













	Assessment report as adopted by the CVMP with all information of a commercially confidential nature deleted
	Introduction
	Submission of the variation application
	Scope of the variation
	Changes to the dossier held by the European Medicines Agency
	Scientific advice
	MUMS/limited market status

	Scientific Overview
	Onset of immunity

	Benefit-risk assessment of the proposed change
	Benefit assessment
	Direct therapeutic benefit
	Additional benefits

	Risk assessment
	Quality:
	Safety:

	Risk management or mitigation measures
	Evaluation of the benefit-risk balance

	Conclusion

