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Source: company submission section B.1.3.1; NICE final scope
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Source: company submission figure 2
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Source: Submissions from Breast Cancer Now and Breast Cancer 
Care
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Source: Submissions from clinical experts
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Source: company submission B.1.2; summary of product 
characteristics.
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Source: company submission B.1.1

Notes:

• There are 2 appraisals for abemaciclib

• People with untreated advanced HR+/HER2− breast cancer 
(ID1227)

• People with advanced HR+/HER2− breast cancer that has 
progressed on or after endocrine therapy (ID1339 – this 
appraisal)
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Source: company submission B.1.1, B1.3.3 page 23, response to 
clarification A3b
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Source: ERG report section 2.2.2, 3.1 
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Source: company submission B.2.3

Notes

- 142 centres across 19 countries, including Australia, Belgium, 
Canada, Denmark, Finland, France, Germany, Italy, Japan, 
Republic of Korea, Mexico, Poland, Puerto Rica, Romania, Russia, 
Spain, Switzerland, Taiwan and United States of America

- Patients were not permitted to switch treatment groups

- If either abemaciclib or placebo was discontinued, patients were 
permitted to continue receiving fulvestrant. If fulvestrant
required discontinuation, patients were permitted to continue 
receiving abemaciclib or placebo
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Source: company submission table 6
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Source: company submission figure 4
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Source: company submission B.2.6.2, figure 7
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Source: company submission B.2.6.3, table 12; ERG report 4.3.3
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Source: company submission figure 8
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Source: company submission B.2.6.7
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Source: company submission table 19
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Source: ERG report sections 4.2, 4.3.2, 4.3.5
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Source: company submission appendix D table 19
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Source: company submission figures 9 and 10

Notes:

- ABE+FUL, abemaciclib + fulvestrant

- EXE+EVE, exemestane + everolimus

- FUL 500, fulvestrant 500mg

- FUL 250, fulvestrant 250mg

- EXE, exemestane
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Source: company submission table 16
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Source: ERG report section 4.4

24

National Institute for Health and Care Excellence
Pre-meeting briefing – abemaciclib with fulvestrant for treating advanced hormone 
receptor-positive, HER2-negative breast cancer after endocrine therapy
Issue date: December 2018



CONFIDENTIAL

25

National Institute for Health and Care Excellence
Pre-meeting briefing – abemaciclib with fulvestrant for treating advanced hormone 
receptor-positive, HER2-negative breast cancer after endocrine therapy
Issue date: December 2018



Source: company response to clarification question A3b
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Source: company response to clarification question A3, A4

27

National Institute for Health and Care Excellence
Pre-meeting briefing – abemaciclib with fulvestrant for treating advanced hormone 
receptor-positive, HER2-negative breast cancer after endocrine therapy
Issue date: December 2018



Source: ERG report section 4.4, 4.4.3
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Source: ERG report 4.6.1, figure 19, figure 22
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Source: company submission figure 13
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Source: company submission figures 16 and 17
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Source: company submission figures 21 and 22
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Source: company submission B.3.3.4, tables 26 and 27; B.3.3.5, 
tables 28 and 29; ERG report 5.4.5
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Source: company submission figure 19
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Source: company submission figure 24
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Source: company submission figures 26 and 27
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Source: company submission B.3.2.2, B.3.4

Notes:

- The utility value from Lloyd (2006) was used for post-progression 
survival in the appraisals for palbociclib (TA495), ribociclib (TA496) 
and abemaciclib+aromatase inhibitor (ID1227)
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Source: company submission B.3.5.3
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Source: ERG report 5.4.3, 5.4.4
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Source: ERG report 5.4.3, 5.4.5

42

National Institute for Health and Care Excellence
Pre-meeting briefing – abemaciclib with fulvestrant for treating advanced hormone 
receptor-positive, HER2-negative breast cancer after endocrine therapy
Issue date: December 2018



Source: ERG report 5.4.5.5; figure F, G
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Source: ERG report 5.4.5.5; figure I
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Source: ERG report 5.4.8
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Source: ERG report section 5.4.9
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Source: company’s response to clarification table 0
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Source: ERG report section 6.2
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Source: ERG report table 55
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Source: ERG report table 55
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Source: ERG report table 55
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Source: ERG report table 56
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Source: ERG report table 57
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