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“%27) ) A X (early phase clinical trials)”o]2t Aleknt A4 ALFHEA ] ik W

LA f =
(discovery) & A Q) A/ uk(preclinical development) THA] o)%, AeH-g Ul o slo] AkER A
9] EAS ellexplore)st WHAS AAET) o]& ookFo] HEHoZ A3 FHIIE W] 9

5 &)

L S

3 2]
AE G s E gidez HAA B KaAol B3 &5 (confirmatory) AR S sz
2 AxEd], o] BA AANHS EAsle] “37] YA (late phase clinical trials)”o]2}al gt

SHA g obAAle /3t HEHQ AES Helok 7] ulifol ol HEEE sHAel sl
“dliett} 9 Aoz AFA R Fe: AARE IR E 2, 24N ES iR
CEAo) digt olxle] ube EAS w3 uf$(leamning) THAle]7] wiFoll, AHEHQ Ak
RAekol] QlojA] ZHE o) AA A (decision making)S & F YEF gHAH(exploratory)o] il AP A
(explanatory) 2. 2 AAE ). 7p4 EAQ AAAL “gono-go decision”, & WG =RE AlH
Muker Aols), ohml Aurs Feia ZAQlytbell tigh AR ozA, 27)EAEL A7 YEAE
O AARA AEL Mg Aol ohn I AFARE nlg o dho] MY A INE =
AMEE Al 2P 7% o BE AAsIE dlol S Aol Ut

el Ak AR e AEL 14, Mad, b, M- 22 23R Adelehr| b,
9kA] o133} learning (exploratory) trial@} confirming triale] =g]4 el ZEol wel 2HEe] o]ojA|w
A 7} A7 AT wE gadsA g AZg AAlsle Agelzta & g vk F wAdl uhE
=27 PAL FaA sl Ao] ol MEKW AxAn 9 AT )l gAs 7 v
AE Zzd e HEeR ol +

z7)Q4A o] B} FetAoln Az og FRPILE QAL AR A&kl
3k AAo] YA YHA $ geoenz, AxFez MY AY 9 vEg Adshe AHE THA LA
A, £ 7] AAAAY AN AZES Fola olo] TAH Aol WE 2lEAE H4A
7l 234E VA&t
gk ZHoll4 27| YAAHS A

o] A ), SodAdoe] Feosim, 1 ulghell= Bl #EA, e
Aol ZA7 Qolok stmE ol|e] e =L s)Lojok d} oje} #H, ulx FDAA =
2004 o] Critical Path ReportZ ¥ 7Fs n} 9l ow], 200610l o]l ¥3gk Critical Path Opportunities
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ListE AAIE vF Qiet o] F £

genomic biomarkers, imaging biomarkers, modeling and simulation o] glomr, w3t “phase O clinical

ol AkA| &l o] S Q3) 3% 0 &= biomarkers and surrogate endpoints,
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trials”2} 315 E-8|+ exploratory IND (microdosing, -2 screening IND =& %3 /MY T

= 2
Ao}, Exploratory IND7} 5-23F olf&, AEZQ INDE 3 v (nonclinicaDA| g & =3
FA el SlolA @2 A, AT E 9 Ao &85 e, old H|ste] o] g AT HEAH F
NDA7ZIA| Edsle -9 10%0 % ulX 2] Z3817] wiitolch ulela] k|2 Q] ZHgo] A gle
g gako 2 YAt ARl :Z(exposure)S 3= G, YAAEHE 3] Yslol QT
He v AR S EdoE2 MY BEE AR ZEAS ZolAe Ao
7124l F#HA o]}, |
= Alekr|de AS FEH 7HHL ZHol| A= X71YAFAE] o] & licensing out 3+ 7357 B

& Aoz aguiEd, ol A% AT clic A5 $49) FAANE A4 o
L & AT el Ak Aol 219 AU Fol A% TaHY Aol w

AFER TR 274D F ARG GFolA Fetan
A5, olee ZRAES A3 §XE Fo] T
°g BolgelE AE oi¢ Fasith

o 5 BAsel QoA LTHE AL B 7P SuelA o] 4z
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2351 ARSI e v S, 04] =] genomics, imaging, biomarker validation, 2F-53-2F= 3}
modeling and simulation Eo| It} o]F 9sle] IErlF el x}Ue AFH] Yol HQE Ao,
ARl S 39 AAYLARAE A 2 FEgAAATALL] ofeldt Folekn & 4 gl
th X3l FolHoE o]l R7|UARHE FEH o g 38t olg S okl Aol A FQ
Shehe ARl d8AY AEAY P Zzadel BAH, A4 BRAA S
A ols) R G980 Gk 4 ydsl Qdeteust L 4AUAE A9 5o

2 =

QS Zo|m], gl eJAlek

el FAE o= AE FE, FHeE Ao
Akl SHolA = H A HFLZFHMTD, maximum tolerated dose)S B+
L= 1;]1/1]0]] Z7|19A4 A1 2] y)EkA T3S 93 AoHel 9 4E Hyu) AFHo zl,
FEY Bast glovd, olF SAste] Tl QAete] WEAE Fol ARHeR B8-S W >
J£5 she Aol wldsie
Regulation® of] 7hx] el AF4A7) A5shES o Folof shdl, olF leked ZuA
AL AL ATAAE T oz AEoviewst AT B 2EAY AE glA £9)
¢ 4 9t ARAYY A&HA F4ol Fsheh E exploratory IND] A Wsko] M4
(preclinical) A|3 2 CMC (Chemistry, Manufacturing, and Controls) Q7482 Z<lth=X], micro-
dosing RAstol PAFEA UL EAFES Aol o] HFHOR guidince AA|FHEA
e, Mok A FAo] @ F =) B3] oh=EA Alekr)del 271 AAY $XE HAFHoF
3471 1AL INDoll Lo gt 4R E eTFES FAHY 2ol Bael, Fpoll wet (27
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JEARE T AEHS (= Wdo] Pa G AEE SARHEA, At BeAY
AFARAALA A = AEIFJAEZAAE Z)ol] sl 7-day review timelines %8
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Aok i B48 ubA chA|o|4] sfuk(development) THA|ZE Y3} A] o] d(transition)A| 7] 7] #l el A
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