
Folie  1
© 2006 Wn  

Mag. Peter Wieninger:
The Austrian  Drug Reimbursement List –

Experience and Effects on 

Stakeholders

Symposium “Evidence-Based Health Care 

– Priorities in Health Care”, 2nd and 3rd

October 2006, Krakow

The opinions presented here are exclusively those 

of the authors. They are not necessarily identical 

with those of the Federation of Austrian Social 
Insurance Institutions or their management



Folie  2
© 2006 Wn  

Curriculum Vitae

v Date of Birth: August 20th, 1966, St. Pölten, Austria
v 1985 – 1989: Degree in economics at the Vienna University of Economics

– Business Administration, Austria (Accountancy and Revision,
– Business Management and Controlling)

v 1991 – 1992: Austrian Ministry for Labour and Social Affairs (Business Support)
v since 1992: Main Association of Austrian Social Security Institutions  

(hereafter: “Federation”)
– Health Economics, Deputy Head of Department
– since 2000: Head of Department of Pharmaceutical Affairs 

v International:
– Representative of the European Social Insurance Platform (ESIP) in „Working 

Group on Pricing“ of the European Commission
– Member (surrogate) of transparency-committee of the European Union
– Member of MEDEV-Committee
– Member of Working Group Third Party Payers der WHO



Folie  3
© 2006 Wn  

Contents 

1. Austrian Social Insurance System

2. Reform 2005

3. Evaluation scheme

4. Effects on stakeholders

5. Problems



Folie  4
© 2006 Wn  

Economic Dimensions (1) 

v According to System of Health Accounts (OECD) figures, 
health-care spending in 2004 amounted to € 23 billion. 
Given a gross domestic product 2004 of € 237 billion, the 
share of health-care costs in total net product is thus 9,6%

Total expenditure on health - % of gross domestic product (2004)
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Economic Dimensions (2)

v Population (2005): 8,17 Mio, thereof 8,0 Mio with healh 
insurance (98%)

v Statutory health insurance (Data: 2005, Mio. €):
v Proceeds: 11.895 
v Spending: 11.927 thereof:

v for medicinal drugs: 2.473 
v for physicians: 2.934
v for hospitals: 3.418

v Physicians (amount, Data 2004):
v General practitioners: 11.757, thereof with contract with statutory 

health insurance: 4.304
v Medical specialists: 16.466 (thereof with contract: 3.934)
v Dentists: 4.130 (thereof with contract: 2.907)
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Reform 2005

v EKO (the Austrian Drug Reimbursement List (Code 
of Reimbursement))

v Electronic communication (between the Federation,  
Drug Evaluation Committee and Company)

v Prior approval (from the chief medical officer of the 
patient‘s sickfund)

v Ex-post control

v List of not reimburseable categories of drugs
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Yellow Box

Drugs not qualifying for automatic reimbursement.
Inclusion based on certain criteria (disease group..)
AND
after prior approval from the chief medical officer
reimburseable.

Code of Reimbursement (classified according to the anatomic 

therpeutic classification system of the World Health Organization (ATC-Code))

Green Box

Drugs qualifying for automatic reimbursement. 
Inclusion of a drug in this box may be based 
on certain criteria relating to drug usage, such
as disease group, age of patient and mode 
of application. 

“light yellow“ Box

Drug on prevailing conditions 
reimburseable
BUT
Ex-post control by the chief medical officer

Principally not reimburseable drugs
(List of not reimburseable category of drugs)

In individual case AND after prior approval from the chief medical officer reimburseable

Red Box

As soon as an application

is filed, the corresponding

drug is included in this box 
Maximum: 24 (respectively

36) months

after prior approval from the
chief medical officer
reimburseable

Code of Reimbursement (Austrian Drug Reimbursement List, Positivelist)
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Code of Reimbursement (printout January 2006) 
– front- and backside
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Code of Reimbursement (printout January 2006)–
Green and Yellow Box

active ingredient cheapest drug
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Application – electronic communication
(between the Federation,  Drug Evaluation Committee and Company)

old system Change over to new system (since 1.9.2005)

34-fold in paper 23-fold in paper
+

1 CD-ROM

electronic
communication

10100000011101100001010011010000001110110000101001

11100101110100000000100111110010111010000000010011

10000010001011000011101001000001000101100001110100

00111001100100100100100100111001100100100100100100
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Prior approval (from the chief medical officer of the 
patient‘s sickfund) – Drug Approval System (DAS)

DAS-back end

Approval (yes 
/no)

answer (if no, 
including the 
reasons)

Storage 

Reply

DAS-front end

GINA-BoxPC E-Card Server

application for prior approval

opt
ion
al
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Decision: 3 pillars - model

