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Abstract 

 
Purpose. Every day, the COVID-19 pandemic, which began more than a year ago, causes significant 

human and economic losses worldwide. It is reasonable to believe that the long-term solution to the pandemic 

crisis is an effective and safe vaccine. However, the development of such a vaccine is an extremely complex and 

lengthy process, which usually takes a few years and, in some cases, more than a decade. The COVID-19 

vaccine strategy adopted by the European Commission (hereinafter in the text: the Strategy) states that its main 

objective is the development of a suitable vaccine within a period of 12-18 months (COM (2020) 245 final). 

Furthermore, in the Strategy it is stated that such vaccines should be effective, safe to use and of high quality. 

Based on the analysis and evaluation by the European Medicines Agency (hereinafter in the text: the EMA), the 

European Commission has, in a very short period of time, approved the use of the following vaccines against 

COVID-19: “Comirnaty” vaccine, which was developed by BioNTech,“Pfizer” vaccine, which was developed by 

the American company Moderna, a vaccine developed by the pharmaceutical company AstraZeneca together 

with the University of Oxford, “Vaxzevria” (formerly known as COVID-19 Vaccine AstraZeneca) and a vaccine 

developed by Janssen-Cilag International NV (EMA, 2021). 

After an analysis of reported cases of blood clotting disorders after vaccination with the “Vaxzevria” 

vaccine, it was discovered that, in some very rare cases, possible side effects of the vaccine are associated with 

an increased overall risk of blood clotting disorders (EMA, 2021). Despite of the new side effects of the vaccine, 

the EMA Committee concluded and emphasized that the benefits of the vaccine in preventing the spread of 

COVID-19 continue to outweigh the risks of possible side effects. On 11 June 2021, after  the extraordinary 

meeting of EMA Committee, which took place on 7-10 June 2021, it was announced that the capillary leak 

syndrome should be added to the product information as a new side effect of the “Vaxzevria” vaccine. It was also 

stated that the EMA Committee will continue to monitor the situation and will take actions, if necessary (EMA, 

2021). At the EU level, the civil liability of a producer of immunological medicinal products is defined by the 

Directive on the approximation of the laws, regulations and administrative provisions of the Member States 

concerning liability for defective products (hereinafter in the text: Directive 85/374), which establishes a specific 

system of producer liability for defective products. One of the prerequisites for producer liability is a product 

defect, which is determined by evaluation of the consumer expectations of the product based on the safety 

approach (Article 6 of the Directive 85/374). 

Considering all of the above, the purpose of this paper is to establish whether a vaccine which has 

extremely rare (EMA Press Conference, 7April 2021)
1
 side effects that pose a risk to human life, could be 

considered to be safe and meet the expectations of consumers from the perspective of the producer civil liability 

                                                 
1
 Mrs. Sabine Straus, the chair of the committee that produced the EMA report, stressed at a press conference which 

was held on the 7 April 2021, that the rate of blood clot cases appeared to be about 1 in 100,000 vaccinated people. 

According to the incident numbers the Capillary leak syndrome as a side effect of vaccine is even rarer according to 

the EMA. 

https://www.ema.europa.eu/en/glossary/product-information
https://youtu.be/R44xKGOZ0kQ
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system. Another question under consideration is whether the decisive criteria for the appropriation of liability for 

the vaccine producers could be based on the knowledge that the benefits of the vaccine outweigh its risks. 

Design/methodology/approach. For the purpose of this paper and in the light of related issues, the subject 

of the study will be based on the available EU legislation, mostly relying on the interpretation and application of 

the provisions of Directive 85/374 by the European Court of Justice, the Supreme Courts of the European 

Member States and related doctrine (including the relevant doctrine on the treatment of medical risk). 

The research conducted for the purpose of the present paper will be based on a qualitative methodology. 

When processing and analysing the EU legislation, the case law, the legal doctrine, the intention is to 

comprehensively apply the following scientific research methods: logical and critical analysis, meta-analysis, 

document content analysis, systematic and comparative methods.  

