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PRICE REGLUATION WITH BENEFIT CATEGORIES?  

Price setting in a free market is the result of individual benefit assessment 
and willingness to pay. Let us take the example for a basic need to fly from A 
to B. Additional benefits are e.g.: non-stop, flight schedules and travelling 
times or seat pitch. The passenger values the additional cost/benefit-ratio, 
decides for his service package and finally makes an emotional decision 
among identical offers. As soon as there is some form of monopoly as e.g. the 
flight form Zurich to Brussels – the cost/benefit ratio is severely disturbed. 
Of course health care is different but a least three items are similar: the price 

depends on similar 
market offers, a mo-
nopoly leads to higher 
prices and the final 
decision has an emo-
tional component. As 
we can see in figure 1 
the German G-BA is 
granting a broader 
range of benefits than 
the scientific judg-
ment by IQWIG. Alt-

hough more than 60% of the early benefit assessments do not show any addi-
tional clinical benefit, pharmaceutical sales in Germany have not collapsed 
but enjoy annual growth rates between 2-4% since 2011. (AVR, 2014). This 
raises the question how benefit categories have affected target prices in the 
view of the pharmaceutical industry, the authorities and the payers?  

For all products with an additional clinical benefit the price         
reduction was around 20% - independent oft the benefit category.  

What a surprise: whether a considerable, a minor or a not quantifiable addi-
tional clinical benefit, the pharmaceutical industry had to reduce its launch 
prices by around 20% to satisfy the German Statutory Health Insurance 
(SHI). For products without any additional clinical benefit the price reduc-
tion was around 30% (AVR, 2014). This raises the question if the scientific 
benefit assessment meets its purpose or if the benefit assessment 
is just a tool to align German and international prices. On the other 
hand it is also possible that the pharmaceutical industry is classifying its 
product benefits 20-30% higher for all categories. The ultimate goal would 
be to establish a clear link between additional benefit and price which would 
be valid for both the pharmaceutical industry and the payers. Unfortunately 
such a link is hardly noticeable (Paris, 2013). 
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THE PATH IS THE GOAL   

A new medicine must 
prove its additional clini-
cal benefit against an ade-
quate comparator to profit 
from an innovation pre-
mium.  

A link between the degree 
of innovation and a price 
premium has hardly been 
seen on an international 
level. Transparency in de-
cision making should be 
established by clear and 
comprehensible criteria.  

Incentives for sustainable 
innovation with greater 
planning certainty would 
be the result. 

And how will we get there?  

(Read more … 
on the next page column) 

Figure 1: German Benefit Assessment 2011 - 2013 
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IS IT ONLY THE CLINICAL BENEFIT THAT MATTERS? 
 

Today, Germany and 
France are solely using 
clinical evidence to allo-
cate medicines to bene-
fit categories. However, 
this seems to be a ra-
ther suboptimal situa-
tion as France is con-
sidering a medico-eco-
nomic assessment for 
medicines with a high 

value and a large budget impact (Index Thérapeutique Relatif (ITR); Ré-
muzat 2013). It’s obvious - an additional medical benefit which is clini-
cally meaningful has top priority. However, also non-clinical properties 
determine total product value (Figure 2). Therefore societal benefits and 
economic consequences should be considered in addition. Let’s keep in 
mind Sovaldi® to treat chronic hepatitis C; an exceptionally high added 
medicinal value which on top is representing an economically sound 
health care investment (Saab, 2014). Nevertheless the practical use has to 
be limited as financing has reached the limit of public affordability. 
 
 

CATEGORIES, CONTINUOUS SCALE OR SCORE? 

Another concern of benefit categories is their allocation to discrete levels. 
Normally, each medical product is associated with a number of uncertain-
ties related to the clinical benefits and the way stakeholders judge value. 
The result is that a new product may often be placed between two benefit 
categories and the final classification is just driven by chance (Figure 3).  

Too bad - if a potentially best-selling product is                     
downsized one benefit category only by chance!  

