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Innovative Drug Policies in Germany  

 

A) Introduction of the national German Medicinal Products law 

In general, the use of medicinal products in the German health 

system is regulated by two major sets of rules. On the one hand the 

German Medicinal Products Act (Arzneimittelgesetz, AMG) regulates 

the market authorisation. In the interest of a proper supply of 

medicinal products to humans and animals, it intends to ensure 

safety in the distribution of medicinal products, in particular the 

quality, efficacy and safety of medicinal products. On the other hand, 

there is the Social Code Book Five (SGB V) containing the 

regulations of the German Statutory Health Insurance (SHI). These 

rules concern the question of whether medicinal products are 

financed under the social security system. 
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B) The German Medicinal Products Act 
 

I) Legal definitions 
 

1) Medicinal products 
Medicinal products  
1. are intended for use on or in the human or animal body and are intended for use as 
remedies with properties for the curing, alleviating or preventing of human or animal 
diseases or disease symptoms or 
2.  can be used in or on the human or animal body or can be administered to a human 

being or an animal, either: 

a)  to restore, correct or influence the physiological functions through a pharmacological, 

immunological or metabolic effect, or 

b)  to make a medical diagnosis.1  

 

2) “New” or “innovative” medicinal products 

The Medicinal Products Act does not contain a further special legal definition for 

“innovative or new drugs”. There are only some special provisions governing advanced 

therapy medicinal products (ATMPs) which are prescribed by a doctor as an individual 

preparation for an individual patient, or prepared on a non-routine basis according to 

specific quality standards, and used in a specialised facility for health care under the 

professional responsibility of a doctor.2 Advanced therapy medicinal products are namely 

gene therapy medicinal products, somatic cell therapy medicinal products or tissue 

engineered products.3 These drugs contain or mostly consist of living cells or tissues and 

are therefore highly complex. The cells used are often taken from a patient, processed in 

the laboratory (e.g. increased or genetically modified) and then administered again to the 

                                                
1 According to Section 2 of the AMG. 
2 According to Section 4b of the AMG. 
3 According to Section 4 of the AMG based on Article 2, paragraph 1, letter a of Regulation (EC) No. 
1394/2007 of the European Parliament and the Council of 13 November 2007 on advanced therapy 
medicinal products and amending Directive 2001/83/EC and Regulation (EC) No. 726/2004 (OJ L 324 of 
10.12.2007, p. 121). 
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same patient. The procedure for market authorisation is different to other medicinal 

products.4 

 

Only the Ordinance for the Benefit Assessment of Pharmaceuticals (AM-NutzenV) 

includes a definition for medicinal products containing “new active substances”. This 

Ordinance regulates the details of the benefit assessment of reimbursable medicinal 

products with new active substances under the social security system (see above A.; 

further details under C. II.). Within the meaning of this Regulation medicinal products 

containing active substances whose effects are not generally known in medical science 

at the time of first authorisation are considered as “new”. The Federal Institute for Drugs 

and Medical Devices considers new medicinal products as “new” if they have an 

additional therapeutic benefit compared to existing drugs. The improvements can be of 

various kinds: for example, shorter duration of the disease, fewer side effects, less pain - 

but also more comprehensive aspects of patients' quality of life play a role.5  

 

3) Orphan medicinal products 

Orphan medicinal products or “orphan drugs” are medicinal products being used to treat 

rare diseases (orphan diseases), of which there are an estimated 6,000 to 8,000.6 The 

term “orphan diseases” comes from the fact that they used to be pretty much neglected 

because they are so rare, i.e. they are treated like orphans. A medicinal product is 

therefore an orphan medicinal product if its sponsor can establish: (a) that it is intended 

for the diagnosis, prevention or treatment of a life-threatening or chronically debilitating 

condition affecting not more than five in 10 thousand persons in the community when 

the application is made, or that it is intended for the diagnosis, prevention or treatment 

of a life-threatening, seriously debilitating or serious and chronic condition in the 

                                                
4 The Committee for Advanced Therapies (CAT) of the European Medicines Agency (EMA) assesses the 
quality, safety and efficacy of ATMPs in the context of centralised marketing authorisation. In addition to 
the central approval, in certain cases and in accordance with EC legal requirements, a national approval in 
accordance with § 4b of the German Medicines Act is also necessary. The Paul Ehrlich Institute, the 
German licensing authority for vaccines and biomedical drugs, is responsible for this. 
5 https://www.bfarm.de/SharedDocs/Glossareintraege/DE/I/Innovative%20Arzneimittel.html. 
6 According to Article 2 and 3 of the Regulation (EC) No 141/2000 of the European Parliament and of the 
Council of 16 December 1999. 
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community and that without incentives it is unlikely that the marketing of the medicinal 

product in the community would generate sufficient return to justify the necessary 

investment; and (b) that there exists no satisfactory method of diagnosis, prevention or 

treatment of the condition in question that has been authorised in the community or, if 

such method exists, that the medicinal product will be of significant benefit to those 

affected by that condition. Around four million people in Germany suffer from an orphan 

disease, in the EU approximately 30 million.7 

Orphan medicinal products enjoy special market exclusivity under Article 8(1) of 

Regulation 2000/141/EC: For a period of ten years they enjoy protection not only 

against competing medicinal products containing the same active substance but also 

against similar medicinal products for the same therapeutic indication. Any application 

for marketing authorisation for competing medicinal products under pharmaceutical law 

