for exciting cross-fertilisation and creation of synergies among EU research
teams and international initiatives such as “ToxCast “and “Tox21” in the USA.

3. A coordinated, long-term strategy towards a common goal is urgently needed. From there a
practical roadmap can be developed that integrates new and existing European and global research
programmes and defines knowledge gaps and future research needs and allow for a more structured
framework for transatlantic/pacific coordination and collaboration.

Given the substantial and increasing global investment in research aimed at developing new safety
assessment methods and implementing the “38Rs” in toxicology, there is a need for better
international. In response to this demand, AXLR8 provides the tools for effective real-time dialogue,
information exchange, problem solving, and international cooperation.

The AXLRS8 Progress Report 2010 is available on the AXLR8 website
http://axlr8.eu/axlr8-2010-progress-report.pdf



HARDORELED OECD AN ARTA AL ~DEH I

wer FA (EEHA=t)

LAV BV T, KOZLOE T —2 &G T 5 BE, T7hbb AR AL TWS T 1
— SV AZ B — RTERBRE TR A R EWVOB DD GO =GB RS SR &b, £ D728 RIFIEIC
BNWTHTB— L RZH —REF 25 OECD TANTARTA L TN EIMNIRE BB R EREZR O,

ekt OV, B R REAEME, 2 U CHRBIE B O RAREZ BHFE L, 3512 OECD 7 AN AR T A DI #EA
B IR LEHi A D T D, MsBRIEDBIFIEFE T, OECD TANARTAALIZHIT DN DD EEE b
NDRAERRBRLT-O T, SEENLEIERLIZU,

OECD DT AMHARTAALETIZIE, KELS 4 BRI 0D, 1) RERIERFE . 2) haak M i SR EAm
(Ring Study). 3) Validation, 4) Peer-review, Z 0 H1 T, FJHID B TIIRABRILEBHFE DY — R TR D& ENTIRE
KEW, R 0 ha— VORI ET — 2 _X—ADFETZ L CTEIUILE Applicability domain OfEE A3 K 472
BRII2D, T —H_X—A X ORERIED Predictive capacity ZaFili 72 ECTEETHHM, ZOHUT L R
TEME, IRENEAE 2 ECIE 100 (L EMRRE R LB LI TND, ZILHT — 2O BTG 3RERVEB I O
FAEI RN EETHD,

Fio, fEEx N EMEAE R T 5720 Ring Study (2B W TE, EOLBW O A ik TR 200, %
L CEEMIZE DG TR T2 DB RA L b2 5, R ALE W OREIZBE L Tk, COLIPA X°
ECVAM 72 L7 GERBRIEBHIE D7D DIFMEMLEMRENFER SN TNDD T, IS TR UAERR 92 F 3l 2
EEZD,

ZL T, O RKFETHORNEY— R TR 52 LD H 3720 Validation & Peer-review (2817542 b
&, EDINTED DLONEFRIEHITE 2 HNDNEN) RITH D, ZIUHIE, ICATM D7 —LU—7 D FTA
YH—Faf VD LERS B ETETROLN TS, 20720 I2iE. BARRBORBRIEIZH VT
JaCVAM L1 [FRIL7e A3, ECVAM K& OV ICCVAM EEDHHEL THED TS, REKRFTHD, Fex D&
JEAEMERR BRI A h-CLAT (X Ring Study OBREND EU ThiFliz i TEX7=FH 5, Prevalidation 1%
ECVAM % HULIZHED THIV T D, — 7 IRFIEMRER A 15D STE 3Bk Tld, ICCVAM &l L7223 b i
DTV TIE THD,

BRI, RBREBAFE TRON TEe T — XA L) — TR E L TUTENKFTHD, OECD TAMITART
A% BT U RIE. RARD BT IO D B 2 % CRIMAIRIER L RS ~OHRF T 52L03K
EEELEZD,

LI Ess ARERED CECD HART A AR, A —F 47327 —Z_—Af§4E | Ring Study TOMEUZLE
W DRIE | ¥IEAI7: Validation/Peer-review D3, & L CREIMRAZR JE5E COFRIE TR G U RA L R
eHEohs,



BUSKLE B D3R ~D B HE 7

e SCRR (= — AR AL)

