
https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/guidance/indevelopment/gid-ta10410/documents
https://www.nice.org.uk/guidance/indevelopment/gid-ta10410/documents


https://www.nice.org.uk/terms-and-conditions
http://www.nice.org.uk/article/pmg19/chapter/Foreword


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/guidance/indevelopment/gid-ta10410/documents


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/guidance/cg137


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions


https://www.nice.org.uk/terms-and-conditions
https://www.nice.org.uk/Get-Involved/Meetings-in-public/Technology-appraisal-Committee/Committee-B-Members
https://www.nice.org.uk/get-involved/meetings-in-public/technology-appraisal-committee

	NATIONAL INSTITUTE FOR HEALTH AND CARE EXCELLENCE
	Appraisal consultation document
	ï¿½ï¿½�C�a�n�n�a�b�i�d�i�o�l� �w�i�t�h� �c�l�o�b�a�z�a�m� �f�o�r� �t�r�e�a�t�i�n�g� �s�e�i�z�u�r�e�s� �a�s�s�o�c�i�a�t�e�d� �w�i�t�h� �L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e
	1 Recommendations
	2 Information about cannabidiol
	3 Committee discussion
	Disease background
	ï¿½ï¿½�L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e� �s�e�v�e�r�e�l�y� �a�f�f�e�c�t�s� �t�h�e� �q�u�a�l�i�t�y� �o�f� �l�i�f�e� �o�f� �p�a�t�i�e�n�t�s�,� �c�a�r�e�r�s� �a�n�d� �t�h�e�i�r� �f�a�m�i�l�i�e�s

	Current treatments
	ï¿½ï¿½�P�e�o�p�l�e� �w�i�t�h� �L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e� �a�n�d� �t�h�e�i�r� �c�a�r�e�r�s� �w�o�u�l�d� �v�a�l�u�e� �a� �n�e�w� �t�r�e�a�t�m�e�n�t� �o�p�t�i�o�n

	Cannabidiol and its positioning in the treatment pathway
	ï¿½ï¿½�T�h�e� �c�o�m�p�a�n�y ˇ�s� �p�o�s�i�t�i�o�n�i�n�g� �o�f� �c�a�n�n�a�b�i�d�i�o�l� �w�i�t�h� �c�l�o�b�a�z�a�m� �i�n� �t�h�e� �t�r�e�a�t�m�e�n�t� �p�a�t�h�w�a�y� �i�s� �a�p�p�r�o�p�r�i�a�t�e

	Clinical-effectiveness evidence
	The committee has not seen data to assess whether the patients in the clinical trials reflect those who would have cannabidiol in the NHS
	Cannabidiol with clobazam reduces seizure frequency, but long-term efficacy is uncertain

	Adverse events
	Cannabidiol is associated with adverse events that are manageable

	Stopping treatment
	ï¿½ï¿½�C�o�m�p�a�n�y ˇ�s� �e�c�o�n�o�m�i�c� �m�o�d�e�l
	ï¿½ï¿½�T�h�e� �h�e�a�l�t�h� �s�t�a�t�e�s� �i�n� �t�h�e� �c�o�m�p�a�n�y ˇ�s� �m�o�d�e�l� �d�o� �n�o�t� �a�d�e�q�u�a�t�e�l�y� �r�e�p�r�e�s�e�n�t� �L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e
	ï¿½ï¿½�T�h�e� �c�o�m�p�a�n�y ˇ�s� �a�p�p�r�o�a�c�h� �t�o� �c�a�p�t�u�r�i�n�g� �t�h�e� �b�e�n�e�f�i�t� �o�f� �s�e�i�z�u�r�e�-�f�r�e�e� �d�a�y�s� �i�n�c�r�e�a�s�e�s� �t�h�e� �c�o�m�p�l�e�x�i�t�y� �o�f� �t�h�e� �m�o�d�e�l
	The usual care arm should be modelled in the same way as the cannabidiol arm
	ï¿½ï¿½�T�h�e� �r�e�s�u�l�t�s� �f�r�o�m� �t�h�e� �c�o�m�p�a�n�y ˇ�s� �m�o�d�e�l� �a�r�e� �n�o�t� �v�a�l�i�d

