
https://www.nice.org.uk/terms-and-conditions#notice-of-rights






































































































https://www.ema.europa.eu/en/documents/product-information/finlee-epar-product-information_en.pdf
https://www.ema.europa.eu/en/documents/product-information/spexotras-epar-product-information_en.pdf



	Main deck
	Slide 1: Dabrafenib with trametinib for treating BRAF V600E mutation-positive glioma in children and young people aged 1 to 17
	Slide 2: Dabrafenib with trametinib for treating BRAF V600E mutation-positive glioma in children and young people aged 1 to 17
	Slide 3: Background on BRAF V600E mutation-positive glioma 
	Slide 4: Patient and clinical perspectives
	Slide 5: Equality considerations
	ï¿½ï¿½�S�l�i�d�e� �6�:� �T�r�e�a�t�m�e�n�t� �p�a�t�h�w�a�y�  �� �c�o�m�p�a�n�y� �s�u�b�m�i�s�s�i�o�n
	ï¿½ï¿½�S�l�i�d�e� �7�:� �D�a�b�r�a�f�e�n�i�b� �(�F�i�n�l�e�e�ï¿½�)� �p�l�u�s� �t�r�a�m�e�t�i�n�i�b� �(�S�p�e�x�o�t�r�a�s�ï¿½�)�,� �N�o�v�a�r�t�i�s
	Slide 8: Key issues for discussion
	Slide 9: Key issue: Missing comparator in the LGG population
	Slide 10: Dabrafenib with trametinib for treating BRAF V600E mutation-positive glioma in children and young people aged 1 to 17
	Slide 11: Key clinical trial: TADPOLE
	Slide 12: Key issue: In the LGG population, the evidence for D+T is limited to use as a 1L systemic therapy
	ï¿½ï¿½�S�l�i�d�e� �1�3�:� �C�l�i�n�i�c�a�l� �t�r�i�a�l� �r�e�s�u�l�t�s�  �� �L�G�G
	ï¿½ï¿½�S�l�i�d�e� �1�4�:� �C�l�i�n�i�c�a�l� �t�r�i�a�l� �r�e�s�u�l�t�s�  �� �H�G�G
	ï¿½ï¿½�S�l�i�d�e� �1�5�:� �K�e�y� �i�s�s�u�e�:� �I�n�d�i�r�e�c�t� �t�r�e�a�t�m�e�n�t� �c�o�m�p�a�r�i�s�o�n� �(�I�T�C�)�  �� �H�G�G
	Slide 16: Dabrafenib with trametinib for treating BRAF V600E mutation-positive glioma in children and young people aged 1 to 17
	Slide 17: Key issue: Assumptions for progression (1)
	ï¿½ï¿½�S�l�i�d�e� �1�8�:� �K�e�y� �i�s�s�u�e�:� �A�s�s�u�m�p�t�i�o�n�s� �f�o�r� �p�r�o�g�r�e�s�s�i�o�n�  �� �L�G�G� �(�2�)
	ï¿½ï¿½�S�l�i�d�e� �1�9�:� �K�e�y� �i�s�s�u�e�:� �A�s�s�u�m�p�t�i�o�n�s� �f�o�r� �p�r�o�g�r�e�s�s�i�o�n�  �� �L�G�G� �(�3�)
	ï¿½ï¿½�S�l�i�d�e� �2�0�:� �K�e�y� �i�s�s�u�e�:� �A�s�s�u�m�p�t�i�o�n�s� �f�o�r� �p�r�o�g�r�e�s�s�i�o�n�  �� �H�G�G� �(�4�)
	ï¿½ï¿½�S�l�i�d�e� �2�1�:� �K�e�y� �i�s�s�u�e�:� �A�s�s�u�m�p�t�i�o�n�s� �f�o�r� �p�r�o�g�r�e�s�s�i�o�n�  �� �H�G�G� �(�5�)
	ï¿½ï¿½�S�l�i�d�e� �2�2�:� �K�e�y� �i�s�s�u�e�:� �A�s�s�u�m�p�t�i�o�n�s� �f�o�r� �p�r�o�g�r�e�s�s�i�o�n�  �� �H�G�G� �(�6�)
	Slide 23: Key issue: Adult utilities used for children
	Slide 24: Key issue: Treatment duration
	Slide 25: QALY weightings for severity 
	ï¿½ï¿½�S�l�i�d�e� �2�6�:� �C�o�m�p�a�n�y� �b�a�s�e� �c�a�s�e� �r�e�s�u�l�t�s�  �� �L�G�G� 
	ï¿½ï¿½�S�l�i�d�e� �2�7�:� �C�o�m�p�a�n�y� �d�e�t�e�r�m�i�n�i�s�t�i�c� �s�c�e�n�a�r�i�o� �a�n�a�l�y�s�i�s�  �� �L�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �2�8�:� �E�A�G� �b�a�s�e� �c�a�s�e� �r�e�s�u�l�t�s�  �� �L�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �2�9�:� �E�A�G� �d�e�t�e�r�m�i�n�i�s�t�i�c� �s�c�e�n�a�r�i�o� �a�n�a�l�y�s�i�s�  �� �L�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �3�0�:� �C�o�m�p�a�n�y� �b�a�s�e� �c�a�s�e� �r�e�s�u�l�t�s�  �� �H�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �3�1�:� �C�o�m�p�a�n�y� �d�e�t�e�r�m�i�n�i�s�t�i�c� �s�c�e�n�a�r�i�o� �a�n�a�l�y�s�i�s�  �� �H�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �3�2�:� �E�A�G� �b�a�s�e� �c�a�s�e� �r�e�s�u�l�t�s�  �� �H�G�G�*� 
	ï¿½ï¿½�S�l�i�d�e� �3�3�:� �E�A�G� �d�e�t�e�r�m�i�n�i�s�t�i�c� �s�c�e�n�a�r�i�o� �a�n�a�l�y�s�i�s�  �� �H�G�G�*� 
	Slide 34: Dabrafenib with trametinib for treating BRAF V600E mutation-positive glioma in children and young people aged 1 to 17
	Slide 35: Key issues for discussion
	Slide 36: Committee decision making slide

