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The German Basic Law

Article 1: 
The human dignity is inviolable 

Article 2:
Right of life and physical integrity
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Social Code  Book V (SGB V) § 35b, 1

“All insured persons receive access to 
treatments which are necessary to 
reduce mortality or morbidity or to 
increase health-related quality of life.”

Situation in Germany:  
German Law

necessary to



What is needed for reimbursement?
Medical Necessity

the benefit of an intervention for patients, especially compared 
with an alternative

Efficiency
No evaluation of any efficiency without a proven medical benefit
of an intervention
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Toolbox HTA

Basis: German Law

The provision of universal coverage for medically 
necessary health care services is the overriding principle of 
the SHI system, regardless of the ability of patients to pay.



Example Cost effectiveness….

For IQWiG
Concept of efficiency frontier
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Simple assess costs?

Statement of German Ministry of Health 
(12.06.2008):

Exclusion from reimbursement of drugs whose 
costs lie above a set uniform threshold value is 
incompatible with German law. 
Legal mandate: ascertain a fair price for innovative 
drugs that corresponds to the additional 
therapeutic benefit.



Benefit and Added Benefit

The benefit of a pharmaceutical is the patient-relevant 
therapeutic effect, in particular in respect of

improvement in the state of health
reduction in the duration of the disease
longer survival
reduction in side effects

or improvement in the quality of life. 

The added benefit of a pharmaceutical is a benefit 
according to §1, which is qualitatively or quantitatively 
higher than the benefit of the appropriate comparator.
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Decision on directives

Commissioning

Recommendation

(Federal Joint  Committee)

Legal Supervision

(Federal Ministry of 
Health) 

Derived from: B. Wieseler:, IQWiG 7

Social Code Book 
(SGB) provides legal 
framework 

Health services funded by 
statutory health insurances 
(coverage ~90% of German 
population)

§139 SGB V



German law 
(SGB V §35b)

Improvement of state of health
Reduction of duration of illness
Extension of length of life
Reduction of side-effects
Improvement of quality of life

IQWiG Methods
Mortality
Morbidity (complaints and 
complications)
Health related quality of life
Intervention related burden
Patient satisfaction

Patient relevant endpoints



Hierarchy of evidence (G-BA / IQWiG)

Therapy and Screening
I Randomized controlled 

trials (RCTs) and syste-
matic reviews of RCTs

II Prospective controlled 
cohort studies

III Retrospective controlled 
studies

IV Case series and other 
uncontrolled studies

V Case reports, expert 
opinion, non-clinical 
research, etc.

Diagnosis
Randomized controlled trials 
(RCTs), systematic reviews 
of RCTs, and other 
interventional studies
Cross-sectional and cohort 
studies on test accuracy
Other test accuracy studies

Case reports, expert opinion, 
non-clinical research, etc.
-

Federal Joint Committee (G-BA): Verfahrensordnung (Code of procedures) Chapter 2, §11 (2-4) and §13 (2)
http://www.g-ba.de/institution/auftrag/Verfahrensordnung/ http://www.g-ba.de/downloads/62-492-422/VerfO_2009-12-17.pdf

The m
ore you go dow

n the hierarchy level, 
the better the justification has to be to do so. 



Challenge: Value-based pricing

‘… the extent of the added benefit … has 
to be quantified as follows: 
(1)Major added benefit
(2)Considerable added benefit
(3)Minor added benefit
(4)Unquantifiable added benefit
(5)No added benefit
(6)Less benefit

Regulation on the Benefit Assessment of Drugs*, §5 (7)

*According to §35a (1), S. 6+7, SGB V



Added benefit: results
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IQWiG
Major added benefit
Considerable added benefit
Minor added benefit
Non-quantifiable added benefit
No added benefit 
Less benefit

Results IQWiG 
Vemurafenib
Ipilimumab
Rilpivirin
Belatacept
Emtricitabin/Rilpivirin/Tenofovir
Apixaban
Eribulin (no data on harm)
Telaprevir
Cabazitaxel
Fingolimod
Abirateron
Boceprevir
Ticagrelor



Added benefit: results
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IQWiG
Major added benefit
Considerable added benefit
Minor added benefit
Non- quantifiable added benefit
No added benefit 
Less benefit

Results IQWiG Proposal Pharm. 
Company

Vemurafenib
Ipilimumab
Rilpivirin
Belatacept
Emtricitabin/Rilpivirin/Tenofovir
Apixaban
Eribulin (no data on harm)
Telaprevir
Cabazitaxel
Fingolimod
Abirateron
Boceprevir
Ticagrelor
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IQWiG HAS
Major added benefit Essential therapeutical progress
Considerable added benefit Significant improvement
Minor added benefit Moderate improvement
Non-quantifiable added benefit Minor improvement
No added benefit No improvement
Less benefit Benefit: not sufficient

Results IQWiG Results HAS Proposal  Pharm. 
Company

Vemurafenib
Ipilimumab
Rilpivirin
Belatacept
Emtricitabin/Rilpivirin/Tenofovir
Apixaban
Eribulin (no data for harm)
Telaprevir
Cabazitaxel
Fingolimod
Abirateron
Boceprevir
Ticagrelor

Added benefit: results
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IQWiG HAS
Major added benefit Essential therapeutical progress
Considerable added benefit Significant improvement
Minor added benefit Moderate improvement
Non-quantifiable added benefit Minor improvement
No added benefit No improvement
Less benefit Benefit: not sufficient

Results IQWiG Results HAS Results Pharm. 
Company

Decision G-.BA

Vemurafenib
Ipilimumab
Rilpivirin
Belatacept
Emtricitabin/Rilpivirin/Tenofovir
Apixaban
Eribulin (no data for harm)
Telaprevir
Cabazitaxel
Fingolimod
Abirateron

Boceprevir
Ticagrelor

Added benefit: results



High-quality evidence on non-drug interventions is often lacking. 