Findings. While it is widely agreed that a product defect is an objective concept which is based on safety 

and is qualified in accordance with what society is entitled to expect (not what consumers actually do expect), 

the concepts of safety or security are not clearly determined. Various safety concepts that define different safety 

thresholds can be found in research literature, such as the concept of safety being defined as a situation where 

there is no probability or an acceptable probability of an accident. It is also believed that consumer expectations 

regarding a product can be both overly optimistic and overly pessimistic. This is particularly true for cases of 

assessment of consumer expectations regarding the safety of medicinal products. The effect of a drug is 

inseparable from the physiological properties of the consumer, and the side effects are the result of the 

interaction of the drug with the chemical processes in the human body. Therefore, the same drug can have 

different effects on individual consumers with a variety of possible side effects and levels of harm associated 

with those risks. It is also important to keep in mind that the medicinal product itself, as a particular product, is 

always characterized by complexity and intricacy. A consumer without expert knowledge will objectively not 

have an opportunity to determine whether a particular medicinal product could be considered defective and 

therefore would not be able to make a reasonable assessment of the safety he/she is entitled to expect in relation 

to a particular medicinal product. In these circumstances, it is assumed that the basis of consumer expectations 

for medicinal products (including vaccines) should be different from that for other products. 

It is generally agreed that product safety rules only set the minimum safety requirements for a product, 

therefore, the producer can be held publicly liable for damage even if all the minimum requirements are met. 

However, in the case of vaccines, due to their extremely complex production process, inherent complexity, and 

thorough and expert inspection of production processes by the responsible authorities, it is presumed that safety 

rules not only set the minimum safety requirements, but also meet legal and reasonable consumer expectations in 

the context of the civil liability regime. 

Research limitations/implications. The scope of the present paper is limited to the substantive law issues 

arising from the application of a producer’s no-fault liability under the Directive. 

Practical implications. An analysis of the legitimate consumer expectations test with respect to vaccine 

producers, will be useful to complement the legal doctrine in the area of producer liability and for further 

discussions on the necessity to update/amend certain provisions of the Directive. 

Originality/value. The problem analysed in the paper has not been reported in the Lithuanian scientific 

literature. The issues regarding producer liability have been extensively explored in foreign literature studies by 

the following scholars: Jane Stapleton, G. Howells, Duncan Fairgrieve, and others. 

Keywords: Product liability, producer liability, consumer expectations test, COVID-19, Directive 

85/374/EEC, vaccine, Vaxzevria. 

Research type: Research paper. 

JEL classification: K13. 

 

 

Introduction 

 

SARS-CoV-2 is the new virus “responsible” for the COVID-19 disease and therefore the 

reason for the current global pandemic (World Health Organization, 2020). This is the third time
2
 

that humanity has faced a disease caused by a coronavirus (National Institute of Allergy and 

Infectious Diseases, 2021). This family of viruses causes several human diseases, including mild to 

                                                 
2
SARS coronavirus (SARS-CoV) emerged in November 2002 and caused severe acute respiratory syndrome (SARS; 

Middle East respiratory syndrome (MERS) is caused by the MERS coronavirus (MERS-CoV) and was identified in 

September 2012. 
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moderate upper respiratory diseases like colds, as well as severe and easily spreadable diseases that 

can even cause death. Although it is recognized that COVID-19 may not be associated with any 

symptoms (asymptomatic form), the most common symptoms include fever, cough, sore throat, 

changes or loss of taste and/or smell, general weakness, diarrhoea, fatigue, muscle pain, and, in 

some cases, severe lung infection, sepsis, and septic shock, generalized infection and inflammatory 

response (National Center for Immunization and Respiratory Diseases, 2021). The risk of death 

from COVID-19 increases rapidly with age and is significantly higher compared to the risk of death 

from influenza. Long-term effects of COVID-19 infection, such as difficulty breathing and high 

blood pressure, are observed more often (Harvard Health Publishing, 2021). At the time of writing 

this paper, the disease is accountable for more than 3.8 million deaths and more than 178 million 

cases worldwide (World Health Organization, 2021). 

Scientists and politicians are united in regarding the long-term solution to the pandemic crisis; 

they believe that an effective and safe vaccine against the virus could be the solution (COM (2020) 

245 final). However, the development of a safe and effective vaccine is an extremely complex and 

lengthy process, which usually takes several years (Smith et al., 2011). The Strategy states that its 

main objective is the development of a suitable vaccine within 12-18 months (COM (2020) 245 

final). Furthermore, in the Strategy it is stated that such vaccines should be effective, safe to use and 

of high quality. Based on analysis and evaluation by the European Medicines Agency (hereinafter 

in the text: the EMA), the European Commission has, in a very short period of time, approved the 

use of the following vaccines against COVID-19: the “Comirnaty” vaccine, which was developed 

by BioNTech, the “Pfizer” vaccine, which was developed by the American company Moderna, a 

vaccine developed by the pharmaceutical company AstraZeneca together with the University of 

Oxford, and a vaccine developed by Janssen-Cilag International NV.  