(including a full application) is prohibited for a period of ten years from the date of 

marketing authorisation. This is because orphan medicinal products have a potentially 

low level of profitability. Accordingly, market exclusivity may be reduced to six years if it 

is established at the end of the fifth year that sufficient profitability will be achieved. 

 

4) Generic medicinal products 

A generic medicinal product is a medicinal product having the same qualitative and 

quantitative composition of active substances and the same pharmaceutical form as the 

former reference medicinal product; its bioequivalence has been demonstrated in 

bioavailability studies. Different salts, esters, ethers, isomers, mixtures of isomers, 

complexes or derivatives of an active substance shall be considered to be one and the 

same active substance unless their properties differ significantly with regard to safety or 

efficacy.8 

                                                
7 https://www.vfa.de/de/englische-inhalte. 
8 According to section 24b Sub-Section 2 of the AMG. 
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The pharmaceutical entrepreneur can obtain marketing authorisation for a generic 

medicinal product under simplified conditions (see III. 2. below). 

II) Differences between the types of medicinal products 
 

1) Differences between innovative and orphan medicinal products 

According to the legal definition of orphan medicinal products, not every innovative 

medicinal product is considered to be an orphan medicinal product. However, an orphan 

medicinal product can also be an innovative drug, if it contains at least one new active 

substance to treat rare diseases (orphan diseases). 

2) Differences between innovative and generic medicinal products 

According to the legal definition of generic medicinal products, a medicinal product having 

the same qualitative and quantitative composition of active substances and the same 

pharmaceutical form as the former reference medicinal product with its bioequivalence 

has been demonstrated in bioavailability studies is a generic medicinal product. So, a 

generic medicinal product is not “innovative”. Innovative medicinal products and generic 

medicinal products are therefore mutually exclusive. 

III) Marketing authorisation of medicinal products 
 

1) Medicinal products in general 

Medicinal products may only be placed on the market, if they have been authorised by 

the competent higher (German) federal authority or if the European Community or the 

European Union has granted an authorisation for them to be placed on the market.9 

 

The application for a marketing authorisation shall be made by the pharmaceutical 

company10 and must contain the necessary marketing authorisation documents.11 

                                                
9 According to Section 21 Sub-Section 1a of the AMG, pursuant to Article 3 paragraph 1 or 2 of Regulation 
(EC) No. 726/2004 also in conjunction with Regulation (EC) No. 1901/2006 of the European Parliament 
and of the Council of 12 December 2006 on medicinal products for paediatric use and amending Regulation 
(EEC) No. 1768/92, Directive 2001/20/EC, Directive 2001/83/EC and Regulation (EC) No. 726/2004 (OJ L 
378 of 27.12.2006, p. 1) or Regulation (EC) No. 1394/2007. 
10 According to Section 21 Sub-Section 3 of the AMG. 
11 Listed in Section 22 Sub-Section 1 of the AMG. 
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These are the name or the company and the address of the applicant and the 

manufacturer, the name of the medicinal product, the constituents of the medicinal 

product by type and quantity; the pharmaceutical form, the effects, the therapeutic 

indications, the contra-indications, the adverse reactions, the interactions with other 

products, the dosage, the medicinal product's method of manufacture, the method of 

administration, the package sizes, the method of preservation, shelf-life, storage 

conditions, results of stability tests and the methods of quality control (test methods). 

 

Furthermore, the following information shall be submitted12: 

1.  the results of physical, chemical, biological or microbiological examinations and the 

methods used in their determination (analytical test), 

2.  the results of the pharmacological and toxicological tests,  

3.  the results of clinical trials or other medical, dental or veterinary tests, 

4.  a statement to the effect that clinical trials conducted outside the European Union 

were conducted under ethical conditions which are equivalent to the ethical conditions 

laid down in Directive 2001/20/EC of the European Parliament and of the Council of 4 

April 2001 on the approximation of the laws, regulations and administrative provisions of 

the Member States relating to the implementation of good clinical practice in the 

conduct of clinical trials on medicinal products for human use (OJ L 121 of 1.5.2001, p. 