Federation: Decision

Drug Evaluation Committee: Recommendation
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Types of procedures

v Inclusion in the Code of Reimbursement

v Changing prescribability and deletion upon 
application of the company holding marketing 
rights

v Price increase

v Changing prescribability and deletion at the 
initiation of the Federation

v Ingredients for magistral preparations
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Types of data

v Only the following published data will be referred to for 
the ongoing procedure and for the decision, as long as 
nothing else is subsequently stipulated:
v Articles from peer reviewed journals
v Evaluations from independent institutions and authorities

v Non-published studies (e.g. approval studies) shall only 
be considered if the applying company grants the 
Federation the right to use these documents with respect 
to a third party. Points that are expressly stated by the 
applying company to be operating or business secrets 
shall be excluded from use with a third party.
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Drug Evaluation Committee

The Drug Evaluation Committee is established as an advisory body of 
the Federation in publishing the Code of Reimbursement 

(20 members)

Independent science representatives (pharmacologists and physicians from university institutions)

Representatives from the Social Insurance System

Representatives from the Austrian Chamber of Commerce

Representatives from the Federal Labour Board

Representatives from the Austrian Medical Association

Representative from the Austrian Chamber of Pharmacists
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Drug Evaluation Committee and 
transparency

v The members are independent within the scope of their 
function in the committee

v In special cases, upon the request of at least one-third of 
the members present, the commission shall vote by 
secret ballot

v The decisions of the commission shall be recorded in the 
minutes (also divergent substantiations)

v The agenda (including the names of the medicinal 
preparations being dealt with) of each meeting shall be 
published on the internet at www.sozialversicherung.at 
(the rules of Procedure Code of Reimbursement are 
published on the internet at www.avsv.at )
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The Rules of Procedure for the Code of Reimbursement

specify the evaluation of pharmaceuticals for listing

vMedical-therapeutic 
evaluation

v Pharmacological
evaluation

v Health
economic
evaluation

This is a three-part evaluation:
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Pharmacological evaluation (1)

v The added therapeutic benefit for patients
needs to be determined in comparison to 
other drugs and/or forms of treatment

v For this, it is necessary to determine 
comparable products and their dosage, based 
on the fourth level of the ATC Code, as far as 
this is practical.



Folie  21
© 2006 Wn  

Pharmacological evaluation (2) - Degree
of Innovation

1. Same active ingredient, same strength and practically the same
pharmaceutical form as one or more previously listed products

2. Same active ingredient and practically same pharmaceutical form, 
but new strength

3. New combination of active ingredients already listed

4. New pharmaceutical form of already listed ingredient(s)

5. New active ingredient belonging to an already listed therapeutic
group with a uniformly defined active principle

6. New active ingredient with a new active principle for treating an 
illness for which treatments are already listed

7. New active ingredient providing first treatment with a drug for an 
illness previously treated otherwise

8. First treatment of a disease
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Objectives of the medical-therapeutic
evaluation

vDetermining and quantifying the group of 
patients which may be treated with the new
drug

vDetermining and quantifying the therapeutic
benefit of the new drug in comparison to 
therapeutic alternatives

vDetermining the validity of the medical basis of 
pharmacoeconomic studies
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Degree of therapeutic benefit

1. No added therapeutic value, because the new product is
essentially the same as products already on the list

2. Further therapeutic option with similar  benefit  as products
already on the list

3. Added therapeutic benefit for a subgroup of patients who may
be treated with the new product

4. Added therapeutic benefit for the majority of patients…

5. Substantial added therapeutic benefit for a subgroup of 
patients…

6. Substantial added therapeutic benefit for the majority of 
patients…
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Validity of evidence in the medical-
therapeutic evaluation

1. Prospective, randomised, controlled clinical studies with masked results assessment in 
a representative portion of the population, a large amount of data material or meta 
analyses of these kinds of studies

2. Systematic reviews (e.g. Cochrane review) using meta analyses of numerous studies 
studies with large numbers of patients, evidence of clearly defined conclusions, which 
are the clear expressions of the population for which the recommendations are given

3. Randomised controlled studies (RCTs), a smaller amount of data material

4. Non-randomised or non-controlled studies – observation studies

5. Critical appraisal of a professional committee (e.g. guidelines), based on clinical 
experience

6. Statements of individual experts

In relation to the clinical studies, the applying company must indicate whether it is 
dealing with a key study (e.g. „pivotal-study“); otherwise presentation of one of the 
individual studies in an evaluative overview work must be done and a meta analysis of 
the current status of the science is required 
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Economic evaluation: is it worth it ?

