SUGGESTED FORMAT FOR THE BRIEFING DOCUMENT
(GN-CT-17 APPENDIX B)


	1. 
	COMPANY DESCRIPTION
	

	2. 
	COMPANY NAME / PRODUCT NAME


	3. 
	PRODUCT DESCRIPTION / BACKGROUND INFORMATION
· Product description and design considerations
· Mechanism of action 
· Proposed therapeutic indication
· Dosage form, route of administration and dosing regimen
· Background information on the request for scientific advice


	4. 
	QUESTIONS AND COMPANY’S POSITION
· Chemistry, Manufacturing and Control (CMC) questions
· Nonclinical questions 
· Clinical questions 


	5. 
	SUPPORTING INFORMATION


	5.1. 
	CMC SUPPORTING INFORMATION
· Description of the product, manufacturing process and testing conducted (in‑process / final product) to demonstrate product identity, quality, and safety
· Description of product formulation and storage conditions
· Discussion of product stability
· Detailed descriptions of any CMC issues on which feedback is being requested (e.g., sourcing of starting materials, potency assessment)
· Brief discussion of the manufacturing facility, and steps taken to ensure product segregation and tracking
· Discussion of the starting materials and control of the starting material
· Description of devices that will be used for product administration or cell selection


	5.2. 
	NONCLINICAL SUPPORTING INFORMATION 
· Summary of all planned and completed preclinical studies (in vitro and in vivo studies), including the rationale and purpose of each study in the context of the overall nonclinical programme
· Similarities and differences between the nonclinical product lot(s) used and the intended clinical lot, and impact of any difference on interpretation of nonclinical data
· Sufficient information on the study methodology for each study and the rationale for the study design


	5.3. 
	CLINICAL SUPPORTING INFORMATION
· Prior clinical experience, if any
· Clinical trial protocol synopsis or draft protocol that includes, but is not limited to:
· Trial design
· Trial objectives and endpoints
· Intended patient population (e.g., age, severity of disease, phenotype)
· Eligibility criteria
· Justification for proposed dose(s)
· Dose(s), dosing regimen, and duration of treatment
· Key study assessments, monitoring plan, and duration of follow-up.
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