34), 

5.  in the case of medicinal products for human use, a summarised description of the 

applicant's pharmacovigilance system which must contain the following: 

a)  evidence that the applicant has the services of a qualified person at his/her 

disposal pursuant to Section 63a, as well as the Member State in which this person is 

domiciled and works and his/her contact information, 

b)  the name of the place where the pharmacovigilance system master file for the 

medicinal product in question is kept, and 

c)  a declaration signed by the applicant that he/she possesses the necessary funds 

in order to fulfil the tasks and obligations listed in Chapter Ten, 

                                                
12 Listed in Section 22 Sub-Section 2 of the AMG. 
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5a.  in the case of medicinal products for human use, the risk management plan 

containing a description of the risk-management system which the applicant will 

introduce for the medicinal product in question, together with a summary, 

6.  in the case of medicinal products for animal use, a detailed description of the 

applicant's pharmacovigilance system, proof that the applicant has the services of a 

qualified person pursuant to Section 63a at his/her disposal and, in so far as necessary, 

of the risk-management system which this applicant will introduce, as well as proof of 

the necessary infrastructure for reporting all suspected adverse reactions pursuant to 

Section 63h, 

7.  a copy of each orphan medicinal product designation pursuant to Regulation (EC) 

No. 141/2000 of the European Parliament and of the Council of 16 December 1999 on 

orphan medicinal products (OJ L 18, p. 1), 

8.  in the case of medicinal products for human use, a confirmation by the medicinal 

product manufacturer that he/she or another person designated by contract has 

satisfied him/herself, by means of an inspection on site, that good manufacturing 

practice is being applied in the manufacture of the active substances; the confirmation 

must also contain the date of the audit. 

 

The majority of medicines are authorised by national competent authorities (NCAs) in 

the EU member states. In Germany, there are two NCAs for human drugs: The 

Bundesinstitut für Arzneimittel und Medizinprodukte - BfArM (Federal Institute for Drugs 

and Medical Devices) and the Paul-Ehrlich-Institut. BfArM is responsible for licensing all 

human medicinal products, except sera, vaccines, allergens and blood products which 

are licensed by the Paul-Ehrlich-Institut. 

2) Generic medicinal products  

If focusing on generic drugs, Germany has a historical reputation as being a global 

leader in the pharmaceutical industry, being the headquarters of many global 

pharmaceutical companies such as Bayer, BASF, STADA, Merck etc. The German 

pharmaceutical industry enjoys stability and therefore, it comes as no surprise that the 

generic drugs sector in Germany has also had a stable growth in recent years. Generic 
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drugs contribute significantly to the German drug supply and the government has been 

making all efforts to further boost this sector with attractive pricing and innovations. 

 

Fig. 1 https://www.progenerika.de/publikationen/marktdaten-generika-2018/ 

The generic approval13 refers to the approval documents of an already approved 

medicinal product. The applicant may refer to the clinical studies of the reference 

medicinal product, provided that the generic medicinal product is a medicinal product 

with the same composition of active substances in terms of type and quantity and the 

same pharmaceutical form as the reference medicinal product. The applicant needs 

only demonstrate the bioequivalence of the generic medicinal product through 

appropriate bioavailability studies. In return, Section 24b (1) of the Medicinal Products 

Act grants the previous applicant document protection according to the "8+2+1" formula: 

For a period of eight years from the first approval of the reference medicinal product in 

                                                
13 Art. 10 Para. 1 of Directive 2001/83/EC, Section 24b Para. 1 AMG 

In 2017, generics companies covered 78 % of the SHI's drug requirements. 

patented drugs 

patent-free initial 
supplier products 
(without generic 
competition) 
competitio
n) 
patent-free initial 
supplier products 
(with generic 
competition) 
competiti
on) 

generics and 
biosimilars 
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the European Union, the referencing marketing authorisation application is inadmissible 

without the consent of the previous applicant (so-called data exclusivity). After expiry of 

this 8-year period, the marketing authorisation application becomes admissible; 

however, such a generic drug may not be placed on the market for a further two years 

(so-called market exclusivity). Market exclusivity can be extended for a further year if a 

new therapeutic indication with significant clinical benefit is approved within the first 8-

year period. Data and market exclusivity should enable the research-based 

pharmaceutical company to amortize the substantial investment associated with 

conducting clinical trials. Accordingly, a third party is at liberty to apply for approval 

other than a generic one even during existing data or market exclusivity, in particular a 

full application with submission of its own clinical studies. 

 

3) Orphan medicinal products  

The orphan drug status of a medicinal product does not lead to an accelerated approval 

procedure of its marketing authorisation. 

