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List of abbreviations

Assessment of the responses to questions of RMS and CMS
Quality aspects

NB: The assessment of the drug substance in this AR should only address responses to questions concerning additional information provided by the applicant, which is not included in the ASMF. In case a full Module 3.2.S for the Active Substance is provided by the applicant, assessment of responses to questions regarding the active substance should be included in this AR.

The assessment of the responses to questions on the Applicant’s Part and Restricted Part of the ASMF can be found in the separate AR on the ASMF.

RMS Major Objections/CMS Potential Serious Risks to Public Health

Drug substance (related to additional data provided by applicant only)
Question 

Summary of the applicant’s response:
Assessment of the applicant’s response 
Overall summary and conclusion

Point <partly><not> resolved. 
Drug product

Question 

Summary of the applicant’s response:
Assessment of the applicant’s response 
Overall summary and conclusion

Point <partly><not> resolved. 
 Other concerns
Drug substance (related to additional data provided by applicant only)
Question 

Summary of the applicant’s response

Assessment of the applicant’s response 
Overall summary and conclusion

Point <partly><not> resolved. 
Drug product

Question 

Summary of the applicant’s response

Assessment of the applicant’s response 
Overall summary and conclusion

Point <partly><not> resolved. 
RMS’s overall conclusion on quality 

List of questions as proposed by the RMS
Major Objections

Drug Substance (related to additional data provided by applicant only)

Note: In case the ASMF procedure is used the following should be stated in case major objections are being raised on the restricted part of the ASMF:

For major objections on the restricted part of the ASMF see separate AR on the ASMF

Drug Substance (applicant’s part as provided by ASMF holder)

Note: Reference should be made to the separate AR on the ASMF as well

Drug Product

Other concerns

Drug Substance (related to additional data provided by applicant only)

Note: In case the ASMF procedure is used the following should be stated in case other concerns are being raised on the restricted part of the ASMF:

For other concerns on the restricted part of the ASMF see separate AR on the ASMF.

Drug Substance (applicant’s part as provided by ASMF holder)

Note: Reference should be made to the separate AR on the ASMF as well

Drug Product

Annex 1. Drug substance specification

Include if updated or 

Not applicable since no updated specification has been provided in the response document.

Annex 2. Drug product specification

Include if updated or 

Not applicable since no updated specification has been provided in the response document.
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