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Biologicals Screening Checklist for Human Medicines

	[bookmark: _Hlk27580422]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 biological preparations Only. 

	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.




	
SECTION
	DOCUMENTS
	Submitted?

	Module 1
	Administrative and Regional Information
	Yes
	No
	Location & comments
(MRA use)


	1.3.1
	Labelling

(a)	SmPC / SPC / Package insert

(b)	Patient Information leaflet
	

☐

☐
	

☐

☐
	

☐_

☐_             

	1.7.3


	GMP Compliance status of manufacturing sites
	

	
	GMP certification for each FPP manufacturing site 
	☐	☐	☐_

☐_             

	
	GMP certification for each API manufacturing site
	☐	☐	☐_

☐_             

	1.13.1
	Pharmacovigilance Plan (Risk Management Plan)
	☐	☐	☐_

☐_             

	Module 2
	QUALITY SUMMARIES
	

	2.3
	Quality Overall Summary (QOS)
(In MS WORD format)
	☐	☐	☐_

☐_             

	2.3
	Qual Information Summary (QOS)
(In MS WORD format)
	☐	☐	☐_

☐_             

	Module 3
	QUALITY
	

	3.2.S.2.3
	Control of Materials
	

	3.2.S.2.5
	Process Validation and/or Evaluation
	☐	☐	☐_

☐_             

	3.2.S.4
	CONTROL OF Drug Substance
	

	3.2.S.4.1
	FPP manufacturer’s Specifications for the Drug substance
	☐	☐	☐_

☐_             

	3.2.S.4.3
	FPP manufacturer’s Validation data for Analytical Procedure
	☐	☐	☐_

☐_             

	3.2.S.7
	Stability
	

	
	Accelerated Stability Studies & Real-Time Stability Studies
	☐	☐	☐_

☐_             

	3.2.P
	DRUG PRODUCT (FPP)
	

	3.2.P.3.5
	Process validation

	

	
	Manufacturing Process validation report for 3  consecutive batches

	☐	☐	☐_

☐_             

	3.2.P.5
	Control of FPP
	

	3.2.P.5.1
	Specification(s) of Finished Pharmaceutical Product (FPP)
	☐	☐	☐_

☐_             

	3.2.P.5.3
	Validation of Analytical Procedures                 
	☐	☐	☐_

☐_             

	3.2.P.8
	Stability

	

	3.2.P.8.3

	Stress conditions (e.g. temperature, light, humidity, mechanical agitation).

	☐_
             
	☐_
           
	☐_

☐_             

	[bookmark: _Hlk86910568]
	
Accelerated stability data e.g., 25°C/60% RH.
(Refer to ICH Q5C)
	☐	☐	☐_

☐_           
 

	
	Long-term stability data e.g., 
5±3°C
(Refer to ICH Q5C)
	☐	☐	☐_

☐_             

	3.2.R
	REGIONAL INFORMATION
	

	3.2.R.1.1
	Executed production document(s)
The executed BMR should be for the batch(es) used in the clinical study
	☐	☐	☐_

☐_             

	3.2.R.1.2
	Master production documents
	☐	☐	☐_

☐_             

	Module 4
	NON-CLINICAL DATA

	☐	☐	☐_

☐_             

	Module 5

	CLINICAL DATA
	☐	☐	☐_

☐_             




(BOMRA Use Only)

	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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