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	African Medicines Regulatory Harmonisation (AMRH)

Evaluation of Medicinal Products Technical Committee (EMP-TC)

APPLICANT’S SELF SCREENING CHECKLIST ON THE ELIGIBILITY CRITERIA BEFORE SUBMISSION OF APPLICATION FOR LISTING OF HUMAN MEDICINAL PRODUCT THROUGH CONTINENTAL ASSESSMENTS


	


APPLICATION DETAILS
	Date of Self Screening
	DD/MM/YY

	Full name of the Applicant and Official address
	

	Proprietary name(s)
	

	Drug substance/ Actives
	

	Dosage Form and Strength
	

	Category of Eligibility for Continental Assessment (should be filled after self-screening to determine the appropriate category)
	

	Evaluation Pathway
	


CHECKLIST NOTE
· This checklist is provided to guide applicants in assessing the eligibility of their product application prior submission to the EMP-TC for continental assessment in accordance with the EMP TC Guidance on Eligibility Criteria for Priority Medicinal Products. The document does not provide an exhaustive list of priority products but rather provides guiding principle on criteria for defining medicinal products eligibility to the continental regulatory route as it has been defined at the start of the EMP-TC.
·  In context, fulfilling the requirements listed in this checklist does not overrule the screening process conducted by the EMP-TC secretariat and neither does it mean the information/data submitted is the only information required for justification of eligibility.
· The secretariat retains the responsibility of issuing a letter of acceptance of application pertaining to eligibility of a continental assessment procedure following completion of the screening process of both administrative and technical information when needed.
· In addition, the checklist should not be taken as the only means for determining products eligibility by the EMP TC for continental assessment. Applicants are welcomed and encouraged to approach the EMP TC Secretariat to confirm if a product could be eligible for continental assessment by the committee even if not explicitly covered in this checklist or any other relevant EMP-TC Guidance.
· The applicant is advised to liaise with requirements stated for priority products approved for this procedure, i.e., within the categorization scope of the EMP-TC, that are also subject to amendments or updates based on new priorities and information as considered appropriate from time to time. For more details, refer to relevant EMP-TC Guidelines available at [Insert direct hyperlink to EMP-TC online guidelines].
· This screening checklist is to be completed by the applicant and a copy of the application checklist in MS word format should be included in the dossier submission.
· Complete the checklist by marking ✔ (yes) or X (No) where applicable. Remarks should be used to justify the choice undertaken.
	S/No.
	Category 1 (One) Medicinal Products 
	Submitted?
	Remarks

	
	
	Yes
	No
	

	1. 
	Is the product considered a New Chemical Entity or New Biological Entity (NCE/NBE) (First-time global introduction i.e., no evidence available of approvals elsewhere in the world)?
	
	
	

	2. 
	Is the product considered a New Chemical Entity or New Biological Entity (NCE/NBE) that is offered Marketing Authorisation in a country(ies) with well-regulated market(s)* but not in any African NRAs?
	
	
	

	3. 
	Is the product considered a Complex generic product (i.e., a Product that has complex active ingredient(s), formulation, dosage form, or route of administration, or a complex drug-device combination product)?
	
	
	

	4. 
	Is the product considered generally as a complex medicinal product, i.e., product contains nano particles or liposomes, formulated with advanced technology or included with an advanced delivery innovation?
	
	
	

	5. 
	Is the product considered to be of biological origin (biologicals), i.e., a Vaccine, Biotherapeutic and/or Similar Biotherapeutic (Biosimilar)?


	
	
	

	6. 
	For a Vaccine, is the product included in the PAVM framework for action or caters for any of the 22 diseases listed in this framework?
	
	
	

	7. 
	With reference to option 5 and 6 above, is the product considered a gene-based therapy and/or advanced gene therapy?
	