However, on 15-17 March 2021, more than 20 EU countries (Al Jazeera, 2021), including 

Spain, Italy, France, Germany, Sweden, Latvia, and Lithuania, stopped using the “Vaxzevria”  

vaccine due to possible unforeseen side effects. On 18 March 2021, during the extraordinary 

meeting of the EMA’s Pharmacovigilance Risk Assessment Committee (hereinafter in the text: the 

EMA Committee), following an analysis of reported cases of blood clotting disorders after 

vaccination with the “Vaxzevria” vaccine, the EMA Committee confirmed that: the benefits of the 

vaccine in combating the still widespread threat of COVID-19 (which itself results in clotting 

problems and maybe fatal) continue to outweigh the risk of side effects; the vaccine is not 

associated with an increase in the overall risk of blood clots (thromboembolic events) in those who 

receive it; there is no evidence of a problem related to specific batches of the vaccine or to 

particular manufacturing sites; however, the vaccine may be associated with very rare cases of 

blood clots associated with thrombocytopenia, i.e., low levels of blood platelets (elements in the 
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blood that help it to clot) with or without bleeding, including rare cases of clots in the vessels 

draining blood from the brain (EMA, 2021).  

In the light of the events described above, the side effects of the vaccine and the resulting 

harm caused, are further formulated as a scientific problem in order to define the limits of the civil 

liability of the vaccine producer in the realm of the liability system established by Directive 85/374. 

Therefore, the question to be answered is whether the risks posed to human health and life by the 

vaccine inflicted upon society by the responsible authorities are compatible with the reasonable 

expectations of consumers?  

 

1. Regulation establishing producer liability as a mechanism for controlling public risks 

 

The EU is committed to ensuring a high level of consumer rights protection. Articles 12 and 

169 of the Treaty on the Functioning of the European Union (TFEU) state that the EU shall 

contribute to protecting the health, safety and economic interests of consumers. They emphasize the 

right of the consumer to information, education and training, in order to promote their interests and 

ensure an adequate level of protection, as well as to form organizations to defend their interests. 

Article 12 of the TFEU states that consumer protection requirements shall be taken into account 

when defining and implementing other EU policies and activities. Article 35 of the Charter of 

Fundamental Rights of the European Union emphasizes that adequate protection of human health 

must be ensured in the definition and implementation of all EU policies and activities. 

The recitals in the preamble of Directive 85/374 state: “Whereas protection of the consumer 

requires that all producers involved in the production process should be made liable, in so far as 

their finished product, component part or any raw material supplied by them was defective”(4); 

“Whereas, in situations where several persons are liable for the same damage, the protection of the 

consumer requires that the injured person should be able to claim full compensation for the damage 

from any one of them” (5); “Whereas the protection of the consumer requires compensation for 

death and personal injury as well as compensation for damage to property” (9); “Whereas, to 

achieve effective protection of consumers, no contractual derogation should be permitted as regards 

the liability of the producer in relation to the injured person” (12). Recital 4 in the preamble of 

Directive 2001/95/EC of the European Parliament and of the Council of 3 December 2001 on 

general product safety (Directive 2001/95/EC) states: “In order to ensure a high level of consumer 

protection, the Community must contribute to protecting the health and safety of consumers. 

Horizontal community legislation introducing a general product safety requirement and containing 

provisions on the general obligations of producers and distributors, on the enforcement of 
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Community product safety requirements and on rapid exchange of information and action at the 

Community level in certain cases, should contribute to that aim”. 

From a legal functional point of view, the objectives of the European Union are pursued 

through both public enforcement, which sets possible performance standards for producers, 

(Postema, 2001, p. 17), and private enforcement (Postema, 2001, p. 17), which provides vindication 

for victims (Postema, 2001, p. 4). Looking through the prism of the concept of risk, Bergkamp 

indicates two ways that regulations can help to control risk: “before the fact” (ex-ante or a priori) by 

imposing certain legal frameworks, or “after the fact” (ex-post or a posteriori) by laying down rules 

imposing legal liability (Bergkamp, 2000). In line with this approach, when defining the concept of 

risk as a certain probability of an adverse event, legal regulations based on the implementation of 

public and private law norms could be considered as a certain system of control for public risks. 

