[image: ]
BOMRA/ER/MD/P05/F01	             Botswana Medicines Regulatory Authority	                 Issue No. 6.0
	                Small molecules Screening Checklist Form

	SCREENING CHECKLIST


· Please click in the appropriate check box ☒ where compliant or leave blank where non- compliant or N/A (not applicable).
· The checklist is applicable to small molecules Only. A different checklist specific to biologicals should be used.

	Non-proprietary name of the finished pharmaceutical product (FPP)
	Click or tap here to enter text.	

	Proprietary name of the finished pharmaceutical product (FPP)
	Click or tap here to enter text.
	International non-proprietary name(s) of the active pharmaceutical ingredient(s) (API(s)), including form (salt, hydrate, polymorph)
	Click or tap here to enter text.
	Applicant name and address 
	Click or tap here to enter text.
	Dosage form
	Click or tap here to enter text.
	Application Number(s)
	Click or tap here to enter text.
	Strength(s)
	Click or tap here to enter text.
	Route of administration
	Click or tap here to enter text.
	Proposed indication(s)
	Click or tap here to enter text.
	Contact information
	Click or tap here to enter text.



	
	Applicant
(State location)
	MRA use

	1. 5 named folders of Module 1-5, all the relevant subfolders and files as per CTD format.
	
☐
	☒_

☐_

	2. MODULE 1
	
	

	2.1 [bookmark: _Hlk86669907][bookmark: _Hlk54266972]Labelling and packaging
(a) Labels (inner and outer)

(b) SmPC / SPC / Package insert


(c) Patient Information leaflet
	
☐
	☐_

☐_

	2.2 
	
☐
	☐_

☐_

	1. 
	
☐
	☐_

☐_

	2.2 GMP Certificates for

(a) API manufacturing site(s)

(b) FPP manufacturing site(s)
	
☐
	☐_

☐_

	
	
☐
	☐_

☐_

	
2.3 Proof of registration in country of origin
	☐	☐_

☐_

	2.4 [bookmark: _Hlk54268604] Registration certificates from:

(a) Stringent Regulatory Authority (ies) (as per WHO definition of SRA)

(b) Other Regulatory Authority

	

☐



☐
	
☐_

☐_

	
	
	☐_

☐_

	2.5   WHO CRP procedure: Expression of interest
(a) A completed, signed WHO CRP form - Appendix 3       Part A.
(b) A signed and dated authorization letter if the applicant is not the WHO Prequalification holder.
	

☐


☐

	☐_

☐_

	2.6 
	
	☐_

☐_

	2.7  ZAZIBONA Procedure: Expression of interest
Proof of submission in at least one other ZAZIBONA member country
	
☐
	☐_

☐_

	2.8  API information presented as
(a) WHO C.P.Q 


(b) C.E.P


(c) Full details used to present API data
	
☐


☐


☐

	☐_

☐_

	
	
	☐_

☐_

	
	
	☐_

☐_

	2.9 
(a) Bioequivalence study is required, the BTIF is in Word format (applicable for BCS Class 2 & 4 OSDs, Complex products) 
 
(b) Bioequivalence study is not required, the Biowaiver-BCS Application Form is in Word format. (applicable for BCS Class 1 & 3 OSDs) 
(c) For additional strengths, Biowaiver-Additional strengths Application Form is in word format.
Only applicable if
(i) an acceptable bioequivalence study on the applicable strength and a BTIF form are submitted ii) the product of which BE has been submitted should be submitted for registration/ registered.

(d) Clinical studies information – Innovator products

	
☐
	☐_

☐_

	8. 
	
☐
	☐_

☐_

	9. 
	
☐
	☐_

☐_

	10. 
	☐	☐_

☐_

	3. MODULE 2
	

	
3.1. QOS completed in Word format
	
☐

	☐_

☐_

	
           3.2       QIS completed in Word format
	
☐

	☐_

☐_

	     4. MODULE 3
	

	4.1 API
	

	
4.1.1 Signed, dated or version controlled FPP     Manufacturer’s API specifications
	
☐
	☐_

☐_

	
4.1.2 Validation/verification of API analytical procedures from the FPP manufacturer
	
☐
	☐_

☐_

	
4.1.3 API Stability data: at least 6 months accelerated conditions and 12 months at the long-term condition for at least 2 batches
	
☐
	☐_

☐_

	4.2 FPP
	
	

	4.2.1 FPP Manufacturing process validation data:  
a) for sterile products 
- validation reports for 3 consecutive batches

b) Non sterile products
- protocol and commitment to perform validation on 3 consecutive production scale batches
	
☐
	☐_

☐_

	4.2.2 
	☐

	☐_

☐_

	
4.2.3 Signed, dated and version controlled FPP specifications
	
☐
	☐_

☐_

	
4.2.4 Verification/validation of FPP analytical procedures
	
☐
	☐_

☐_

	4.2.5 FPP Stability data: 
(a) 6 months at the accelerated condition (40℃±2℃/75%±5% RH)

(b) 12 months at the long-term condition (30℃±2℃/65%±5% RH) / 30℃±2℃/75%±5% RH) or whichever is applicable according to ICH Q1 for at least 3 batches.
	
☐


☐
	☐_

☐_

	
	
	☐_

☐_

	4.2.6 
(a) Copy of executed bio batch manufacturing    records

(b)Copy of blank master production record(s) for commercial production batch(es)
	
☐


	
☐
	☐_

☐_

	
	
	☐_

☐_        

	        5. MODULE 5
	
		

	           5.1 Presented as: 
a. Bioequivalence


b. Biowaiver


c. Clinical studies
	
☐	

☐	

☐
	☐_

☐_             

	
	
	☐_

☐_             

	
	
	☐_

☐_             



(BOMRA Use only)

	[bookmark: _Hlk86656814]Date of 1st  assessment
	Click or tap here to enter text.
	First assessor 

	Click or tap here to enter text.
	Date of 2nd assessment
	Click or tap here to enter text.
	Second assessor 

	Click or tap here to enter text.
	Manufacturing status
	Local ☐
	Partially local ☐
	Foreign ☐

	Evaluation pathway
	CRP ☐
	BoMRA ☐recognition
	Zazibona☐
	Full ☐assessment

	A. POINTS TO BE COMMUNICATED TO THE MANUFACTURER

	☐_

☐_             

	B. GENERAL REMARKS TO THE NEXT ASSESSMENT

	☐_

☐_             

	C. CONCLUSION:

	☐_

☐_             
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