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the automatic substitution of biopharmaceuticals 

What’s at stake? 

What are biopharmaceuticals? 

The drugs referred to as biopharmaceuticals (also called biological 

drugs, biologics1, or biological medicinal products) are highly complex 

biological drugs with corresponding active ingredients whose charac-

teristics are determined by the production process. They are usually 

manufactured using genetic engineering. 

A biosimilar is a biopharmaceutical that is similar to an already licensed 

reference product regarding efficacy, tolerability, quality, and safety 

and that may become available after patent expiry of the reference 

product.2 

What is automatic substitution? 

According to the regulations of the GSAV (Law for More Safety in the 

Supply of Pharmaceuticals), the Federal Joint Committee (G-BA) will 

develop guidelines for automatic substitution of biopharmaceuticals in 

pharmacies without involving doctors. These guidelines should enter 

into force in August 2022 at the latest. This regulation has been over-

whelmingly rejected by doctors, pharmacists, patients, and pharma-

ceutical companies. 

How are biosimilars different from generics? 

Biopharmaceuticals are not chemically synthesized drugs. Conse-

quently, biosimilars are not comparable to generic drugs (generics). 

Production and supply are subject to entirely different framework con-

ditions. The instruments that regulate the generics market cannot be 

applied to the market of biopharmaceuticals. Rather, they must be 

adapted accordingly to ensure the quality-assured use of biopharma-

ceuticals and maximum patient supply reliability. 

1The term biologic is used primarily in the context of social protection laws. However, 
in practice, it is often not specific enough and, therefore, could be misinterpreted as 

herbal medicine, for example. Therefore, the term biopharmaceutical is preferable. 
2In this context, the G-BA refers to biopharmaceuticals that serve as reference products 

for biosimilars as biotechnologically manufactured biological reference drugs and biosim-
ilars as essentially the same biotechnologically manufactured biological drugs. 
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1. Competition as such already generates extensive savings 

Biosimilars are showing very strong growth in Germany and are already 

gaining significant market share. The biopharmaceutical market is 

competitive and has already allowed significant savings in the 

healthcare system. The current market share of biosimilars was high 

for many products in November 2021 (based on daily doses, overall 

pharmacy and hospital market): 70% for infliximab, 73% for ada-

limumab, 78% for trastuzumab, 80% for etanercept, 85% for bevaci-

zumab, and even 87% for rituximab biosimilars3. Competition has, 

therefore, long been in full swing and should not be hindered by legis-

lative or political interventions, such as automatic substitution in phar-

macies. 

 

2. Economically efficient prescription is already guaranteed 

Due to open-house discount agreements, health insurance funds al-

ready receive substantial discounts from pharmaceutical companies 

and thus achieve substantial additional savings. Physicians are in-

formed by health insurance funds about the existing contracts and take 

them into account when prescribing. Physicians also have to consider 

other requirements that have been agreed upon locally between the 

statutory health insurances and the Associations of Statutory Health 

Insurance Physicians, such as minimum quotas. These instruments lev-

erage extensively the cost-reduction potential of biopharmaceuticals. 

Duplicate intervention by automatic substitution in the pharmacy is 

thus unnecessary. 

 

3. Alignment between physicians and patients is essential for the suc-

cess of therapy 

Biopharmaceuticals are highly complex drugs often used to treat se-

vere chronic diseases. For this reason, close medical monitoring is nec-

essary for the success of the therapy, also to avoid nocebo effects4. 

Moreover, many of these drugs are developed for self-administration 

using special devices. Changing a product and a device simultaneously 

inevitably causes uncertainty due to a change in application. This is 

also pointed out by the Drug Commissions of the German Medical As-

 
3
 IQVIA Arzneimittelverbrauch (AMV) Datenbank: hospital market data from IQVIA 

DKM (German hospital market), pharmacy market data from IQVIA PharmaScope 

National 
4
 Nocebo refers to unexplained, negative effects of a drug that may occur due to the 

patient’s understanding and negative expectations regarding the harmful effects of 
therapy. 
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formation to avoid medication errors and a decrease of adherence to 

therapy (see Drug Commission of the German Medical Association). 

This is key to the success of the therapy. 

 

4. Transparency contributes to drug safety 

Clear identification and traceability of the prescribed and used biophar-

maceuticals serve the safe medical treatment as well as the patient 

safety. If the drug is substituted in the pharmacy, it is no longer reliably 

possible to attribute side effects especially when they arise later during 

treatment. Currently, physicians do not receive information about sub-

stitutions in pharmacies, and thus about the drugs that are actually 

dispensed. The required transmission via telematics infrastructure is 

not available. The documentation legally required by physicians would 

come to nothing. Liability issues resulting from automatic substitution 

have not been clarified. 

 

5. Security of delivery and supply must be ensured in the long term 

A strong production location is an essential prerequisite for supply and 

supply reliability as well as for investments and innovations. The re-

sources and know-how available in Germany for this purpose must not 

be recklessly weakened by short-term cost-cutting measures. In the 

case of generics, the consequences of these cost-cutting measures and 

multiple regulations have been a migration of production capacities and 

know-how and a considerable narrowing of the market at all production 

levels. However, this is what the automatic substitution of biopharma-

ceuticals in pharmacies, as provided for in the German Social Code, 

Book Five (SGB V) and that will take effect from August 2022, will bring 

about. These undesirable developments must not be repeated for bio-

pharmaceuticals and related patient care. This would also contradict 

the German government and the EU's declared goal for greater auto-

nomy as well as the intention of the current German government to 

make Germany a leading international biotechnology location. 

 

A Europe that focuses on technological progress and high environmen-

tal standards during production must continue to establish itself as a 

high-tech production location of pharmaceuticals while strengthening 

supply chains. The German government also speaks to this effect in its 

coalition agreement "Dare more progress“: „We shall ensure the supply 

of innovative medicines and vaccines. We shall resolutely combat sup-

ply bottlenecks. We shall take steps to relocate the production of phar-

maceuticals, including active ingredients and excipients, back to Ger-

many or the EU." 
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The central role of physicians is essential for safe medical treatment 

and supply reliability, especially in the sensitive therapeutic context of 

serious chronic diseases. Together with their patients, physicians must 

select, explain, and monitor the therapy and device application. For 

successful treatment, physicians must retain their therapeutic freedom 

and sovereignty. In this context, automatic substitution in the phar-

macy is neither necessary nor beneficial.  

 

Competition in the biopharmaceutical market is already in full swing 

and does not need further policy interventions, such as automatic phar-

macy substitution. Instead, sustainable, safe and affordable care 

should be the common goal of all stakeholders to benefit patients and 

the healthcare system. 

 

 

 

 

Consequently, the corresponding passage in the GSAV (the German 

Law for More Safety in the Supply of Pharmaceuticals) should be de-

leted from the law: 

→ To maintain the physician’s therapeutic freedom! 

→ To ensure a resilient high-tech production location in Germany 

and Europe! 

→ To provide the maximum supply reliability of biopharmaceuti-

cals for patients! 
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