 

IV) Legal issues 
 

1) Sanctions for violating the German Medicinal Products Act 

The Medicinal Products Act includes various sanctions in case of breaking the law 

regarding drugs, both innovative and conventional. A period of imprisonment not 

exceeding three years or a fine shall be imposed on any person who meets one of the 

elements of an offence.14 

In addition, any person, who violates the rules listed in Section 96 Medicinal Products Act 

shall be liable to imprisonment for a term not exceeding one year or to a fine. Besides 

these penal provisions, Section 97 Medicinal Products Act implies the possibility of an 

administrative fine up to 25,000 euros for committing of an administrative offence. 

                                                
14 According to Section 95 Sub-Section 1 No. 1 till 11 AMG. 



- 10 - 

Any person who negligently commits one of the acts indicated in Section 97 Sub-

Section 1 or who wilfully or by negligence commits one of the acts indicated15, shall be 

deemed to have committed an administrative offence therefore may be liable to a fine 

not exceeding 25,000 euros. 

2) Civil liability and its Insurance in relation to pharmaceutical products. 

Section 84 Medicinal Products Act contains an absolute (strict) liability for 

pharmaceutical products.16 Therefore if, as a result of the administration of a medicinal 

product intended for human use, which was distributed to the consumer within the 

purview of the Medicinal Products Act and which is subject to compulsory marketing 

authorisation or is exempted by ordinance from the need for a marketing authorisation, 

a person is killed, or the body or the health of a person is substantially damaged, the 

pharmaceutical entrepreneur who placed the medicinal product on the market within the 

purview of the Medicinal Products Act shall be obliged to compensate the injured party 

for the damage caused. Nevertheless, the liability to compensate shall only exist if: No. 

                                                
15 In Section 97 Sub-Section 2, 2a, 2b and 2c AMG. 
16 Section 84 Absolute liability 
(1) If, as a result of the administration of a medicinal product intended for human use, which was distributed to the 
consumer within the purview of the present Act and which is subject to compulsory marketing authorisation or is 
exempted by ordinance from the need for a marketing authorisation, a person is killed, or the body or the health of a 
person is substantially damaged, the pharmaceutical entrepreneur who placed the medicinal product on the market 
within the purview of the present Act shall be obliged to compensate the injured party for the damage caused. The 
liability to compensate shall only exist if: 
1.  when used in accordance with its intended purpose, the medicinal product has harmful effects which exceed the 
limits considered tolerable in the light of current medical knowledge, or 
2.  the damage has occurred as a result of labelling, expert information or instructions for use which do not comply 
with current medical knowledge. 
(2) If the medicinal product administered is capable of causing the damage, in the circumstances pertaining to the 
individual case, the damage will be presumed to have been caused by the medicinal product in question. The 
capability in the individual case will be determined according to the composition and the dosage of the administered 
medicinal product, the manner and duration of its administration when used as intended, the temporal relationship to 
the occurrence of the damage, the damage symptoms and the person's state of health at the time of the 
administration as well as all other circumstances which, in the individual case, speak for or against the causation of 
damage. The presumption shall not apply if, in the light of the circumstances pertaining to the individual case, 
another fact is capable of causing the damage. However, the administration of additional medicinal products which, 
in the circumstances pertaining to the individual case, are capable of causing the damage shall not be considered as 
another fact unless, owing to the administration of these medicinal products, claims for reasons other than the lack 
of causality for the damage, do not exist under this provision. 
(3) The pharmaceutical entrepreneur shall be exempted from liability to pay damages pursuant to sub-section 1 
sentence 2 number 1, if the facts indicate that the damaging effect of the medicinal product is not attributable to its 
development and manufacturing process.” 
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1.  when used in accordance with its intended purpose, the medicinal product has 

harmful effects which exceed the limits considered tolerable in the light of current 

medical knowledge, or No. 2.  the damage has occurred as a result of labelling, expert 

information or instructions for use which do not comply with current medical knowledge. 

Besides that, the pharmaceutical entrepreneur shall be exempted from liability to pay 

damages pursuant to the before mentioned No. 1, if the facts indicate that the damaging 

effect of the medicinal product is not attributable to its development and manufacturing 

process. 

The extent of the civil liability related to the pharmaceutical products is also regulated by 

the German Medicinal Products Act. According to Section 86 Medicinal Products Act, in 

the case of death compensation shall be made by reimbursing the costs of an 

attempted cure as well as the costs incurred by the pecuniary prejudice sustained by 

the deceased party as a result of the suspension or reduction of his/her earning 

capacity or the resultant increase in his/her needs for the duration of the disease. The 

party liable for damages shall furthermore reimburse the funeral costs to the party who 

is responsible for defraying these expenses. If at the time of injury, the deceased party 

maintained a relationship with a third party by virtue of which he/she was or was liable 

to come under the legal obligation to support this third party and if the third party was 

deprived of the right to maintenance as a result of the death, the party liable for 

damages shall indemnify the third party, guaranteeing maintenance to the extent to 

which the deceased party would have been liable for the length of lifespan he/she would 

probably have had. 