	
	

	            Category 2 (Two) Medicinal Products
	Submitted?
	Remarks

	
	YES
	NO
	

	8. 
	Does the Medicinal Product address priority disease(s) identify in African populations, e.g., Noncommunicable Diseases (NCDs), Neglected Tropical Diseases (NTDs)1 and priority Communicable Diseases? – If yes, mention the targeted disease (s)
	
	
	

	9. 
	Is the Medicinal Product intended for use in rare or life-threatening, seriously debilitating, or chronic disease that affects very few people in Africa for which no satisfactory method of diagnosis, prevention or treatment has been authorized or, if such method exists, the medicinal product would be of significant benefit to those affected by the disease such as Orphan Medicines2,3?
	
	
	

	10. 
	Is the Medicinal Product intended for Emergency Use (specify the nature of the emergency and the disease condition targeted)4?
	
	
	

	11. 
	With regards to option 8, 9 and 10 above, is the product formulated by complex technologies, offered in a different formulation (e.g., when compared to conventional NCDs, etc.), dosage form, or route of administration?
	
	
	

	12. 
	With regards to option 8, 9 and 10 above, is the product considered to be of biological origin (e.g., Human and analogue insulins, biological products for cancer treatment, etc.)?
	
	
	

	13. 
	With regards to option 8, 9 and 10 above, is the product specifically intended for inhalation and includes combination of a formulation and a device (e.g., medicines for asthma and COPD)?
	
	
	

	          Category 3 (Three) Medicinal Products
	Submitted?
	Remarks

	
	YES
	NO
	

	14. 
	Is the Medicinal Product manufactured in Africa? (Specify country of manufacture)
	
	
	

	          Category 4 (Four) Medicinal Products

Note: Applicable only for Products outside the scope of Recognized International Regulatory/Quality assurance systems (QA)5. 
	Submitted?
	Remarks

	
	YES
	NO
	

	15. 
	Does the product lack evidence of going through any regulatory or QA mechanisms which assess the benefit-risk in the African populations, including the suitability of product information for African markets?
	
	
	

	16. 
	Does the product lack evidence of going through any regulatory or QA mechanisms which assess suitability of use in African Populations, including stability and local use?
	
	
	

	17. 
	Does the product lack evidence of going through any regulatory or QA mechanisms which where NO African regulators are involved in any levels, such as review mechanisms?
	
	
	

	18. 
	The Applicant and/or manufacturer of the product does not have mechanisms for sharing of All UNREDACTED full assessment and inspection reports, and available for regulatory consultations and exchange of information through the product life cycle with the EMP TC and the interested National African Regulators?
	
	
	

	19. 
	With regards to the options above, the applicant lacks evidence to address post-approval changes for the product and adheres to regulatory standards and/or equivalence of the regulatory standards adopted for continental assessments?   
	
	
	

	20. 
	The applicant did not submit the complete study reports of ALL clinical trials and nonclinical (including the appendices and tables)? where applicable
	
	
	


*Well-regulated markets refer to countries with regulatory agencies recognized by the EMP-TC. See EMP-TC Compendium Guidelines for reference.

1Neglected Tropical Diseases | WHO | Regional Office for Africa 

2 US FDA: an orphan drug is defined as one "intended for the treatment, prevention or diagnosis of a rare disease or condition, which is one that affects less than 200,000 persons in the US" (which equates to approximately 6 cases per 10,000 population) "or meets cost recovery provisions of the act.

3 EMA: A medicine for the diagnosis, prevention, or treatment of a life-threatening or chronically debilitating condition that is rare (affecting not more than five in 10,000 people in the European Union) or where the medicine is unlikely to generate sufficient profit to justify research and development costs. 

4 WHO AFRO EPR Cluster Q2 2022 report-1.pdf
5 Examples of Internationally Recognized Regulatory or Quality Assurance Systems are WHO PQ, EUM4all, Swissmedic Marketing Authorisations for Global Health Products Procedures and the like.  
Signed by>………………………………………… (Authorized personnel)

Date>……………………………………………

Effective date: 03/11/2023
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