	Assumptions in the economic model
	The mean weight from the clinical trials should be used to model the weight-based dose of cannabidiol
	The placebo data from the clinical trials should not be combined in the model
	ï¿½ï¿½�T�h�e� �c�o�m�p�a�n�y ˇ�s� �a�p�p�r�o�a�c�h� �d�o�e�s� �n�o�t� �a�p�p�r�o�p�r�i�a�t�e�l�y� �a�c�c�o�u�n�t� �f�o�r� �t�h�e� �l�a�c�k� �o�f� �c�o�m�p�a�r�a�t�o�r� �a�r�m� �i�n� �t�h�e� �o�p�e�n�-�l�a�b�e�l� �e�x�t�e�n�s�i�o�n� �s�t�u�d�y
	The effectiveness of cannabidiol is likely to diminish over time
	The model may underestimate the mortality of people who are free from drop seizures

	Costs in the economic model
	The company should model the costs of increasing the dose of cannabidiol

	Modelling adverse events
	The company should include the effect of adverse events on quality of life in the model

	Utility values in the economic model
	ï¿½ï¿½�T�h�e� �u�t�i�l�i�t�y� �v�a�l�u�e�s� �f�r�o�m� �t�h�e� �c�o�m�p�a�n�y ˇ�s� �v�i�g�n�e�t�t�e� �s�t�u�d�y� �d�o� �n�o�t� �a�c�c�u�r�a�t�e�l�y� �r�e�f�l�e�c�t� �t�h�e� �h�e�a�l�t�h�-�r�e�l�a�t�e�d� �q�u�a�l�i�t�y� �o�f� �l�i�f�e� �o�f� �p�e�o�p�l�e� �w�i�t�h� �L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e
	ï¿½ï¿½�I�t� �i�s� �a�p�p�r�o�p�r�i�a�t�e� �t�o� �i�n�c�l�u�d�e� �t�h�e� �e�f�f�e�c�t� �o�n� �c�a�r�e�r�s ˇ� �q�u�a�l�i�t�y� �o�f� �l�i�f�e� �i�n� �t�h�e� �m�o�d�e�l�,� �b�u�t� �t�h�e� �c�o�m�p�a�n�y ˇ�s� �u�t�i�l�i�t�y� �v�a�l�u�e�s� �m�a�y� �n�o�t� �a�c�c�u�r�a�t�e�l�y� �r�e�f�l�e�c�t� �t�h�i�s
	ï¿½ï¿½�T�h�e� �c�o�m�p�a�n�y ˇ�s� �a�p�p�r�o�a�c�h� �t�o� �m�o�d�e�l�l�i�n�g� �c�a�r�e�r�s ˇ� �q�u�a�l�i�t�y� �o�f� �l�i�f�e� �m�a�y� �o�v�e�r�e�s�t�i�m�a�t�e� �t�h�e� �e�f�f�e�c�t� �o�f� �c�a�r�i�n�g� �f�o�r� �s�o�m�e�o�n�e� �w�i�t�h� �L�e�n�n�o�x ��G�a�s�t�a�u�t� �s�y�n�d�r�o�m�e

	Cost-effectiveness results
	ï¿½ï¿½�N�e�i�t�h�e�r� �t�h�e� �c�o�m�p�a�n�y ˇ�s� �b�a�s�e�-�c�a�s�e� �a�n�a�l�y�s�i�s� �n�o�r� �t�h�e� �E�R�G ˇ�s� �s�c�e�n�a�r�i�o�s� �g�i�v�e� �a�n� �a�c�c�u�r�a�t�e� �r�e�f�l�e�c�t�i�o�n� �o�f� �t�h�e� �c�o�s�t� �e�f�f�e�c�t�i�v�e�n�e�s�s� �o�f� �c�a�n�n�a�b�i�d�i�o�l
	The committee would like to see a model that incorporates its preferred assumptions

	Other factors
	Cannabidiol does not meet the criteria for an innovative treatment but there are benefits that are not captured in the model


	4 Proposed date for review of guidance
	5 Appraisal committee members and NICE project team
	Appraisal committee members
	NICE project team


