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Our Experts are Your Experts
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1. Integrated Development Planning Strategy
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- Target product profile Establishment
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- Medical unmet needs & Market forecast
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- Timeline & Budget Planning
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2. Non-Clinical Development Plan
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- Gap analysis for non-clinical study data
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- GLP CRO selection & evaluation
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3. Clinical Development Plan
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- Clinical trial design Proposal & Strategy establishment
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Early phase

". PK-PD modeling simulation :
27| U 9 22 S S22 A, PK/PD 21 05, S 45X
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". Study design concept for PK, BA/BE, FE, DDI, FIH study etc.
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Late phase
". Study design concept for Phase 2 & 3
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.". Clinical study analysis
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". Clinical development planning & revision
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- Gap analysis for clinical study data
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4. CMC Development Plan
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Gap analysis for CMC dossier for IND and NDA submission
A FALERS 7o 2 CMC NEEA HE 2 HIt

- Preparation of Specification and Analytical method
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- CMO Selection and Management
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- GMP Audit

GMP Z4AfEE ZIAF 2 GMP ZAL X/

- Stability Test planning
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5. Regulatory Preparation and Application Strategy (Local & Global)
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- Interpretation and evaluation of regulatory requirements and Trends
TA[ =0 A7 201 CHet 7|2 E 22t HEAe 201 & MiE
(MFDS, FDA, EMA, PMDA etc.).

- Gap analysis for IND/NDA dossier (Package review)
=/t M0 SEE IND package & CTD 2M Mgtd 4& H E7t

- Bridging Study Strategy
Ztud HoH BN /tsd EE
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- Regulatory authority meeting plan and strategy
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