

Screening Checklist (New Drug Product and Biologics) 

	Section
	Section Details
	Applicant Remarks (1st Screening)
	Applicant Remarks (2nd Screening)

	Product Validation
	i. Product Name
ii. Dosage Form
iii. Active Ingredient
iv. Excipient
v. Other Information
a. Medical device (if applicable) – Acknowledgement Receipt by MDA is acceptable

	
	

	Part I Section A
	A4. Product Description
A5. Pharmacodynamics
A6. Pharmacokinetics
A7. Indication
A8. Recommended Dose
A10. Contraindications
A11. Warnings and Precautions
A12. Interactions with Other Medicaments
A13. Pregnancy and Lactation
A14. Side Effects
A15. Symptoms and Treatment of Overdose
A16. Effects on Ability to Drive and Use Machinery
A17. Preclinical Safety Data
A18. Instructions for Use
A19. Storage Condition
A20. Shelf Life
A21. ATC Code
A22. Herbal Code

	
	

	Part I Section B
	B1.1 Batch Size
	
	

	
	B2. Attachment of Batch Manufacturing Formula
	
	

	Part I Section C
	Pack Sizes
	
	

	Part I Section D
	D1. Label for Immediate Container
	
	

	
	D2. Label for Outer Carton
	
	

	
	D3. Proposed Package Insert
	
	

	
	D4. PIL/RiMUP
	
	

	
	D5. Label for Diluent
	
	

	Part I Section E
	E1. Product Owner
	
	

	
	E2. Contract Manufacturer and Repacker
	
	

	
	E3. Certificate of Pharmaceutical Product
	
	

	
	E4. Certificate of Free Sales (CFS)
	
	

	
	E5. Certificate of Good Manufacturing Practice (GMP)
	
	

	
	E6. Manufacturer
	
	

	
	E7. Other Manufacturers Involved
	
	

	
	E8. Importer
	
	

	
	E9. Store
	
	

	
	E10. Summary of Product Characteristics
	
	

	
	E11. Company Core Data Sheet
	
	

	
	E12. Analytical Protocol 
	
	

	
	E13. Validation of Analytical Protocol
	
	

	
	E14. Other Supporting Documents
	
	

	
	E15. Worldwide Registration Status
	
	

	
	E16. Post-Approval Commitment(s)
	
	

	
	E17. TSE Risk-Free Commitment
	
	

	Part II Section P
	P1. Description and Composition
	
	

	
	P2. Pharmaceutical Development
	
	

	
	P3. Manufacture
P3.4 Process Validation - to declare the specific DS & DP sites involved
	
	

	
	P4. Control of Excipients
	
	

	
	P5. Control of Finished Product
	
	

	
	P6. Reference Standards or Materials
	
	

	
	P7. Container Closure System
	
	

	
	P8. Stability Data – to declare the specific DS & DP sites involved
	
	

	
	P9. Product Interchangeability/ Equivalence
	
	

	Part II Section S
	Submission Option:
i. Drug Master File
ii. Certificate of Suitability
iii. ACTD
	
	

	
	S1. General Information
	
	

	
	S2. Manufacture
	
	

	
	S3. Characterization and Impurities
	
	

	
	S4. Control of Drug Substance
	
	

	
	S5. Reference Standards or Materials
	
	

	
	S6. Container Closure System
	
	

	
	S7. Stability Data
	
	

	
	S9. Certificate of Good Manufacturing Practice (GMP)
	
	

	
	S10. Other Supporting Documents
	
	

	Part III
	B. Non-Clinical Overview
	
	

	
	C. Non-Clinical Written & Tabulated Summaries
	
	

	
	D. Non-Clinical Study Reports
	
	

	
	E. List of Key Literature References
	
	

	Part IV
	B. Clinical Overview
	
	

	
	C. Clinical Summary
	
	

	
	D. Tabular Listing of All Clinical Studies
	
	

	
	E. Clinical Study Reports
	
	

	
	F1. List of Key Literature References
	
	

	
	F2. Published Clinical Papers
	
	

	
	F3. PBRER
	
	

	
	F4. Risk Management Plan
	
	



