
© 2010 Universitair Ziekenhuis Gent 

Budget impact vs cost effectiveness: 
Implications for  

personalised cancer therapies. 
 

Yolande Lievens, MD, PhD 

Radiation Oncology 

University Hospital Gent 

ESMO Madrid  - September 2014 



   

 

 no conflict of interest 



Annemans, L. (2013) The health(care) system for the future generations.  

The aim of the healthcare policy  
is to maximise the health of the population 

within the limits of the available means  
and within an ethical framework,  

based on values such as fairness and solidarity. 
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Cleemput et al, report 100 KCE, 2009 

< 1*GDP / capita = cost-effective 
> 3*GDP / capita = cost-ineffective 



cost-effectiveness trastuzumab in early stage breast cancer 
 



cost-effectiveness trastuzumab in early stage breast cancer 
 

Huybrechts et al, report 34 KCE, 2006 

ICER: 34,999€ / 16,026€ / 5,994€  

4,160€ - 64,322€   



cost-effectiveness trastuzumab in early stage breast cancer 
 

Huybrechts et al, report 34 KCE, 2006 

ICER: 12,289€  dominated  
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Specificity of test for target population

ICER for treatment targeting 5% or 20% of the patient population  

5% target

20% target

Cost per test  € 300
Incr. cost per treatment € 25000
True positive treated gains 1 QALY
False positive treated loses 0.1 QALY 

Personal communication F. Hulstaert  



  acceptable… 

 and affordable? 
 



OECD Health Statistics 2012 

health care spending as percent of GDP 
 
health care spending as percent of GDP 
 



Ann Barrett et al, BMJ 2008 

“How much will Herceptin really cost?” 
“On the face of it, the answer to our question is simple—Herceptin will cost our trust £2.3m,  
but the real cost lies in the services that will be cut to provide this money.” 



acceptability vs. affordability 

 
 

 

There is growing recognition that  
a comprehensive economic assessment  

of a new health-care intervention  
at the time of launch  

requires both a cost-effectiveness analysis (CEA)      
and a budget impact analysis (BIA). 

Mauskopf et al. Value in Health 



Cleemput et al, Report 183 KCE, 2012 



stage  
FISH 

positive 
Actual 
Chemo 

Chemo  
LVEF ≥55% 

More 
Chemo 

Chemo   
LVEF ≥50% 

More 
Chemo 

T 52 weeks T 52 weeks T 9 weeks T 9 weeks 

stage 1 378 100 
80 

3.25 M€ 
190 

8.26 M€ 
98 

0.85 M€ 
232 

2.82 M€ 

stage 2 546 331 
267 

10.86 M€ 
349 

14.59 M€ 
324 

2.81 M€ 
425 

4.30 M€ 

stage 3 245 179 
144 

5.85 M€ 
169 

6.99 M€ 
175 

1.52 M€ 
205 

1.96 M€ 

 all 1169 610 
491 

19.96 M€ 
708 

29.84 M€ 
597 

5.17 M€ 
862 

9.08 M€ 

Adapted from Huybrecht et al, Report 34 KCE, 2006 

Belgian population data, 2005 



some issues 
many new drugs in the pipeline 

rapidly evolving and highly complex landscape 

smaller numbers of potential recipients 

what is the evidence? 

higher costs of newer drugs 

what ICER benchmark to use? 

allow different prices for different patient groups? 

value-based pricing? 

value-based user charges? 

how to value? 

how to deal the ever growing health care basket? 

… 



 

Which populations do really benefit? 

RCT’s in small and highly selected population? 

The drug and its companion diagnostic  

 Effectiveness? Value? Timing? 

Longer survival versus less side-effects and better QOL 

New RCT’s without cross-over? 

New approaches for trial design? 
 Bayesian adaptive trials, modelling      

How to meet the evidence needs of reimbursement authorities? 
 Supplementary support by observational cohorts? 
 Post-authorization data?  

RCT’s: time for a paradigm change? 
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development RCT unethical? 
Widespread use still avoidable?  
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similar issues for radiotherapy 

many new technologies in the pipeline 

rapidly evolving and highly complex landscape 

smaller numbers of potential recipients 

what is the evidence?  

higher costs of newer technologies 

what ICER benchmark to use? 

allow different prices for different patient groups? 

value-based pricing? 

value based user charges? 

how to value?  

how to deal the ever growing health care basket? 

… 



reimbursement for SBRT ? 
 

what is  

 the (level 1) evidence? 

 the cost? 

 the value for money? 

 the budgetary impact? 



coverage with evidence development 

Innovative radiotherapy  techniques 
 

Define the indications 

Define the costs to be covered 

Define the evidence generation 
 

Evidence generation and follow-up 

 In close collaboration  
    with the radiotherapy departments 

NIHDI 

KCE 

CR 



Technique Cancer Indication Safety monitoring 

(clinical trial ) 

APBI Breast (low risk group only) No** 

APBI Breast (medium risk) Yes 

Intraoperative boost Breast  No** 

SBRT Lung No 

SBRT Prostate Yes 

SBRT Renal Yes 

SBRT Pancreatic Yes 

SBRT Head & Neck Yes 

SBRT Primary Hepatic Yes 

SBRT Hepatic Metastases No 

SBRT Spinal and paraspinal  No 

SBRT Oligometastases (other) Yes 

SBRT Lung Metastases No 

SBRT Lymph Node Metastases Yes 



Hulstaert et al, Rapport 198 KCE 2013 
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Hulstaert et al, Report 198 KCE 2013 

average cost SBRT: 6,221€ 



4-year provisional financing of SBRT 

prospective evaluation 

real-life setting 
 

Which departments? 

Which indications? 

Which technology? 

What standards of care? 

What outcome? 

What budget? 
 



 

the sky is not the limit 
cost-effectiveness is not enough 
budget impact is equally relevant 

many unsolved issues 
focus on evidence and value 

provisional reimbursement models 
 


