Supplementary Table 1. Annual costs therapy per patient
	
	Cost 

	Belimumab 
	

	Cost per vial (mg 120)
	€131.96

	Cost per vial (mg 400)
	€439.88

	Cost for infusion
	€11.62

	Cost for maintenance cost
	€835.76

	Annual total cost (first year)
	€11,863,32 

	Annual total cost (following years)
	€11,015.94 

	NSAIDs (ketoprofen)
	

	Cost per package

Annual total cost
	€11.22

€146.26

	Corticosteroids (prednisone)
	

	Cost per package
	€1.49

	Bone densitometry (1)
	€43.38

	Ophthalmological visit (1)
	€20.66

	Glycemia (1)
	€4.75

	Lipid test (1)
	€2.43

	Annual total cost
	€152.80

	Antimalarials (hydroxychloroquine)
	

	Cost per package
	€5.28

	Ophthalmological visit (1)
	€20.66

	Annual total cost
	€174.84

	Immunosuppressants (azathioprine)
	

	Cost per package
	€14.64

	Complete blood count (4)
	€3.20

	Hepatic enzymes (4)
	€1.24

	Annual total cost
	€381.12

	Immunosuppressants (mycophenolate mofetil)
	

	Cost per package
	€114.07

	Complete blood count (4)
	€3.20

	Hepatic enzymes (4)
	€1.24

	Annual total cost
	€3,348.60

	Biologics (rituximab)
	

	Cost per vial
	€1.318.33

	Cost per dose
	€2.637

	Hepatitis test (1)
	€14.31

	Immunoglobulin test (1)
	€16.37

	Lymphocyte test (3)
	€17.09

	Infusion in Day Hospital 
	€138.15

	Annual total cost
	€11,263.04


Note: the table presents the costs related to the laboratory tests for each pharmacological treatment. In brackets the number of exams.
Supplementary Table 2. Number of patients (%) per standard treatments and belimumab
	
	Year 0
	Year 1
	Year 2
	Year 3

	Drugs
	% on tot patients
	Num of patients
	% on tot patients
	Num of patients
	% on tot patients
	Num of patients
	% on tot patients
	Num of patients

	Belimumab
	0.00%
	0
	10.00%
	507
	33.50%
	1,661
	49.30%
	2,312

	NSAIDs
	10.50%
	554
	10.50%
	559
	10.50%
	565
	10.50%
	570

	Corticosteroids
	94.70%
	4,993
	94.70%
	5,043
	94.70%
	5,094
	94.70%
	5,145

	Antimalarials
	68.40%
	3,607
	68.40%
	3,643
	68.40%
	3,679
	68.40%
	3,716

	Immunosuppressive (80% azathioprine)
	69.40%
	3,661
	69.40%
	3,698
	69.40%
	3,735
	69.40%
	3,772

	Immunosuppressive

(20% mycop mofetil)
	17.40%
	915
	17.40%
	925
	17.40%
	934
	17.40%
	943

	Rituximab
	5.32%
	281
	4.79%
	255
	3.54%
	190
	2.70%
	147

	Total of patients
	5273
	5326
	5379
	5433


Supplementary Table 3. Number of severe and non severe flares
	
	Year 0
	Year 1
	Year 2
	Year 3

	Severe flares 

(without belimumab)
	3,322
	3,355
	3,389
	3,422

	Severe flares 

(with belimumab)
	3,322
	3,236
	2,984
	2,836

	Difference in severe flares 
	0
	-119
	-405
	-586

	Non severe flares 

(without belimumab)
	14,131
	14,272
	14,415
	14,559

	Non severe flares 

(with belimumab)
	14,131
	13,882
	13,091
	12,642

	Difference in non severe flares
	0
	-390
	-1,324
	-1,917


Supplementary Table 4. Budget impact related to belimumab introduction

	
	Year 0
	Year 1
	Year 2
	Year 3

	Difference in cost for the treatment (SocB – SoC)
	€0
	€5,107,173
	€16,886,435
	€23,680,003

	Difference in cost for flares 

(flare SocB – flare SoC)
	€0
	€-670,681
	€-2,275,094
	€-3,292,775

	Incremental budget impact
	€0
	€4,436,492
	€14,611,342
	€20,387,228

	SoC, Standard of care

SocB, Standard of care + belimumab


Supplementary Table 5. Parameters’ range in the univariate sensitivity analysis

	Parameter 
	Min
	Max
	Source related range of variation

	Prevalence of PSLE
	0.022%
	0.071%
	Davidson et al. 2012 – sud EU (29)

	Average weight
	54
	82
	±20% base case (68 kg)

	% patients with active disease
	41.4%
	75.5%
	Nickpour et al. 2009 (31) and Zen et al. 2012 (32)

	% patients discontinuing belimumab after 6 months
	6.7%
	26.2%
	BLISS 52 and BLISS 76 pooled analysis

	Belimumab market share (year 3)
	39.44%
	59.16%
	±20% base case(49.3%)

	Incidence of severe flares in St per patient per year
	0.50
	0.76
	±20% base case (0.63)

	Belimumab market share (year 2)
	26.80%
	40.20%
	±20% base case (33.5%)

	Incidence of severe flares in SocB per patient per year
	0.30
	0.44
	±20% base case (0.37)

	Severe flares costs
	3,432€
	5,148€
	±20% base case (4,290 €)

	Incidence of nonsevere flares in SoC per patient per year
	2.14
	3.22
	±20% base case (2.68)

	Belimumab market share (year 1)
	12.16%
	18.24%
	±20% base case (15.20%)

	PSLE, Patients with SLE diagnosis

SoC, Standard of care

SocB, Standard of care + belimumab
	
	
	


Supplementary Table 6. Incremental budget impact: alternative scenarios
	Scenario: treatment onset during the year

	
	Year 0
	Year 1
	Year 2
	Year 3

	Difference in cost for the treatment (SocB – SoC)
	€0
	€3,057,024
	€12,728,796
	€17,622,467

	Difference in cost for flares (flare SocB – flare SoC)
	€0
	€-400,788
	€-1,705,224
	€-2,449,682

	Incremental budget impact
	€0
	€2,656,235
	€11,023,572
	€15,172,785

	Scenario: no change of rituximab market share

	Difference in cost for the treatment (SocB – SoC)
	€0
	€5,395,938
	€17,626,978
	€24,588,736

	Difference in cost for flares (flare SoCB – flare SoC)
	€0
	€-667,286
	€-2,246,246
	€-3,246,128

	Incremental budget impact
	€0
	€4,728,652
	€15,380,732
	€21,342,608

	Scenario: without waste

	Difference in cost for the treatment (SocB – SoC)
	€0
	€4,543,743
	€15,020,947
	€21,054,589

	Difference in cost for flares (flare SocB – flare SoC)
	€0
	€-670,681
	€-2,275,094
	€-3,292,775

	Incremental budget impact
	€0
	€3,873,062
	€12,745,853
	€17,761,814