v Based on the result of the medical therapeutic 
evaluation

v Price comparisons (ex-factory)
v In comparison to therapeutic alternatives

vSame substance (e.g. generics)

vPharmacologically related alternatives

vOther pharmacotherapeutic alternatives

vOther therapeutic options (e.g. “watchful waiting”, 
surgery)

v In comparison to the price in other countries of the 
European Union

v In some cases (e.g. generics): regardless of the 
active ingredient strength (flat price)  

v Pharmacoeconomic studies
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When is a pharmacoeconomic study 
compulsory?

v § 25 Abs. 5 VO-EKO
§ 24 Abs. 2 Z 5 und 6 – Substantial added therapeutic 
benefit for a subgroup of patients or for the majority of 
patients 

v § 25 Abs. 4 VO-EKO
Application for inclusion in Yellow Box and no 
comparable products listed in Yellow Box
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Objectives of pharmacoeconomic studies

It is to be demonstrated that the expected 
cost/use relationship is comprehensible 
and justifiable in context of the available 
therapeutic alternatives and in relation to 
health economics in Austria.



Folie  28
© 2006 Wn  

Specifications for pharmacoeconomic 
studies

v The following specifications are deducted from § 25 
Abs.1 VO-EKO:

v Direct costs of the obligatory benefits of the social insurance 
institutions of 

v medical treatment (medical assistance, pharmaceuticals, 
substitute assistance)

v institutonal care (based on LKF points)
v medical measures of rehabilitation 
should be set on the basis of the actually charged prices.

v Any cost-sharing of patients (particularly co-insurance, 
presrciption fees or contributions to treatment) is to be 
excluded.

v The study must refer to Austrian prevailing circumstances.
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Therapeutic use for patients (new drug) in 
comparison with therapeutic alternatives (existing 
drugs) determinant for price - overview

no inclusion in Code of 
Reimbursement

inferior

lowerequal

higherbetter   

pricebenefit for patients

new drug in comparison with existing 

drugs  

Note: Deletion from the Code of Reimbursement possible (e.g. original product / subsequent product 
with the same active ingredients)



Folie  30
© 2006 Wn  

Therapeutic use for patients (new drug) in 
comparison with therapeutic alternatives (existing 
drugs) determinant for price - details

lower (min. 48%)
lower (min. 15%)
lower (min. 10%)
lower (min. € 0,10)

subsequent products with 
same active ingredients
1st
2nd
3rd
further

lower (min. 10%)equal or similar

higher (max. 5%)subgroup

higher (max. 10%)majorityadded

subgroup

higher (pharmacoeconomic 
study required)

majoritysubstantial added

price (medical costs) in 

comparison with listed 

products

number of patients 

treated

therapeutic benefit for

patients
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4.123 registrated drugs in the Code of Reimbursement
6.141 available drugs

about  16.000 registered drugs

strategic decisions of the companies (e.g. EU-registration)
drugs only used in hospitals (e.g. narcotics), drugs of pharmacies (e.g.  teas)

3.419

555
149

Data: 1.8.2006
C

od
e 

of
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m

bu
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t

Medicinal preparations (drugs) in Austria
(registered, available, thereof in Code of 
Reimbursement)
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Increasing number of drugs (packages 1) ) 
1.8.2006 / 1.1.2005: +9,1% (478 Packages)

1) One registrated drug 
(medicinal preparation) can 
have several package sizes 
(packages); number of 
packages higher than number 
of registrated drugs

Increasing number of drugs (packages) per box since 1.1.2005

4.503 4.649 4.768

89

281
317517

399
392157

334
267

0

1.000

2.000

3.000

4.000

5.000

6.000

7.000

1.1.2005 1.1.2006 1.8.2006

Red
Yellow (prior approval)
Light yellow (ex-post control)
Green

5.266

5.663 5.744
Increasing number of packages

1.8.2006 in comparasion with 

1.1.2005 

Total:     478  resp.    9,1%

Green:   265  resp.    5,9%

Yellow:   103  resp.  17,0%

Red:       110  resp.  70,1%
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Drug expenditure 1994-2006 changes in 
comparasion with preceding year in %

+8,3% +5,3% +6,2% +4,1% +13,4% +13,3% +5,7% +4,8% +6,5% +6,6% +3,5% +1,6% +6,3%

+10,0%

+5,0%

+7,0%

+4,0% +4,0%

+0,0%

+2,0%

+4,0%

+6,0%

+8,0%

+10,0%

+12,0%

+14,0%

1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2004 2005 2006
Quelle:  2006: vorläufige Gebarung (05/06); alle übrigen: Finanzstatistik (05/06)Erstmalig

inkl. USt (eigentlich +24,1%)

Europe (leading 5)
IMS-Data 12 months to Jannuary Expenditure on medicinal drugs (2005): 2.473 Mio. €
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Examples for flat-price (different active ingridient 
strength – same price) or „almost“ flat-price

