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Active Substance Master File (ASMF)

 Assessment Report 
<(Active Substance)>
<(ASM)>
<(Version Number applicant's part, dated
Version Number restricted part), dated>

	MRP/DCP number:
	

	EU-ASMF number:
	N/A yet

	ASMF number as allocated by NCA (if available):
	

	ASM’s Internal API code (if applicable):
	

	ASMF holder (administration site) name and address:
	

	ASM’s manufacturing facility(ies) name(s) and address(ses):
	

	Assessor:
	Day 70 AR:
Day 120 AR: N/A or name assessor
Day 180 AR: N/A or name assessor

	Date of ASMF Assessment Report:
	Day 70 AR: 
Day 120 AR: N/A or date of respective AR
Day 180 AR: N/A or date of respective AR


Letters of Access in relation to specific drug products are described in the Quality Assessment report for the product in question.
The following information should be provided regarding the medicinal product for which the ASMF has been submitted:
	Human use/Veterinary use or both 
	

	Maximum daily dose(< 1 gram, < 10 grams, others specified)*
	e.g. < 1 gram, < 10 gram, others specified

*Reference source if other than the above MRP/DCP application

	Route(s) of administration.
	

	Target/patient groups 
	Neonates/infants/children, adults


Assessment Report and Questions on the Applicants Part of the ASMF

1The following information should be provided regarding the medicinal product for which the ASMF has been submitted:


2Assessment Report and Questions on the Applicants Part of the ASMF


3S.1
General information


3S.2
Manufacture


3S.3
Characterisation


3S.4
Control of Drug Substance


3S.5
Reference Standards or Materials


3S.6
Container Closure System


3S.7
Stability


3CONCLUSION


4LIST OF QUESTIONS ON THE APPLICANTS PART OF THE ASMF AS PROPOSED BY THE RMS


5DAY 120


5ASSESSMENT OF RESPONSES TO THE LIST OF QUESTIONS ON THE APPLICANTS PART OF THE ASMF


5RMS’S OVERALL CONCLUSIONS ON THE  APPLICANT’s PART OF THE ASMF


6LIST OF OUTSTANDING QUESTIONS ON THE APPLICANT’S PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 120


7DAY 180


7ASSESSMENT OF RESPONSES TO THE LIST OF OUTSTANDING QUESTIONS ON THE APPLICANTS PART OF THE ASMF


7RMS’S OVERALL CONCLUSIONS ON THE APPLICANT’s PART OF THE ASMF


8LIST OF OUTSTANDING QUESTIONS  ON THE APPLICANT’S PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 180


9CONFIDENTIAL ANNEX 1


9Assessment Report and List of Questions on the Restricted Part of the ASMF


10CONCLUSION


10LIST OF QUESTIONS ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS


11DAY 120


11ASSESSMENT OF RESPONSES TO THE LIST OF QUESTIONS ON THE RESTRICTED  PART OF THE ASMF


RMS'S OVERALL CONCLUSIONS ON THE RESTRICTED  PART OF THE ASMF

12LIST OF OUTSTANDING QUESTIONS ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 120


13DAY 180


13ASSESSMENT RESPONSES TO LIST OF OUTSTANDING QUESTIONS ON THE RESTRICTED  PART OF THE ASMF


13RMS’S OVERALL CONCLUSIONS ON THE RESTRICTED  PART OF  THE ASMF


14LIST OF OUTSTANDING QUESTIONS  ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 180




Assessment Report and Questions on the Applicants Part of the ASMF


This Assessment Report solely concerns the ASMF. It should however always be read in conjunction with the assessment report(s) of the Drug Product Application for the medicinal product for which it is associated with.
An ASMF in CTD-format has been provided by (ASMF holder( for the ( drug substance(.:
Applicant’s Part version: 

Restricted Part version:

S.1
General information

S.2
Manufacture

S.2.1
Manufacturer (name and address of the ASM)
S.2.2
Description of the Manufacturing Process and Process Controls (brief outline)
S.3
Characterisation

S.3.1
Elucidation of Structure and other Characteristics
S.3.2
Impurities
S.4
Control of Drug Substance

S.4.1
Specification

S.4.2
Analytical procedure
S.4.3
Validation of Analytical procedure
S.4.4
Batch Analyses
S.4.5
Justification of Specification
S.5
Reference Standards or Materials