I OIFFEBAFIC BN T, AR M OMRDO 2D IZEW FBRII AR R K Thd, Lol B EHRIT
FEREN) DO BRI L TIT D2 U7 b7, EFRAOIIE, 1990 AELVBRAESIZ B KK TELE A
ENZWLUTTO B K BEU ERGHHFRERE S (CH) 128\ T, ERLOBRRBROFICA A K THD
WA WL RO B GERRIR 22 MEER) ICBIL T B2 a9 1722 B alBR 0 50 5 M R AR K
ESAV, TORFEL T, BB H O M BV SRICELE L 7o BIE DAL M ThiL, ZhETEL DI
IRZE MR AT AR T AL DIRTESIVTET, BUED . BHEEAN ORI W BBRIED LB ED L
ELLSHEREA IR S AL T D, AARENIZISW TR BFTLWESE S OAFZEBR I I B T e SR 3 D 2<%
PR35 AARRSE T 3008, B FEZBROM EALICAIT TR XD B EEEER~OFF XL T, B3k
BRATART A% 2005 4 1 AIZHIE LTz, INEARZEIZH > TUEL, RAARTAATESNWTH ERICEM FZER D
WBEINHIEZ R EL . SROFHAIZEEARL T 28 IR D B FEHLHEEL | L HE B OB REED
BAFSICBGRT e & ILIT | 5 DI~ D RPEZ XU & T 28 FEBR O FUE LA T - TE7, 2006 4-6 H1Z
SOEBY B LTS AL, BRI T DB RS O FE eI B T o AR R Hsh, &4
FIZBOTUL, S AR S & B EEEOKHIZ FHELIGL T& -, TORNEREX ., H
FEHOFEAMEO MBI i T R BT D AMMEEM I OTE A ARSI T,

KO —7 3207 T, By F2B0E AL ~O R3O RO A Z KR L, BRI B+ D R 1
DVTHFRIT LTV,



H ALt D 3R~DEYHE

/NI EE] () A AR LR T

TR L E B B OMEH 1T, 1992 40> UNCED(EER B 7 22588) CUAZ I E S - EEL oD
T T PEDS RN RS AU TR, TYAZFEAN, B ERFIEICLY AP EIC L DB RO RS R A~ T HL
WL A5 MU 5 1A CAERE - SNA T 8% 2020 EETISER 5] L) WSSDEHyE AT REZ 2B %
(ZBET DS N 23 58/2002 42) T AR E AT, 2006 40 ICCM-1G 1 [BIEF b7 B H2H)
TEARE Iz SAICM(E BRI L F ) B E BB 328G 1Y 7T 7 e —F) D EBUZ 7D T, & [EH TO LS
RFRTO A EEHNEDHILTND, il 21X, 2007 FFIZfif T4 72RO REACH Tid, 3~ Coififlkik
B OV A F I A S 90 ZE DM TR TRERESFUTFF AT B, 2010 HFITHiATS Iz B ARDYIE
EERECIEBE A E L B O 2 TOWEEZ X G UV A7 Z E RAEFR TITH5281072 57, 612 ICCA
(UL TS D) S Bb TlE LMDV RAZEZFHIIL TAK T 5 B 7 GPS/IJIPS {H8i%
2010 FBRAMELTZ, ZNHDOWTIUTIBWTH R ER D P E I KRBT BD | BlEle & O FIEN
WO RINE DML FZEFIT L > TRERREL 2> TN D,

— 7 R B O N A= B E A SHH Y R THLEMRERD 3R AR5 T
2oV, REACH TIIHHEEMW OB ENEGFHRINEE D Fe % D FR LB DT B, dELFETHS
BT IRGRIZ SR OIEEDBEDIAEIL TV D,

oI EREHERTHD OECD (R i /) BIFEHRE) 13 B R b P BRI 7 s 7 5225
728 2009 FAZH AT T —A(TF) DK & —AE T LT, #Hiiz72 TF TIIA FEHERE SIEOFTHAT e L CRr
(2. AOP(Adverse Outcome Pathway)72E 45+ UL TORRMETEBEREL & B L 7= FIEO B RO S TE M
FRBI FIEOREBALICIE D L TEY, ZhBITEM R TR E DLW E O R EMEZFE M CE DTk
LTSN TG, BAEIIZREREVZ D X572 OECD @i ik H LT, EEE R AT EL THEMHIRY B
22D TF 2B IIL THERINEER EE1T o TEIZD, TOERGIZSHIZHRIE T DI DITHEERT 12 78r — %
TN—T %S BT, S %1%, ERNAAOITEELERKE &b L0dE ATk LT, BT FIEO B HEERE
NHOBLHIY FTOTEHEBEENTHEEbI, EERA~OE KEEK > T,

