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1 7H8 (Executive Summary)
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H(Target Uncertainty) 2t o}DE x| chA | M R E| Bt Go/No-Go 7| &= X 1t TPP(Target
Product Profile) & &1 2| 2|7} T4+ 0|LCt,

2 TPP (Target Product Profile) Zf B = of
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ObA| 2 A E(HIT/Lead EHH THA)O]| %[ X Xt M5, Of Stage-GateDtCt O O] EBLLL,

83 (Category) ZA 23 £ZF (Min.) S H 4+ & (Ideal Goal) HD/HZ W
Es 2nd-line X| 2 X Ist-line X| =X L HERH Unmet Need & &3}
g M Target 2% U F 2 K| Ef2l MESHM > 1008} In vitro/In vivo MoA
Eo =2/ 19 12| 2+ (QD, p.o.) 1213 & F 13 MYY XA &S
fud SoC CiHl 55 0] & SoCCHH| S5 +PFS30% H4  H3 o 4 I
7t

A H NOAEL Ot X > 10 Hf, NOAEL OZl > 508, R M=4 Safety Tox

hERG IC5o > 10 uM gle
=4 /cmc 2l > 10ug/mL, 2™ D83, 25°C/60%RH 2472 Formulation 7} sd

3 EHA|'H stage-Gate W7l H|A| (Go / No-Go Criteria)

3.1 Phase 1. Discovery & Target Validation Gate
- Go Criteria:

1. Genetic/Pharmacological Target Validation | O] E{ 2 & (In vitro & In vivo knock-down/out
G| O E).



2. Druggability @7t 2tZ (X-ray/Cryo-EM 71 = Hf|O|E{ EE = Ligand-based A& &4 | 0| E).
3. X| & xH AH(IP) FTO(Freedom to Operate) & &2 JHsM 1kt AS.

- No-Go Criteria: Target Knock-out A| 21 Zt$t On-target 54 &3 = £ T4 3|0| 27}

o = o

3.2 Phase 2. Lead Optimization — Candidate Selection Gate

- Go Criteria:

1. Primary Assay IC5p < 10 nM, Cell Assay EC5y < 100 nM.

2. Invivo 32 220 A 29| dose-dependent 84 &ZF (Minimum Effective Dose & &).
3. PKZZ I &t H: Bioavailability (F) > 30% (8 1Al 7| &), Half-life (¢, ,) 2.

4. Non-GLP ttel/dts o =4 A0l E0|H & ZHd 2.
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- No-Go Criteria: Genotoxicity &4 ©t&, CYP/hERG & X SH 2 25t MPO oA =&

—

3.3 Phase 3. Preclinical — IND Gate

- Go Criteria:

GLP SMAlY 2 (2Z S=: Rodent & Non-rodent, NOAEL A= 2t &),

AL 1A Ol A JHA] ZFMRSD) & OFF OFEl &HE (> 10x).

CMC: Phase 1 A2 MIX|(Batch) At 2t2 (> 1kg A Y, 22 T20IY 7).
IND A& A (US FDA = MFDS §) M= 17| X| 2t

wnN =

Ea

- No-Go Criteria: GLP S 40|M Z0|Z =+ gl= & 7| S 4(Irreversible organ toxicity) & E& |
& ot M st AT



4 BopgEy AS A HE
4.1 H|2A2(Non-clinical) / PKPD 22|
1. PK/PD Modeling: In vivo Cl|O| E{0f| 7|2t Allometric scaling & Al & Q1ZF of| &4 PK Tt2}O| Ef At
E.
2. Safety Pharmacology: Central Nervous System, Cardiovascular(hERG), Respiratory system
o 3cf Ha FH WL
3. Biomarker 7H'&: ! 4 17240 A Target Engagement % PharmacodynamicsE Z& & H}0| 2
Ot7(Target Engagement Biomarker) 7| M| &l
4.2 CMC (Chemistry, Manufacturing, and Controls) 2|
1. Route Scouting: Discovery B 0| A Scale-up 7t 5¢H &8 SHOZ M (B A/E Al
HH A)).
2. Impurity Control: Mutagenic impurities (ICH M7) 7| & & 2t2|.
3. CRO/CDMO Zt2|: RFI/RFP 28 7| = E &3}, Tech Transfer(7|% 0| ®) Ij 7| X| 2 A3t
4.3 E75]| Y Regulatory Strategy
1. IP Strategy: = & £35{(Composition of Matter) M £2¢ =, E/MY/AEN =4 E5 HA
=
2. Regulatory Pre-IND Meeting: FDA/EMA/MFDS At ™ 0|2 & 83t0 S4 C|Xtol 9l QI Ak 1A
ZOEIEE H3.
5 First-in-class ZEME 2|A3 22| I{EEA
B|lAT 2 HWItsY I i HEF (Mitigation Plan)
Target Mecha- High High  HFO|20FAH ME%t 3 CHA|/HE Ef 2 MY T2 034 HAM
nism S&H4 4
In vivo-In vitro Med High  Early In vivo PK/PD assay =7| =& % 3D Cell/Organoid & &
Gap a3
CMC Scale-up ¥ = Med Med Lead Optimization TH2E CMC ™ E7} &0, Analytical Method
=& g
Qe ext e x| High Med Global CROME Al 2718 & Xt S5 £ TAL CABR2Y
b




6 mojmztol op22| 9 7|=0|M(Out-Licensing) A E H|A|
6.1 Virtual Data Room (VDR) 1t = H| A
/0 9 IE {2l chH|stol mo| matel &4 AERE ot 22E AAIZ Yro| =gttt

- Section 1: Executive Summary & Pitch Deck (H| 2 X[ A2 H/= HH £2])

Section 2: IP & Freedom to Operate (FTO) Reports

Section 3: Biology & Target Validation Data (Raw Data Z &)

Section 4: Medicinal Chemistry & SAR Data

Section 5: Non-clinical Safety & PK/PD Data (GLP 211 A{ Zrgh

Section 6: CMC & Analytical Validation Reports

Section 7: Clinical Protocol & Regulatory Documents (IND & QI Al &t

6.2 7|=0|M(L/O)E}2l A| - Mzt

- Early-stage L/O (Preclinical / Post-Candidate Selection):

- ZE A HE Y 2lAT 2AL
- M2k EF2IQ Novelty2t 88 2R 0[M 2 247t Safety Margin 2=

- Late-stage L/O (Post-Phase 1b or Phase 2a):

- A mto| I 29l JHk| 2CH3t (Deal Size S71).
- M2k M| 2txt & PoC (Proof of Concept) H|O|Ef 3! Safety Profile 2%

mo|Zetel 2 otA| 2t = D1 27| TPP YOOI ES | A2 = lLt,

2. Stage-Gate | 2| = 2| & Xt2 2| 2l(Clinical & Regulatory Experts)= X gtsto] 242ty
Ct.
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3. 2470 & W IND £¢! 8! Phase 1 T2 S HEZ N5 WBS(Work Breakdown Structure)E 22| st
Ct.
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