S.6
Container Closure System

S.7
Stability

S.7.1
Stability Summary and Conclusion 

S.7.2
Post-Approval Stability Protocol and Stability Commitments
S.7.3
Stability Data

CONCLUSION

LIST OF QUESTIONS ON THE APPLICANTS PART OF THE ASMF AS PROPOSED BY THE RMS
Potential serious risks to public health:
Points for clarification: 
DAY 120 
ASSESSMENT OF RESPONSES TO THE LIST OF QUESTIONS ON THE APPLICANT’S PART OF THE ASMF 

Potential serious risks to public health
Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
Points for clarification
Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
RMS’S OVERALL CONCLUSIONS ON THE APPLICANT’s PART OF THE ASMF 
LIST OF OUTSTANDING QUESTIONS ON THE APPLICANT’S PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 120
Potential serious risks to public health
Points for clarification
DAY 180 
ASSESSMENT OF RESPONSES TO THE LIST OF OUTSTANDING QUESTIONS ON THE APPLICANT’S PART OF THE ASMF 

Potential serious risks to public health

Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
Points for clarification
Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
RMS’S OVERALL CONCLUSIONS ON THE APPLICANT’S PART OF THE ASMF 
LIST OF OUTSTANDING QUESTIONS ON THE APPLICANT’S PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 180
Potential serious risks to public health
Points for clarification

[New page]
CONFIDENTIAL ANNEX 1 
NB: This annex should not be disclosed to the applicant

Assessment Report and List of Questions on the Restricted Part of the ASMF
Version number restricted part, dated
Version number applicant’s part, dated 
	MRP/DCP number:

	

	Active Substance (INN name):
	

	EU ASMF number: 

	N/A yet

	ASMF number as allocated by NCA (if  available):

	

	ASM’s Internal API code (if applicable):

	

	ASMF holder (administration site) name and address:

	

	ASM’s manufacturing facility(ies) names and addresses:
	

	Assessor:
	Day 70 AR:

Day 120 AR: N/A or name assessor

Day 180 AR: N/A or name assessor

	Date of ASMF Assessment Report on restricted part:
	Day 70 AR: 

Day 120 AR: N/A or date of respective AR

Day 180 AR: N/A or date of respective AR


NOTES:

The structure of the report in this Annex should reflect the relevant parts of Module 3.2.S

S.2
Manufacture

S.2.1
Manufacturer of drug substance (name, address and responsibility of each party, including contractors/intermediate(s) manufacturer(s) involved in the manufacturing chain)
S.2.2
Description of the Manufacturing Process and Process Controls (detailed information)
S.2.3
Control of Materials 
S.2.4
Control of Critical Steps and Intermediates
S.2.5
Process Validation and/or Evaluation 
S.2.6
Manufacturing Process Development

S.3
CHARACTERISATION

S.3.2
Impurities


If applicable according to NfG on ASMF

S.4
CONTROL OF DRUG SUBSTANCE

S.4.5
Justification of Specification

If applicable according to NfG on ASMF

CONCLUSION

LIST OF QUESTIONS ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS

Potential serious risks to public health:
Points for clarification:
DAY 120 
ASSESSMENT OF RESPONSES TO THE LIST OF QUESTIONS ON THE RESTRICTED  PART OF THE ASMF 

Potential serious risks to public health

Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
Points for clarification
Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
RMS’S OVERALL CONCLUSIONS ON THE RESTRICTED  PART OF THE ASMF
LIST OF OUTSTANDING QUESTIONS ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 120
Potential serious risks to public health
Points for clarification
DAY 180 
ASSESSMENT OF RESPONSES TO THE LIST OF OUTSTANDING QUESTIONS ON THE RESTRICTED  PART OF THE ASMF 

Potential serious risks to public health

Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
Points for clarification
Question 

Summary of the Applicant’s  Response

Assessment of the Applicant’s response  

Overall Summary and Conclusion
RMS’S OVERALL CONCLUSIONS ON THE RESTRICTED  PART OF THE ASMF
LIST OF OUTSTANDING QUESTIONS ON THE RESTRICTED PART OF THE ASMF AS PROPOSED BY THE RMS ON DAY 180
Potential serious risks to public health
Points for clarification
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