61z, BT Bt SB35 CH 2R3 CThD LRI Bt 10 Filbico THEEL TF
TWD, 2T AL EEROMRMEL B IEL-RBRIE ORI R L AT 5 HETHD, ZORVEA
IZRWTE, SISV TS in vitro TOAIZY—= 7 RRERIERE | BT 7o A EVEEBAR OB % Th K
TR A 25T CETZ, BIfEICCA T LRIMFFEA HED DR 7 TS K E L TR S L O&REFI S5O
i, BB ITE AR LA AT —~ LU CHED D T AR L TR, 51&fHiE 3R HEtE~DiREI X
BaHED T,



HAA LS, T 2358 A4S D 3R ~DOEY #174

BEg (AAMIER THEAS HINERS BRERRETMEER)

AA LRES T3E A2 (LLF, MTE L) @ 3R ~DOH Y A 1%. Replacement T& 5 @ EER
BERBEAETLE L, SOICHETZHERONESEIToTBY ., ZThbix ZaettEs) KO [#Y
ERRBHMAZES) DY L TWD, THETIOE TE & U TREERRREICH D L TEaHHE LT
L IRFEERBR R E DN Y 7= g & 2 ORERICEEDS <HEEHER. OECD BT A K71~
RADFRGFEITBIT 2560, S DITIIREEICET 5 ERRE B O AR S ITAER S DR @E R
FHIIRHEASOWH I NRET bivd, £z, B AREMERMREYS (T, AOREFS LK) 123 LT,
FRFEERFPORIEAE L LT, & HICREDOFRKE TIXERBROBLHCRERR R I 5
ERSHERE T 2 2 LI L VI L CT& 7z, S HITHETHEIC L 2 MIEAsE) & LT, 1990 i
DHE TOEEATE R No.91 « B EBRACRIEDBR ] A, 2001 4 K& T8 2008 4F1Z 1AL Bl D22 2P EaER IS
BT 2 RAEE SR L MRS O Z MR IS B3 5488 2001) ° LS OZ PR IZBE 35
fe#t 2008) A 1ERLL T& 7o,

FETHEMEAZEICB O TE, RBEESZ 0L & T B RBEHNGRCETH S 078 X 5 ICKRARE
ORI ATON TV D, £i2, PETHINEEEOMIEE I IMNREREOSHEER & L TR
B L TRY, FREESCRKSEHICKESERL WD, HETEMEAZIEIC ST 5 RBERF T,
IR 2R oo S FAFSE, INRE A B OBFFEBIRIC KB S5, B TEM B A3 o L RFIE & LT,
SWEEET N (HIRF v b)) ZHW D EEREMERBRAREDO NN 7 — 3 > in vitro 3T3 NRU
YRR O N F— g v BIEMERBRAERE h-CLAT @ ring study 230 6 b, 7o TE
IERAEZEA B ORFFEE L Cid, Bl G- HMRER, IREMIERRER, BRI, St ralir, &M
PERRER, AR RIMERBRSE DAL O R EMERFEIC AR 0 2 BEBRIE IS A RERIZ DWW T, 2372 0 BLAT &
D Fhti LT &7,

BUE, LR SOE SRS 6L O 2 RVERAEIC AR D 2 785R1E T OECD BB A K74 VICRIREh
ToRBRIEIT F 72 e B THE T 8 1E 72 OECD BB T A N T 4 RO J192< . JaCVAM
DFHiZE B4, T OISO IC S E U, F 7o TEMICIIARBIE 2 3§ 5 Task
Force Za%i& L C\\ 5, — . \LFMEOFFEM AR T 2 BT &7z OECD HERBR AT A K7
A NIRRT BRIEZ | ABBER SO ESSSM G O AMERHIICTE T 2 72 DI12i%, B DMt & %Y
DLW MENR S D, PFELEIT Z AR~ TEHEESNGL O RIEIRFEAGRHEEIC T 2 22t
TLHEEOH Y THRHEES LT, HY HFita L8 | IS HEmMICH I LT,

RO X DI, HETE K OWE TE N A 3 E B o B4 B L. SBREORBCE DAY 57—
T3 v, S HITIT OECD BB A N7 ROl H W HEtaIcwt L TERIZIY HATET,
LU, BUEORPEKETIIEMRBROSFEILRY 2 WETH L Z L b, 4%, RERIEORSE LI
M Z2NET 5 72012i%, SR OIERIBL D=0 DHEENS DY R— b &, B SRRz &)
FHT 20OV TOBERRHERNPMBE L EX D, RENZORIMIRD I EEFTELTND,