One time you win and one time you lose. Too bad if a potentially best-sell-
ing product is losing one benefit level just by chance. Such fine-tuning be-
tween two benefit categories could be considered problematic (Towse, 

2013). This is especially 
true if strict criteria are 
used e.g. relative risk re-
duction (see Höhle-
Pasques, 2014). A linear 
or continuous method to 
assess benefits would 
avoid such risks. MCDA 
or Decision Trees are 
feasible ways to establish 
a suitable score. For a 

MCDA the following criteria could be valid: treatment options, survival 
prognosis, morbidity and extend of disability, social impact of disease, 
product’s degree of innovation, evidence of clinical outcome, treatment 

 
Opinion column 
Switzerland was pioneering 
benefit categories twenty 
years ago (Art. 31 KLV). In 
contrast, Germany started its 
early benefit assessment 
(AMNOG) only in 2011.  

However, at least three as-
pects can be criticized regard-
ing the Swiss system: 

1. There is a lack of transpar-
ency how new medicines are 
allocated to benefit catego-
ries.  

2. Only 2 of 5 benefit categories 
cover additional medical  
benefits; this is too little dif-
ferentiation.  

3. Grounds for refusal are domi-
nated by pricing issues (dP). 

Comprehensible assessment 
criteria based on additional 
medical or economic benefits 
are needed for pricing and re-
imbursement. 

Such criteria’s could be: 

• Clinical outcome  
e.g. RR-Reduction 

• Level of Evidence 
 (e.g. RCT, Grade, H2H) 

• Cost/Benefit (ICER) 

• Relevance for patients 

• Burden of disease 

• Contribution to society 

• Incentive for innovation  

There are two fundamental 
questions:  

1. Do we limit our assessment 
to clinical criteria or do we 
consider societal benefits as 
well? 

2. How do we weight criteria? 
 

(Read more … 
on the next page column) 

 

Figure 2: Benefit categories 

Figure 3: Uncertainty with benefit classification 
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safety and social impact of treatment (Sussex, 2013) or: Cost/effective-
ness ratio, equity, innovation, patient compliance and quality of evidence 
(Thokala, 2012). The Decision Tree method makes it possible to build 
main categories (e.g. Burden of Illness, Therapeutic Impact, Innovation 
Level, and Socioeconomic Impact) which can be divided into sub-catego-
ries (Kanavos, 2013). Criteria definitions and weighting will be the result 
of a Multi-Stakeholder-Process. 

A score can hardly be applied to all cases and a scoring       
systems may provide users with a false sense of precision.  

It doesn’t matter which criteria, assessment and weighting are used – at 
the end a scoring system may provide a false sense of precision (see Caro, 
2014). Whether benefit categories or a linear score – there will always be 
cases which will hardly fit to the selected system. It is of utmost im-
portance that a fair, transparent and comprehensible benefit assessment 
is in place with clear criteria and weights. However, at the end it is all 
about how to value and judge the entire product. Decision making should 
consider both scientific and social evidence (Rawlins, 2014).   
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Disclaimer 
This Newsletter contains figures, examples and references for the only purpose of illustrating current is-
sues and trends. They are the result of selective research and do not claim to be complete or exhaustive. 
pharmaLevers GmbH has created this Newsletter independently from publicly accessible sources.     

 

 
A lot of Swiss experts prefer to 
see a score as it is the case for 
off label use e.g.  Art. 71a & 
71b KVV.  
Numerical allocation to bene-
fit categories can be done by 
MCDA or Decision-Tree 
methodologies. However, 
scores will certainly have their 
downsides as well.  
 
Benefit assessment with crite-
ria and weighting is a very de-
manding endeavor.   
 
Therefore Germany has made 
a rather general ruling to allo-
cate medicines to benefit cate-
gories. VBP or VBA are de-
layed in the UK and the intro-
duction of ITR in France as 
well. Just to implement a 
score for one therapeutic area 
(cancer) takes much more 
time than expected (ASCO). 
 
Overall this means for Swit-
zerland a rather long journey 
to establish a comprehensible 
benefit assessment. 
 
To some extent the path is the 
goal. The continuous discus-
sion about benefit criteria and 
weighting will optimize the 
way of fair and transparent 
pricing and reimbursement.    
 
How to find us: 

pharmaLevers GmbH 
Mittlere Bühnenbergstrasse 16 
CH-4665 Oftringen 
+41 62 798 04 33 
+41 79 636 63 96 
kurt.mueller@pharmalevers.com 
www.pharmalevers.com 
http://twitter.com/pharmalevers 
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