Consequently, the private enforcement system helps to implement ex-post risk regulation, which 

covers issues of redress, while the mandatory rules on product safety and market access (public 

enforcement) are covered by ex-ante risk regulation. 

What level of risk could be considered acceptable for vaccines? What criteria determine the 

acceptability (unacceptability) of the level of risk and the liability of the producer for damage 

caused by the side effects of the vaccine? These are key questions that must be addressed. Before 

proceeding with the assessment of the liability for vaccine producers, it is necessary to highlight 

certain actual important aspects of consumer rights protection and management of risks to society 

from the case law of the European Court of Justice. 

The General Court of the European Union on 17 May 2018, stated “In determining the level of 

risk deemed unacceptable for society, the institutions are bound by their obligation to ensure a high 

level of protection of public health, safety and the environment. That high level of protection does 

not necessarily have to be the highest that is technically possible, in order to be compatible with 

Article 114(3) TFEU” (T-584/13, paragraph 72). In this judgement it was also emphasized that 

institutions are not able to follow a purely hypothetical approach to risk and base their decisions on 

a “zero risk” approach, which does not exist in practice (T-584/13, paragraph 72). Another 

judgment of the General Court of the European Union sets out the criteria according to which an 

unacceptable level of risk to society should be assessed. This includes severity of effects on human 

health, safety and the environment, magnitude of the risk, long-term effects, the possibility of 

redress or reduction of the risk or its effects (T-31/07, paragraph 147), and the available scientific 

knowledge on specific risk perceptions(T-584/13 paragraph 73). It should be noted that in many 

judgments it is stated that when the institution responsible for risk management determines an 

unacceptable level of risk, the competent authority must take the necessary measures to protect 
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public health, safety and the environment by placing those interests above economic interests (T-

451/13 paragraph 109; T-31/07 paragraph 134). 

 

2. Consumer protection implemented by public law as an ex-ante regulation of societal 

risks 

 

One of the main objectives of the rules of public law is to set performance standards that 

reduce or optimize the risks arising from certain activities (Bergkamp, 2000). In order to control 

risks, regulatory standards may list various measures
3
, such as “input control”, rules requiring the 

application of “best practices” or “best available technologies”, or results. 

All products are subject to safety requirements under EU harmonized safety legislation 

establishing the Essential Health and Safety Requirements (EHSR)
4
. In the absence of product-

specific regulations, the General Product Safety Directive of the European Parliament and of the 

Council (GPSD) should be followed, which stipulates a general obligation for manufacturers to 

ensure that products falling outside the scope of certain product safety legislation are manufactured 

in compliance with the general safety requirements set out in this Directive. In this way, 

manufacturers are responsible for the safety of their products and, when placing a product on the 

market or placing it on the market for the first time, must ensure that their products comply with all 

the essential requirements applicable to such products, taking into account the scientific and 

technical knowledge available at that moment in time. 

 

3. Legal regulation of product safety or risk management-based regulation of medicinal 

products 

 

On 12 October 2001, the European Commission, in its White Paper (COM (2001) 428 final), 

recognized the importance of taking into account a wide range of disciplines and experiences, 

                                                 
3
For example, on 21 October 2009,Regulation (EC) No 1/2003 of the European Parliament and of the Council 

Regulation (EC) No 1107/2009 concerning the placing of plant protection products on the market and repealing 

Council Directives 79/117 / EEC and 91/414 / EEC provides for the authorization and prior approval of plant 

protection products and their active substances. 
4
There are special rules for safety requirements, for example for toys, electrical and electronic goods, cosmetics, 

chemicals, medical devices, food and feed, and other specific product groups such as machinery or pharmaceuticals. 

For example: Directive 2014/35 / EU of the European Parliament and of the Council on the approximation of the laws 

of the Member States relating to the making available on the market of electrical equipment intended for use within 

certain voltage limits; Directive 2014/53 / EU of the European Parliament and of the Council on the approximation of 

the laws of the Member States relating to the making available on the market of radio equipment; Regulation (EU) 

2017/745 of the European Parliament and of the Council on medical devices and Regulation (EU) 2017/746 of the 

European Parliament and of the Council on in vitro diagnostic medical devices; Regulation (EC) No 1/2003 of the 

European Parliament and of the Council Regulation (EC) No 178/2002 laying down the general principles and 

requirements of food law, establishing the European Food Safety Authority and laying down procedures in matters of 

food safety; Directive 2006/42 / EC of the European Parliament and of the Council on machinery; Directive 2001/83 / 