In the case of injury to a person's body or damage to his/her health, compensation on 

the basis of Section 87 Medicinal Products Act shall be given by reimbursing the costs 

of the treatment as well as the costs incurred by the pecuniary prejudice sustained by 

the injured party as a result of the temporary or permanent suspension or reduction of 

his/her earning capacity or the resultant increase in his/her needs. In this case, 

reasonable financial compensation can also be claimed when the damage is not of a 

pecuniary nature. 

According to Section 88 of the Medicinal Products Act, the party liable for damages 

shall be liable only to a maximum amount: No. 1.  in the case of the death of or injury to 

a person, only up to a capital amount of 600,000 euros or an annuity of up to 36,000 
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euros per year, No. 2.  in the case of the death of or injury to several persons by the 

same medicinal product, notwithstanding the limits stipulated in Number 1, up to a 

capital amount of 120 million euros or an annuity of up to 7.2 million euros per year. 

Should, in the case of No. 2, the combined indemnification to be paid to several injured 

parties exceed the maximum amounts specified therein, then the individual 

compensation shall be reduced pro-rata to the maximum total given. 

 

C) The German health insurance system 
 

I) Introduction 

Since 1. April 2007 having a health insurance is compulsory for the whole population in 

Germany. In general, there are two different ways to comply with this insurance 

obligation. One the one hand one becomes a member of the statutory health insurance 

or one the other hand one can sign a contract with a private health company. Based on 

these two opportunities Germany has a universal multi-payer health care system paid 

for by a combination of statutory health insurance companies (Gesetzliche 

Krankenversicherung or GKV) so called "health insurance funds" (Krankenkassen) and 

private health insurance companies (Private Krankenversicherung), colloquially also 

called “private health insurance funds” (Private Krankenversicherer).  

1) Private health insurance 

If looking at the private health insurance funds, it can be seen that in the German 

private insurance system the individual premium is based on an individual contract 

between the private insurance company and the insured person defining the set of 

covered services and the percentage of coverage. Furthermore, it depends on the 

amount of services chosen and on various factors - in particular the person's risk of 

disability and illness and the age of entry into the private system. In addition, the agreed 

scope of benefits is important for the premium amount; for example, by agreeing 

deductibles, the premium amount can generally be reduced. However, since the insurer 

can only insure the risk of an individual person in a danger community, the contributions 

are calculated from the average benefit requirement of all insured persons in a tariff, 

age and person group. All privately insured individuals pay a higher insurance premium 
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in younger years than would be necessary to cover their medical expenses. This higher 

contribution (the difference is referred to as the ageing provision) is intended to 

compensate for the often-rising medical costs in old age. So, the longer an insured 

person pays in, the higher the ageing provision will be. 

In the year of 2019 regular salaried employees must have public health insurance 

unless their income exceeds 60,750 € per year. If their income exceeds that amount, 

they can have private health insurance instead. In contrast to that freelancers and civil 

servants can have statutory or private health insurance regardless of their income.  

The private health insurance in Germany is based on the principle of cost 

reimbursement. Therefore, the individual private policy holder initially has to pay any 

kind of treatment costs in advance. Later the private health insurance company 

reimburses these costs upon submission of an invoice. So, the individual private policy 

holder should always provide sufficient financial resources for unforeseen emergencies. 

2) Statutory health insurance (SHI) 

By contrast, over 90% of the population are covered by the Statutory Health Insurance 

system, which provides a standardized level of coverage through any one of the 

approximately 110 health insurance funds.17 The contribution rates in statutory health 

insurance refer to gross monthly earnings of the insured person. Part of the insurance 

contribution is paid by the employer; the other part is paid by the employee. Non-

working family members (spouse or children) are insured free of charge. With effect as 

from January 1st, 2015, the contribution rate has been set by law at 14.6 percent. The 

employers’ share has been fixed at 7.3 percent, so that health insurance fund members 

will have to fund future expenditure increases in the healthcare sector, and the 

concomitant income that is needed, solely via their supplementary premiums. The 

statutory health insurance is also funded via a federal subsidy provided from taxes. 

Health insurance funds that cannot cover their financial needs can raise a percentage 

supplementary premium from their members in addition to the uniform contribution rate 

of 14.6 percent. These additional contributions may vary from health insurance fund to 

                                                
17https://www.gkv-spitzenverband.de/krankenversicherung/kv_grundprinzipien/alle_gesetzlichen_ 
krankenkassen/alle_gesetzlichen_krankenkassen.jsp 



- 14 - 

health insurance fund. This strengthens competition among health insurance funds, as 

the level of the contribution rate will continue to play a role in the choice of health 

insurance funds for the statutory health insured. Therefore, insurance premiums in the 

SHI are largely based on the income of the insured in opposite to the premiums in 

private health insurance, which must be set according to the value of the insurance 

cover and in line with the risk at time the insurance contract is concluded. 