Why?

Insufficient regulatory framework
Possibility to gain market access without clinical studies.
Reimbursement often without clinical studies.

Insufficient incentive system for clinical research
Me-too products prevent innovator from getting money back for 
expensive studies. 

Scientific problems
Strong influence of context factors (e.g. surgical expertise)
Insufficient or lack of know-how in many (small) companies

And medical devices?



Example: Interspinous Spacer



Versorgungsstrukturgesetz (VStG) “Structure of Health Care Act”

AMNOG: Act on the Reform of the Market for Medicinal Products 
(§35a SGB V)

§137 SGB V: Relevant changes concerning HTA for new health care 
interventions: “Coverage with Evidence Development”

New legislation: “Structure of Health Care Act”



Coverage with Evidence Development (CED)

Decision 
by G-BA

Reimbursement 
granted

Decision 
postponed

Reimbursement 
denied

Application to 
assess procedure 
in ambulatory care

Application to 
assess procedure 
in in-hospital care

Procedure has 
“potential”

Device ap-
plication?

Conditional 
Reimbursement, 
Trial funded by 

G-BA

No

Conditional 
Reimbursement, 
Trial (co)funded 

by industry

IQWiG report on 
effectivenessReassessment 

of procedure

Yes

Trial 
execution

Trial protocol 
and budget fixed

+ - ?

Decision 
by G-BA

Device industry 
application to 

assess procedure

Non-industry 
application to 

assess procedure

Procedure has 
no “potential”

-?



Potential: How to define a “promising” technology

Goal: YES or NO statement about potential
Assessment of clinical trial data in application

Is the procedure “ineffective or even harmful”?
Can positive effects be explained not only by bias?

Medium risk of bias: at least small effects
High risk of bias: at least medium effects
Very high risk of bias: large effects

Surrogate endpoints: if established and plausible
Diagnostic methods: separate assessment of diagnostic accuracy and 
therapeutic effect



The „Santa Claus“
judgement

decision of the Federal Constitutional Court of 06th 
December 2005 
If somebody suffers from a life-threatening, or even fatal 
disease and if no conventional treatment methods are 
available it is not compatible with Article 2, of the Basic 
Law to exclude him from a specific treatment and to refer 
him to a funding outside of the statutory health 
insurance.
a ground-breaking decision for statutory health insured 
patients: reimbursement of costs of new treatments for 
rare, life-threatening disease
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deep ocean 
of evidence

Toolbox HTA

public decision maker

public agency

Role of an HTA-agency?

§
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DIMDI

IQWiG

CEDIT

HAS

SBU

CMT

TNO

LBI

CAHTA

OSTEBA

AETS

AETSA

UETS

SANTEC

Swiss
HTA

MTU-
SFOPH

FINOHTA

VSMTVA

NICE

NCCHTA

HTBS

NHSC

DSI
DACEHTA

HunHTA

KCE

NOKC

iHiQA

HTA.PL

AHTAPOL

UVT ASSR

BAG

CAMTO

IHE

LFN

CHE

CES

INSERM

MoH

Ruth Schwarzer, IQWiG

HTA Institutions in Europe

IQWiG



HTA: International Collaboration

HTA international (HTAi) - ca. 3000 members worldwide 

INAHTA - 46 organisations worldwide

EUnetHTA (European network for Health Technology Assessment)
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- 60 partner in 24 EU + associate countries    
(Switzerland, Norway
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The time-line of reaching a sustainable and 
permanent HTA network in Europe

2006-08
EUnetHTA

Project

2005
Call for 
project

proposals

2009
Call for
Joint 

Action

2008 - 11
Draft Cross Border 

Healthcare Directive
Article on HTA network

2011 +
CBHC Directive 
Expert Group

for
HTA network

implementation

2015+
European 

network for 
HTA

Legal basis:
Cross Border

Healthcare 
Directive

Financial 
support:

1) EU Budget
2) Member 

States

2009
EUnetHTA 

Collaboration

2010 -12
EUnetHTA

JA

2012 -14
EUnetHTA

JA 2

2011
Call for
Joint 

Action

Health
Programme

Legislation
2011
CBHC

Directive
now

decided 

DG R&I
2011 FP7-Health

2012-Innovation-1
New methodologies

for HTA



European Network for HTA: Goal

Support HTA organisations in Europe
Exchange of HTA information
Joint HTA information
Standards, tools and methodologies
Development of HTA

No interference with national processes
No European HTA report
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