EC of the European Parliament and of the Council on the Community code relating to medicinal products for human 

use. 
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covering not only scientific but also moral and ethical issues, and stated that European risk 

regulation should be based on two key principles: risk analysis and precaution (COM(2018) 795 

final, p. 16). The classical regulation-based risk analysis model includes risk assessment, risk 

management, and risk communication. The first stage of risk assessment includes pre-assessment, 

interdisciplinary risk assessment, risk description and assessment, risk management steps, risk 

monitoring and control. It is important to mention that the EU Commission has separated the 

scientific risk assessment from the political risk management process in order to make the decision-

making process more transparent according to the principle of risk analysis (COM (2002) 713 

final). Thus, risk assessment is described as a purely scientific task to identify and assess risks to 

health and the environment, whereas the risk management phase involves a political balance 

between the various costs and benefits of the solution. EU institutions responsible for risk 

management assess and determine the acceptability of risk to society on the basis of scientific 

assessment and “other legitimate factors” such as societal, economic, traditional, ethical and 

environmental factors (Ehnert, 2017, p. 35). According to Sadeleer (Sadeleer, 2006, p. 147), risk 

management, unlike risk assessment, is a process of “deciding how safe is safe”. The need for 

scientific risk assessment to be carried out by scientific experts as a scientific process is also 

emphasized in the jurisprudence of EU courts (T-13/99; T-70/99; T-257/07; 429/13). 

Mandatory requirements for producers of medicinal products were established in Directive 

2001/83/EC of the European Parliament and of the Council of 6 November 2001 on the Community 

code relating to medicinal products for human use (hereinafter in the text: Directive 2001/83/EC). 

Directive 2001/83/EC does not only lay down procedures for the manufacture, labelling, marketing 

authorization, import, wholesale distribution, and advertising of medicinal products, but also 

establishes standard and specific quality and documentation requirements for specific categories of 

medicinal products. It should be noted that vaccines are also considered to be medicinal products in 

accordance with the provisions of Directive 2001/83/EC. Article 4 of Annex II Part B of Directive 

2001/83/EC states that vaccines are immunological products intended to induce active or passive 

immunity or to determine the state of the immune system. The rules of public law ensure that all 

medicines sold in the EU must be subject to prior authorization by a national authority or the 

European Medicines Agency. In order to obtain marketing authorization for a particular medicinal 

product, the manufacturer of the medicinal product must provide the responsible authority with 

detailed therapeutic information on the product, including any possible side effects. Accordingly, 

Article 26 of Directive 2001/83/EC lays down the cases in which the European Medicines Agency 

shall refuse authorization:“(a) the medicinal product is harmful in the normal conditions of use, or 

(b) that its therapeutic efficacy is lacking or is insufficiently substantiated by the applicant, or (c) 

that its qualitative and quantitative composition is not as declared” Therefore, the competent 
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authority shall carry out a benefit-risk analysis of a particular medicinal product when deciding 

whether to grant marketing authorization to a manufacturer. The benefit-risk balance itself is 

defined in M4 of Annex B of the Directive as the relationship between the beneficial therapeutic 

effect of a medicinal product and the risk to human and public health, as determined by the 

evaluation of the quality, safety and efficacy of that product. Article 101 of Directive 2001/83/EC 

also sets out a pharmacovigilance procedure for the medicinal product by the competent authorities. 

The purpose of this procedure is to gather as much information as possible about the risks 

(associated with the medicinal products) to patients or public health in general. Article 116 of 

Directive 2001/83/EC establishes the grounds for suspension or revocation of the authorization 

granted to the manufacturer by the competent authorities if the medicinal product proves to be 

harmful or to have insufficient therapeutic effect, the risk-benefit balance is unfavourable, or the 

qualitative and quantitative composition is not as declared. Considering the above indicated 

procedures, we have to agree that the medical products sector is very strictly regulated. 

In the light of the EU's objective to ensure a high level of consumer protection and the 

assessment of the safety and risk balance of a medicinal product established by Directive 

2001/83/EC, the acceptability risk balance of the medicinal product to consumers and the public is 

determined by the European Medicines Agency. This concludes that the producer of the vaccine 

should be held to be in compliance with the objective of ensuring a high level of protection of 

human safety and health in the EU, provided that all the legal requirements are met and that the 

competent authority authorizes the use of that vaccine. Therefore, the “Vaxzevria” vaccine, despite 

having side effects (including the extremely rare occurrence of blood clotting and capillary leak 

syndrome), in the context of the regulatory rules on product safety and in the absence of any 

decision from the supervisory authority to withdraw the vaccine, should be considered to be in 

compliance with the reasonable health expectations. However, this paper also asks whether it is 

reasonable and sufficient for the responsible authority to base its decisions on a risk-benefit analysis 

in order to determine whether to allocate civil liability to the producer, and what consumer 

expectations are reasonable in the context of tort liability. 