10,38 / 10,43Fluoxetin 20 / 40 mg, 30 tablets

6,50 /   7,18Doxazosin 2 / 4 mg, 30 tablets

10,28 / 11,27Citalopram 20 / 40 mg, 30 tablets

6,02Amlodipin 5 or 10 mg, 30 tablets

9,95Pravastatin 20 or 40 mg, 30 tablets

11,70Simvastatin 20 or 40 mg, 30 tablets

Ex-factory price (€)Drug
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Average (Reimbursement) Price trend 
Simvastatin (ATC C10AA01)

41,27
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22,12
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Example for price development of subsequent 
products with the same active ingredients

Original product

(Lamisil)

1st subsequent

product with the

same active

ingredients

(Amykal)

2nd subsequent

product with the

same active

ingredients

(Terbinafin Genericon)

3rd subsequent

product with the

same active

ingredients

(Terbinafin Interpharm)

01.10.1999

01.04.2006

01.09.2006

48,44

(46,02 voluntary)

32,21

16,04

01.01.2006

01.05.2006

20,99

17,82

01.08.2006 16,04

01.04.2006

01.06.2006

17,82

16,04

01.05.2006

01.07.2006

16,04

15,94 (voluntary)

-30%

Price 3rd s.p.

Price 3rd s.p.

Price 3rd s.p.

-48%

-15%

-10%

Terbinafin 250 mg (ATC D01BA02)

Original product

(Lamisil)

1st subsequent

product with the

same active

ingredients

(Amykal)

2nd subsequent

product with the

same active

ingredients

(Terbinafin Genericon)

3rd subsequent

product with the

same active

ingredients

(Terbinafin Interpharm)

01.10.1999

01.04.2006

01.09.2006

48,44

(46,02 voluntary)

32,21

16,04

01.01.2006

01.05.2006

20,99

17,82

01.08.2006 16,04

01.04.2006

01.06.2006

17,82

16,04

01.05.2006

01.07.2006

16,04

15,94 (voluntary)

-30%

Price 3rd s.p.

Price 3rd s.p.

Price 3rd s.p.

-48%

-15%

-10%

Original product

(Lamisil)

1st subsequent

product with the

same active

ingredients

(Amykal)

2nd subsequent

product with the

same active

ingredients

(Terbinafin Genericon)

3rd subsequent

product with the

same active

ingredients

(Terbinafin Interpharm)

01.10.1999

01.04.2006

01.09.2006

48,44

(46,02 voluntary)

32,21

16,04

01.01.2006

01.05.2006

20,99

17,82

01.01.2006

01.05.2006

20,99

17,82

01.08.2006 16,04

01.04.2006

01.06.2006

17,82

16,04

01.04.2006

01.06.2006

17,82

16,04

01.05.2006

01.07.2006

16,04

15,94 (voluntary)

-30%

Price 3rd s.p.

Price 3rd s.p.

Price 3rd s.p.

-48%

-15%

-10%

Terbinafin 250 mg (ATC D01BA02)
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Example for price check

Price: ex-factory (€) Unit Price old Price new As from
Price 

reduction

Nexium 20 mg Tab. 7 8,14 6,30 01.01.2006 -23%

14 13,60 11,52 01.01.2006 -15%

Nexium 40 mg Tab. 14 16,64 14,90 01.01.2006 -10%

Pantoloc 20 mg FT 28 18,00 16,20 01.01.2006

15,39 01.07.2006 -15%

Pantoloc 40 mg FT 7 9,75 8,78 01.01.2006

8,25 01.07.2006 -15%

Pantoloc 40 mg FT 14 16,64 14,98 01.01.2006

14,08 01.07.2006 -15%

Zurcal 20 mg FT 28 18,00 16,20 01.01.2006

15,39 01.07.2006 -15%

Zurcal 40 mg FT 7 9,75 8,78 01.01.2006

8,25 01.07.2006 -15%

Zurcal 40 mg FT 14 16,64 14,98 01.01.2006

14,08 01.07.2006 -15%

Pariet 10 mg FT 28 17,99 16,19 01.01.2006

15,38 01.04.2006 -15%

Pariet 20 mg FT 7 8,78 7,90 01.01.2006 -10%
14 15,00 13,50 01.01.2006 -10%

Saving potential (on basis reimbusement price incl. 20% VAT): 15,8 Mio. €

Price check PPI (ATC A02BC) - November 2005
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Problems 

v Code of Reimbursement not obligatory for 
hospitals

v Few sanctions for physicians with contract with the 
statutory health insurance (e.g. who do not use the
Code of Reimbursement correctly)

v Conflicts of interests
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Further information

vwww.sozialversicherung.at

vwww.avsv.at

vwww.hauptverband.at

... thank you  !