The fundamental structural principles of statutory health insurance are the solidarity 

principle and the principle of benefits in kind. The solidarity principle guarantees that 

each insured person receives the benefits from statutory health insurance which are 

medically necessary, regardless of their income or of the amount of premiums which 

they have paid and regardless of their morbidity risks. The principle of benefits in kind 

ensures benefits without up-front payments on the part of the insured.  

Moreover, the statutory healthcare system is regulated by the Federal Joint Committee, 

a public health organization authorized to make binding regulations growing out of 

health reform bills passed by lawmakers, along with routine decisions regarding 

healthcare in Germany. The Federal Joint Committee being the highest decision-making 

body of the joint self-government of physicians, dentists, hospitals and health insurance 

funds, issues directives for the benefit catalogue of the statutory health insurance funds 

for more than 70 million insured persons and thus specifies which services in medical 

care are reimbursed by the SHI. In particular, the Federal Joint Committee specifies 

measures for quality assurance in inpatient and outpatient areas of the health care 

system. 

 

II) Pricing mechanism for medical products within the Statutory Health Insurance 

System 

1) Factors and procedures that determine the price of medical products 

The total health expenditure in Germany amounted to 375.6 billion euros in 2017. Of 

this amount, 57.3 billion euros were for pharmaceutical products. For the year 2018, 

even a further total increase to 387.2 billion euros is estimated on the basis of already 

available and updated values, which would be a 3.1 % higher health expenditure than it 
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was in the year of 2017.18 That is why there are many efforts to lower the prices of 

medicinal products financed by the Statutory Health Insurance System. As over 90 % of 

the German population is member of the Statutory Health Insurance System, policy very 

often focuses on this sector. Although many economic policy decisions formally only 

affect the Statutory Health Insurance System, they in fact affect the small remaining 

sector, too. It is not unusual for politicians to try to circumvent European law by 

implementing regulations in the law of the Statutory Health Insurance System for which 

the EU has no regulatory competence. 

 

In Germany the pharmaceutical manufacturer is allowed to initially set the ex-factory 

price for the pharmaceutical product paid by the health insurance fund for a period of 12 

months after market launch himself. Pharmacies and wholesalers add surcharges to 

their purchase prices. The state only prescribes the level of surcharges with which the 

services of pharmaceutical wholesalers and pharmacies are remunerated.19  

 

After the period of 12 months, the reimbursement price paid by the health insurance 

fund is negotiated on the basis of the pharmaceutical product’s additional benefit to the 

patient compared to an appropriate comparative therapy.  

 

On the German pharmaceutical market, a large number of preparations are available in 

comparable quality, with comparable efficacy and partly identical composition at very 

different prices. In order to prevent the health insurance funds (and thus the insured 

persons) from paying for an expensive drug if cheaper and qualitatively equivalent 

                                                
18 http://www.gbe-bund.de/oowa921-

install/servlet/oowa/aw92/WS0100/_XWD_PROC?_XWD_692/4/XWD_CUBE.DRILL/_XWD_720/D.733/4
444 
19 According to Section 78 AMG, the Federal Ministry for Economic Affairs and Energy is empowered to fix, 
in agreement with the Federal Ministry of Health, 1. price margins for medicinal products which are 
distributed in wholesale commerce or in pharmacies 2.  prices for medicinal products which are 
manufactured and distributed in pharmacies, as well as for the containers in which they are supplied, 
3.  prices for particular services rendered by pharmacies in connection with the dispensing of medicinal 
products. The prices and price margins shall consider the legitimate interests of the medicinal product 
consumers, the pharmacies and the wholesale trade. 
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preparations are available, reference prices are fixed for groups of comparable drugs - 

especially generics. 

 

Reference prices are maximum amounts for the reimbursement of drug prices by the 

Statutory Health Insurance Funds. The health insurance only pays up to the fixed 

amount. Reference prices are determined in a complex, multi-phase procedure. They 

are calculated on the basis of the average prices of all the pharmaceuticals in the 

relevant group and other factors such as the required average daily dose. 

 

The majority of medical care is now provided with fixed-cost drugs - their share of 

prescriptions is around 81 percent (as of 2017). This corresponds to 32.9 percent of the 

gross turnover of the statutory health insurance with drugs (as of 2017).  

 

If a drug is more expensive than the fixed amount, the insured either pay the additional 

costs themselves or receive another drug without additional payment that is 

therapeutically equivalent. In most cases, the insured want drugs without additional 

payment, which is why pharmaceutical companies charge more than the fixed amount 

for only a few drugs. 

