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SCREENING CHECKLIST FOR MODULE 1
	SECTION
	SUB SECTION
	CONTENT
	YES
	NO
	REMARKS

	1.0
	
	Table of Contents
· Should include Modules 1 – 5 
	
	
	

	1.1
	Correspondence

	
	1.1.1
	Cover Letter
· Format should be in line with WAHO Annex B1
	
	
	

	
	1.1.2
	Copy of Correspondence Issued by Regulatory Authority
(e.g. Request for additional information, Deferral or Rejection letters)
	
	
	

	
	1.1.3
	Information Solicited by Regulatory Authority
· Responses should be in Question and Answer Format
	
	
	

	
	1.1.4
	Meeting Information
· (e.g. Meeting information package, proposed meeting agenda, presentation slides, meeting minutes)
	
	
	

	
	1.1.5
	Request for Appeal Documentation
· Should be within two (2) months from the date of notice
	
	
	

	
	1.1.6
	General Note to Reviewer
	
	
	

	
	
	
	
	
	

	1.2
	Administrative Information

	
	1.2.1
	Application Forms
· Should be duly signed and dated.
· Should be in line with WAHO template (see Annex B2)
	
	
	

	
	1.2.2
	Fee forms
· Payments should be per application submitted
· Proof of payment should be provided 
	
	
	

	
	1.2.3
	Certification and Attestation Forms
· (e.g. Certificate of Suitability CEP, WHO Confirmation of Prequalification, Product Registration Certificate).
	
	
	

	
	1.2.4
	Compliance and Site Information
· Good Manufacturing Practices (1.2.4.1)
· Other Compliance and Site Information Documents (1.2.4.2)
	
	
	

	
	1.2.5
	Authorisation for Sharing Information
(e.g. Letters of Access, Site Reference Files SRF)
	
	
	

	
	1.2.6
	Regional and International Regulatory Status
	
	
	

	
	1.2.7
	Trademark & Intellectual Property Information
	
	
	

	
	1.2.8
	Post Authorisation Information
(e.g. PSUR’s) 
	
	
	

	
	1.2.9
	Other Administrative Information
	
	
	

	1.3
	Product Information

	
	1.3.1
	Summary of Product Characteristics (SmPC)
	
	
	

	
	1.3.2
	Patient Information Leaflet 
· Should be in the three official languages of ECOWAS
	
	
	

	
	1.3.3
	Container Labels
	
	
	

	
	1.3.4
	Foreign Labelling
· Should be in the three official languages of ECOWAS 
	
	
	

	
	1.3.5
	Reference Product Labelling
	
	
	

	1.4
	Regional Summaries

	
	1.4.1
	Bioequivalence Trial Information Form (BTIF) in Word format
	
	
	

	
	1.4.2
	Quality Information Summary (QIS) in Word format
	
	
	

	
	1.4.3
	BCS Biowaiver Application Form
	
	
	

	
	1.4.4
	Additional Strength Biowaiver Application Form
	
	
	




Screened by……………………………………
Name/Date/Sign


Checked by……………………………………
Name/Date/Sign
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