	S1 Background
	Slide 37
	Slide 38: Patient perspectives
	Slide 39: Clinical perspectives  
	Slide 40: Decision problem
	Slide 41: Key issue: The populations included in the appraisal

	S2: Clinical
	ï¿½ï¿½�S�l�i�d�e� �4�2�:� �T�A�D�P�O�L�E�  �� �d�e�m�o�g�r�a�p�h�i�c�s
	ï¿½ï¿½�S�l�i�d�e� �4�3�:� �T�A�D�P�O�L�E�  �� �d�i�s�e�a�s�e� �c�h�a�r�a�c�t�e�r�i�s�t�i�c�s
	Slide 44: LGG: investigator and independent review TADPOLE PFS KM curves
	Slide 45: HGG: investigator and independent review TADPOLE PFS KM curves
	ï¿½ï¿½�S�l�i�d�e� �4�6�:� �K�e�y� �i�s�s�u�e�:� �I�n�d�i�r�e�c�t� �t�r�e�a�t�m�e�n�t� �c�o�m�p�a�r�i�s�o�n� �(�I�T�C�)�  �� �H�G�G
	ï¿½ï¿½�S�l�i�d�e� �4�7�:� �K�e�y� �i�s�s�u�e�:� �I�n�d�i�r�e�c�t� �t�r�e�a�t�m�e�n�t� �c�o�m�p�a�r�i�s�o�n� �(�I�T�C�)�  �� �H�G�G
	Slide 48: HGG PFS ITCs

	S3: Cost
	ï¿½ï¿½�S�l�i�d�e� �4�9�:� �C�o�m�p�a�n�y ˇ�s� �m�o�d�e�l� �o�v�e�r�v�i�e�w� 
	Slide 50: Company survival extrapolation predictions
	Slide 51: Side-by-side PFS extrapolation predictions
	Slide 52: D+T SmPC wording on duration
	Slide 53: QALY weightings for severity