 

In any case, for each medicament prescribed at the expense of the Statutory Health 

Insurance System, insured persons must pay in addition in the pharmacy: ten per cent 

of the selling price, however at most ten euro and at least five euro, however no more 

than the medicament price. Particularly inexpensive medicaments, i.e. at least 30 per 

cent under the fixed amount, can be exempted from the additional payment 

 

2) The process of early benefit assessment of new medicinal products 

The early benefit assessment process is mandatory and applies to medical products 

with new active substances which have been placed on the German market for the 

first time. For this purpose, the Federal Institute for Drugs and Medical Devices has 

regulated details on the benefit assessment in the AM-NutzenV, which went into effect 
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in 2011. The Federal Joint Committee has supplemented its rules of procedure to set 

forth the details on the benefit assessment procedure.20 Pharmaceutical companies are 

now obliged to submit a dossier on product benefit, based on the authorisation 

documents and on all product studies carried out, when it is launched on the German 

market at the latest. 

 

The annual number of drugs with new active ingredients launched in Germany 

throughout the last decades can be seen in Fig. 2: 

 

Fig. 2 Source: https://www.vfa.de/de/arzneimittel-forschung/woran-wir-forschen/innovationsbilanz-2018-viele-

fortschritte-durch-neue-medikament 

 

The assessment focuses essentially on the additional benefit of a new drug compared 

to the previous standard therapy. The benefit of a medicinal product is the patient-

relevant therapeutic effect, in particular with regard to improving the state of health, 

                                                
20 According to Section 35a SGB V. 

Market launch of drugs with new active ingredients in Germany 

amount (without biosimilars) 
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shortening the duration of the disease, prolonging survival, reducing side effects or 

improving the quality of life. The added benefit of a medicinal product is a benefit which 

is quantitatively or qualitatively greater than the benefit of the appropriate comparative 

therapy. 

Within three months of market authorization of a new pharmaceutical, the Federal Joint 

Committee assesses recognition of any additional benefit claimed over the appropriate 

comparator. For this purpose, the company submits a dossier to the Federal Joint 

Committee based on the authorisation documents and all studies carried out on this 

pharmaceutical. The dossier must prove an additional benefit of the pharmaceutical 

over the appropriate comparator specified by the Federal Joint Committee. The result of 

the benefit assessment is published on the internet, and pharmaceutical companies, 

federations, and experts are given the opportunity to submit written and verbal 

statements on the result. After another three months, the Federal Joint Committee 

passes a resolution based on the benefit assessment and the hearings. In particular, it 

contains statements on the extent of additional benefit, patient groups eligible for 

treatment, requirements for quality-assured administration, and the cost of treatment 

with the pharmaceutical. This resolution is published without delay, and includes the 

Federal Joint Committee’s decision on the pricing procedure for the new medicine.  

Within six months, if additional benefit is proved, the Central Federal Association of 

Health Insurance Funds and the pharmaceutical company negotiate the reimbursement 

price paid by the statutory health insurance funds. This takes the form of a rebate on the 

retail price originally set by the company. If no agreement is reached, an arbitration 

board determines the reimbursement price using European pricing levels as its 

standard.  

If the Federal Joint Committee decides that the new pharmaceutical does not have any 

additional benefit over the appropriate comparator (preferably a therapy for which 

endpoint studies are available and which has proved beneficial in practical use), it will 

be included in the reference price system within six months of market launch. The aim 

is that drugs without a proven additional benefit should not cause higher costs than the 

standard therapy already does. If a pharmaceutical without additional benefit cannot be 
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allocated to a reference price group, a reimbursement price will also be agreed on. The 

annual treatment costs must not exceed those of the appropriate comparator.  

 

Each step of the benefit assessment is described in the Federal Joint Committee rules 

of procedure in detail. Appendix II is of particular importance to pharmaceutical 

companies. It describes clearly the standards for the proof of additional benefit, for 

determining the appropriate comparator, and for the dossier to be submitted by the 

pharmaceutical company. Pharmaceutical companies may submit the dossier to the 

Federal Joint Committee in advance for the purpose of a check for formal completeness 

without regard to data contents. Where necessary, the Federal Joint Committee will 

then give comments in writing to the company which additional documents or 

information is required. The pharmaceutical company must send these documents, 

including all clinical trials it has commissioned or carried out, to the Federal Joint 

Committee in electronic form no later than the day the pharmaceutical is first brought 

into circulation. 

 

3) The process of early benefit assessment of orphan drugs 

Orphan medical products have a special status in the early benefit assessments of 

pharmaceuticals with new active ingredients.  

