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EVALUATIONS AND REGISTRATION DIVISION

APPLICANT’S SCREENING CHECKLIST FOR APPROVAL OF COMPLEMENTARY MEDICINES

	Generic or International Non-proprietary Name (INN) of the Active Pharmaceutical Ingredient (API) or common botanical name, strength, pharmaceutical form.
	

	Proprietary Product or Trade name
 (if relevant)
	

	Name and complete address of the applicant 
	

	Local Technical Representative
	

	Name and complete address of the Principal
	

	Name and complete address of the manufacturing site (s) for the FPP 
	

	GMP status of the manufacturing site(s)
(check documentation)
	

	Registration in the country of origin 

	

	Country of Origin
	

	Therapeutic Use
	

	Samples  
(At least 2 market packs should have been submitted)
	

	Fee
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	Section
	Documents
	Submitted?

	
	
	Yes
	No
	Location and any relevant comments

	A: Administrative 
	

	
	Completed and Signed C.M.1. form
	
	
	

	
	Cover Letter
	
	
	

	
	Product Samples
	
	
	

	
	Copies of Package Insert
	
	
	

	
	GMP certification/proof of GMP compliance for each FPP manufacturer
GMP issued by a Governmental department not a Quality assurance company or certifying organisation
	
	
	

	B: Particulars of the Product
	

	
	Product name
	
	
	

	
	Dosage form of the product
	
	
	

	
	Strength of the product
	
	
	

	
	Therapeutic use
	
	
	

	
	Visual description of the product
	
	
	

	
	Type of container
	
	
	

	
	Pack size
	
	
	

	
	Proposed shelf life (months)
	
	
	

	
	Storage conditions
	
	
	

	
	Country of origin
	
	
	

	
	Status of registration in country of origin
Free sale certificate or retention certificate
	
	
	

	C: Composition of Product
	

	
	List of all active and all non-active ingredient used
	
	
	

	D1a: Safety (Herbal)
	

	
	Botanical identification/authentication
	
	
	

	
	Geographical source of plant used (if applicable)
	
	
	

	
	Harvesting and collection of the plant (if applicable)
	
	
	

	
	Method of drying (if applicable)
	
	
	

	
	Storage and preservation of plant material (if applicable)
	
	
	

	
	Biological information
	
	
	

	
	Toxicity studies
	
	
	

	
	Posology
	
	
	

	
	Contraindications, adverse reactions, warnings, precautions
	
	
	

	D1b: Safety (Nutraceuticals)
	

	
	Upper safe levels of vitamins and minerals as set out by manufacturer
	
	
	

	
	Safety Clinical Reports for Probiotics
	
	
	

	D2a: Quality Assurance (Herbal based)
	

	
	Identification of plant (includes definition, synonyms, geographical distribution, description)
	
	
	

	
	Details of Part of plant used used (include general appearance, organoleptic properties, microscopic characteristics etc);
	
	
	

	
	General qualitative and quantitative tests of the plant material
	
	
	

	
	Purity tests
	
	
	

	D2b: Quality assurance (Nutraceuticals)
	

	
	Identification of Substance (includes definition, synonyms, structure, general properties)
	
	
	

	
	General and Specific qualitative and quantitative tests
	
	
	

	
	Specific Tests (include solubility, acid value, absorbance ratio, impurities etc)
	
	
	

	D3: Quality assurance: Excipients
	

	
	Specifications
	
	
	

	
	Excipients of human or animal origin
BSE/TSE free certification
	
	
	

	D4: Finished Product
	

	
	Manufacture 
1. Name and address of manufacturer.
2. Description of manufacturing process and process controls
Process flow diagram
Control of critical steps and intermediates.
	
	
	

	
	Specifications of Finished Product
	
	
	

	
	Analytical Method
	
	
	

	
	Stability Studies
1. Accelerated 
2. Long-term 
	
	
	

	
	Packaging
	
	
	

	
	Labelling 
	
	
	

	E1: Efficacy
(Herbal based)
	

	
	Assessment and/or evaluation of efficacy
Supporting documentation includes: clinical data, use in pharmacopeia and established documents, experience from complementary practitioners; clinical evidence etc
	
	
	

	E2: Efficacy Nutritional substance (Normally required for Probiotics)
	

	
	Assessment and/or evaluation of efficacy
Supporting documentation includes: clinical data, use in pharmacopeia and established documents, experience from complementary practitioners; clinical evidence etc
	
	
	

	F: Post-Market Surveillance 
(Herbal based)
	A satisfactory post-market surveillance plan must include but not limited to: adverse drug reaction form, product defect form
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