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DIP Confidential

AI-Driven Regulatory Documentation Authoring

Al High-Value R&D Writing

Document type CTD / regulatory bucket Primary inputs we leverage AI support (what we automate)

Clinical Study Report (CSR) CTD Module 5
SDTM/ADaM, TLF shells, SAP, protocol, 

patient profiles

First-draft sections, auto-TLF captions & cross-references, adverse event narratives, consistency 

checks

Safety Narrative CTD Module 5 (within CSR)
AE/SAE listings, MedDRA terms, subject 

profiles
Structured per-subject narratives with templated phrasing, chronology, de-identification

Clinical Overview (M2.5) CTD Module 2.5 All study CSRs, summaries, literature Cross-study synthesis, benefit-risk storyline, evidence tables, automated referencing

Nonclinical Overview (M2.4) CTD Module 2.4 Nonclinical reports, tox/pharm data Species-by-endpoint summarization, exposure margin tables, weight-of-evidence text

Briefing Book (BB)
Regulatory interactions (FDA/EMA 

meetings)
Key questions, CSRs, new analyses Q&A drafting, “top-line messages,” appendix automation from source tables

Investigator’s Brochure (IB) IND/IMPD dossier / trial docs Nonclinical + early clinical, safety signals Section drafting & updates, change-log automation

Protocol Clinical trial documentation
Corporate template, endpoints, schedule of 

activities
Drafting visit schedule & procedures, endpoint wording, inclusion/exclusion logic checks

Publication (Manuscripts/Abstracts) Scientific communications CSR + TLFs, journal style guide Draft abstracts/manuscripts, reference insertion, figure legends

Case Report Form (CRF) CTD Module 5 (blank/annotated) Protocol endpoints, CDASH/CDISC CRF field drafting, SDTM annotation suggestions

Other CTD M1–M5 documents
Region-specific forms, summaries & 

reports
Prior submissions, templates Shell generation, conversion & QC for leaves

Development Safety Update Report (DSUR) Pharmacovigilance (dev. phase) Safety DB, exposure, cumulative listings Interval & cumulative summaries, risk sections, graphical summaries

Periodic Safety Update Report (PSUR) Pharmacovigilance (legacy/regional) Safety DB, literature Draft narrative sections, signal summaries

Periodic Benefit-Risk Evaluation Report 

(PBRER)
Pharmacovigilance (post-marketing) Safety DB, exposure, literature Benefit-risk narrative, signal evaluation, labelled vs unlabelled analysis

Risk Management Plan (RMP) / Risk Control 

Plan (RCP)
Regional PV plans (e.g., EU) Safety concerns, epidemiology, PV activitiesSafety concerns table drafting, additional PV/RMM proposals
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Case Study #1 – Full Protocol Writing Including SOA Table 

Immunorock was established by Kobe University to facilitate the “bridging” of innovative 

discoveries from academia to industry

Project Scope

AI-authored Phase I/IIa clinical trial protocol for novel triple-

combination cancer immunotherapy. 

Outstanding Result

PMDA approved the protocol in a single review cycle 

with zero revisions required

Al High-Value R&D Writing
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Case Study #2: The Ayumo PMDA Consultation

Ayumo is a Japan startup with headquarter in Osaka. It develops cutting-edge AI-powered gait analysis technology. 

Their system, like "Dr. Walkie Plus," evaluates health conditions by analyzing how a person walks in front of a 

camera, leveraging proprietary deep learning models and medical insights.

Ayumo faced the critical step of a PMDA consultation. This required: 

Robust clinical trial protocol and Statistical Analysis Plan (SAP). 

Clear justification for key decisions, especially the primary endpoint. 

Addressing potential regulatory concerns proactively.

DIP provided endpoint analysis and strengthened protocol & SAP using AI. 

Facilitated in-depth analysis of primary endpoint selection (Accuracy Rate vs. Sensitivity), balancing 

clinical utility and PMDA expectations. 

Ensured rationale addressed prior PMDA feedback (e.g., minimizing false positives).

Al High-Value R&D Writing
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