 

However, the orphan medical products status does not lead to an accelerated 
approval procedure of its marketing authorisation, but if the drug is approved with 
an orphan medical products status, it receives ten years of market exclusivity in 
the EU (see above), which applies independently of patent protection and also 
keeps similar competitor drugs out of the market as long as they are not superior 
(or help to overcome a supply shortage).  

 

In accordance with statutory requirements21, the additional medical benefit of these 

medications is already proved through market authorization. Proof of medical benefit 

                                                
21 SGB V, Section 35a, Sub-Section 1, Sentence 10: “For medicinal products authorised for the treatment 
of a rare condition under Regulation (EC) No 141/2000 of the European Parliament and of the Council of 
16 December 1999 on orphan medicinal products, the medical value added shall be deemed to be 
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and additional medical benefit over an appropriate comparator need not be submitted. 

According to the Rules of Procedure of the Federal Joint Committee, only the extent of 

additional benefit must be proved for the number of patients and patient groups for 

whom a therapeutically significant additional benefit exists.22  

 

If the turnover of the orphan medicinal product within the statutory health insurance at 

pharmacy retail prices, including value added tax, exceeds EUR 50 million in the last 

twelve calendar months, the pharmaceutical company shall, within three months of 

being requested to do so by the Federal Joint Committee, submit evidence of the 

additional benefit compared with the appropriate comparative therapy in accordance 

with Federal Joint Committee rules of procedure23.  

 

III) Off-Label use 

The prescription of a medicinal product outside the authorised indication range (off-label 

use) is allowed under pharmaceutical law. This follows from therapy freedom of the 

physician. The prescription of a drug off-label may even meet the medical standard if no 

other drug is approved for the corresponding indication. This is the case, for example, 

with many childhood diseases. 

The manufacturer is only liable for the intended use and for such off-label use if he 
himself has included these indications in his marketing or if he knowingly accepts 
the prescription with this indication.24  

 

                                                
established by the authorisation; the evidence referred to in points 2 and 3 of the third sentence need not 
be provided. If the turnover of the medicinal product according to sentence 10 with the statutory health 
insurance at pharmacy retail prices including value added tax exceeds an amount of EUR 50 million in the 
last twelve calendar months, the pharmaceutical entrepreneur must, within three months of being requested 
to do so by the Joint Federal Committee, submit evidence according to sentence 3 and, in deviation from 
sentence 10, prove the additional benefit compared with the appropriate comparative therapy. The turnover 
pursuant to sentence 11 shall be determined on the basis of the information pursuant to § 84 (5) sentence 
4.” 
22 Federal Joint Committee Rules of Procedure, Chapter 5, Section 12, number 1, Sentence 2. 
23 Chapter 5, Section 5, Sub-Section 1 to 6. 
24 Ruling of the Federal Social Court; BSG 19.3.2002 - B 1 KR 37/00 R. 
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The payment of new examination and treatment methods for ambulatory treated 

patients within the Statutory Health Insurance System is subject to a preventive 

prohibition with the reservation of permission, i.e. it is subject to examination and 

approval by the Federal Joint Committee.25 In contrary, inpatient care can be financed 

by the Statutory Health Insurance System until this is prohibited by the Federal Joint 

Committee.26 

 

The so-called “Nikolaus” resolution was a ground-breaking decision of the Federal 

Constitutional Court of 6 December 200527. In the underlying legal dispute, a patient 

with Statutory Health Insurance who suffered from Duchenne muscular dystrophy 

(DMD) requested reimbursement for a treatment by bio resonance therapy. His 

health insurance fund rejected this with reference to legally prescribed limitations on 

benefits. In the resulting legal dispute, the position of the health insurance fund was 

confirmed by the social courts of all instances. In the end, however, the Federal 

Constitutional Court ruled that the attitude of the health insurance fund and the 

rulings of the social courts infringed fundamental rights and the principle of the 

welfare state. 
 

As a result, the legislator acted28 in order to implement the judgment of the Federal 

Constitutional Court. The prerequisite for the reimbursement of costs for off-label use at 

the expense of the Statutory Health Insurance is29: that there is 1. the treatment of a 

serious (life-threatening or regularly fatal) disease or a disease that is at least 

comparable in value, 2.no other therapy is available and 3. there is a well-founded 

prospect, based on the data available, that the preparation in question will be successful 

in treatment (curative or palliative), i.e. that there is a prospect of a cure or a noticeable 

positive effect on the course of the disease which is not entirely remote.30 

                                                
25 § 135 SGB V 
26 § 137c SGB V 
27 Ref.: 1 BvR 347/98 
28 By issuing Section 35c and Section 2 of German Social Code Book Five (SGB V). 
29 According to Section 35c and Section Sub-Section 1a of the SGB V. 
30 Wagner in Krauskopf, Soziale Krankenversicherung, Pflegeversicherung 100. EL October 2018, § 35c 
SGB V Rn. 3. 


