PHARMACEUTICAL REGULATORY SUBMISSION PREPAREDNESS CHECKLIST 2026

Created by ChecklistGuro (https://checklistguro.com)


--- REGULATORY STRATEGY & DOSSIER STRUCTURE ---
[ ] Submission Format Type (eCTD (Electronic Common Technical Document), Paper-based (Legacy), Regional Format (Non-eCTD))
[ ] Target Submission Deadline
[ ] Submission ID / Protocol Number
[ ] Target Regulatory Agencies (FDA (USA), EMA (EU), PMDA (Japan), MHRA (UK), Other)
[ ] Regulatory Strategy Document
[ ] Regulatory Affairs Lead Approval

--- MODULE 1: ADMINISTRATIVE & PRESCRIBING INFORMATION ---
[ ] Submission Type
[ ] Submission Target Date
[ ] Draft Labeling & Package Insert
[ ] Required Administrative Documents Present (Cover Letter, Form FDA 356h, User Fee Cover Sheet, Prescribing Information, Medication Guide)
[ ] Regulatory Affairs Manager Approval
[ ] Submission Region (USA (FDA), European Union (EMA), Japan (PMDA), Other)

--- MODULE 2: SUMMARIES & OVERVIEWS ---
[ ] Submission Type (New Drug Application (NDA), Abbreviated New Drug Application (ANDA), Biologics License Application (BLA), Supplemental Application)
[ ] Module 2.3 Quality Overall Summary (QOS) Status
[ ] Included Summary Components (Pharmacology Summary, Pharmacokinetics Summary, Toxicology Summary, Clinical Overview, Clinical Summary)
[ ] Module 2 Summary Draft Review Document
[ ] Internal Review Completion Date
[ ] Regulatory Affairs Manager Approval

--- MODULE 3: QUALITY (CMC) DOCUMENTATION ---
[ ] Drug Substance Manufacturing Site Status (Fully Qualified, Pending Qualification, Under Investigation)
[ ] Last Stability Study Completion Date
[ ] Drug Product Specification Document
[ ] Batch Number for Reference
[ ] Required CMC Documents Verified (Certificate of Analysis (CoA), Method Validation Reports, Impurity Profile Data, Dissolution Profile)
[ ] Quality Assurance Reviewer Sign-off

--- MODULE 4: NON-CLINICAL STUDY REPORTS ---
[ ] Study Type Category (Pharmacology, Pharmacokinetics, Toxicology, Safety Pharmacology)
[ ] Study Completion Date
[ ] Final Study Report (PDF)
[ ] Summary of Key Findings
[ ] Regulatory Compliance Standards Met (GLP Compliant, OECD Principles, FDA Standard, EMA Standard)
[ ] Lead Toxicologist Approval

--- MODULE 5: CLINICAL STUDY REPORTS ---
[ ] Clinical Study Phase (Phase I, Phase II, Phase III, Phase IV)
[ ] Clinical Trial Completion Date
[ ] Protocol ID Number
[ ] Clinical Study Report (CSR) Final Draft
[ ] Included Endpoints Verified (Primary Endpoints, Secondary Endpoints, Safety Endpoints, Exploratory Endpoints)
[ ] Summary of Adverse Events
[ ] Clinical Lead Verification

--- DATA INTEGRITY & TECHNICAL VALIDATION ---
[ ] Validation Checklist Completed (Hyperlinks Verified, PDF/A Compliance Confirmed, Searchability/OCR Check Complete, File Naming Convention Audit Finished)
[ ] Hyperlink Integrity Report
[ ] Technical Validation Date
[ ] Submission Format Type (eCTD, Paper-based (Legacy), Electronic Common Technical Document (eCTD) 4.0)
[ ] Quality Assurance Validator Signature

--- COMPLIANCE & REGULATORY COMPLIANCE VERIFICATION ---
[ ] Required Regulatory Certifications Verified (GMP (Good Manufacturing Practice), GLP (Good Laboratory Practice), GCP (Good Clinical Practice), GDP (Good Distribution Practice))
[ ] Manufacturing License Verification Document
[ ] Certificate Expiry Date Audit
[ ] Compliance Status (Fully Compliant, Minor Discrepancies Found, Non-Compliant - Remediation Required)
[ ] Regulatory Affairs Officer Approval
[ ] Audit Observation Notes

--- SUBMISSION LIFECYCLE & ARCHIVE READINESS ---
[ ] Scheduled Submission Date
[ ] Submission Pathway (New Drug Application (NDA), Abbreviated New Drug Application (ANDA), Biologics License Application (BLA), Supplement/Variation)
[ ] Target Regulatory Agencies (FDA (USA), EMA (EU), PMDA (Japan), TGA (Australia), Other)
[ ] Submission Gateway Transmission Receipt
[ ] Post-Submission Response Strategy
[ ] Regulatory Affairs Lead Approval

--- END OF TEMPLATE ---
Transform this text into a digital, automated, and trackable mobile app!
Visit: https://checklistguro.com/templates/pharmaceutical/pharmaceutical-regulatory-submission-preparedness-checklist-2026
(Click "Install Template" to launch your digital inspection tool immediately)