 

4. Civil liability as an ex-post risk distribution mechanism 

 

It is generally agreed that the main function of civil liability is to enable the victim to seek 

redress. Therefore, the compensation for the damage suffered by the victim is transferred, in whole 

or in part, to the offender. Looking from such an angle, civil liability serves as an ex-post risk 

distribution mechanism. However, it is important to emphasize that not all damage incurred by the 

victim would make him/her eligible for compensation. The traditions of civil law are based on the 
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principle of casum sentit dominus, which is derived from Roman law and constitutes a general rule 

that the person who has suffered damage must take responsibility for it himself/herself. In the 

common law systems, there is an equivalent principle, which states: let the loss lie where it falls. In 

order for the ex-post effects of an accident to be passed on to another entity, there must be justified 

ex-ante grounds. 

Article 4 of Directive 85/374 states that the manufacturer shall be liable when the injured 

person is able to prove the following: damage, defect in the product, and a causal relationship 

between the damage and the defect. Therefore, in the system of producer liability, the defect in the 

product which caused the damage should be considered as the justification for the transfer of losses 

from the consumer to the producer. Legal scholars agree that a product defect, which is considered 

to be one of the key conditions in order to impose producer liability, is determined solely by 

consumer expectations and the safety of the product that can reasonably be expected (Fairgrieve and 

Pilgerstorfer, 2017) (Article 6 of the Directive). It is noteworthy that according to Recital 6 of 

Directive 85/374, the safety of a product is qualified by what the public expects, not the individual 

consumer. In the light of the above, in order to determine the limits of the liability applicable to 

vaccine producers and to assess what consumer expectations could be considered justified in 

relation to vaccines, it is necessary to answer the question of what safety level the public can and 

should be entitled to reasonably expect.  

 

5. Reasonable public safety expectations for a product 

 

Much like the test of consumer expectations laid down in Directive 85/374, the concept of 

safety or security itself is not clear. Various safety concepts defining different safety thresholds can 

be found in the research literature, such as, safety is a situation without accidents, or, safety is a 

situation with an acceptable probability of accidents (Hansson et al., 2012). As can be seen from 

these definitions of safety, marginal risk ranges from “absolute safety” (meaning there is no hazard) 

or “safety” (meaning an accident-free situation) to “relative safety” and is determined by which 

risk-mitigation measures are in place (“safety” means a situation, in which the probability of 

occurrence of an accident is acceptable) (Möller et al., 2012). As Möller points out, in technical 

analyses, safety is usually defined as an antonym to risk, where safety is being perceived as a low-

risk state: the lower the risk, the higher the level of safety (Möller et al., 2006). However, it is 

acknowledged that the definition of safety is complicated by the fact that the concept of risk is not 

in itself very clear (Möller et al., 2006). Precise safety concepts are not provided by the 

International Organization for Standardization's quality management system standards. For 

example, the standard for road machinery ISO 26262 indicates that a system's mode of operation or 
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system layout can be considered safe when there is no unreasonable risk (ISO 2011) or when the 

current and future risks associated with machinery are below a threshold set by society(ISO 2011). 

Although neither the concept of safety itself nor Directive 85/374 provides a precise safety level 

that consumers are entitled to expect, certain guidelines for medicinal products can be established 

on the basis of interpretations provided by the ECJ. 

In Joined Cases C-503/13 and C-504/13 (Boston Scientific Medizintechnik), Advocate General 

Y. Bot pointed out that the concept of safety which can reasonably be expected is relatively 

imprecise and relatively vague, and even though there is plenty room for interpretation, these 

interpretations are limited as they must be in compliance with the objectives of Directive 85/374 

(Bot, 2014). Therefore, public expectations of safety must be legitimately justified and consistent 

with the objectives of Directive 85/374. However, the objectives set out in Directive 85/374 appear 

to be completely different and not necessarily compatible. The first recital in the preamble to 

Directive 85/374 states that the “approximation of the laws of the Member States concerning the 

liability of the producer for damage caused by the defectiveness of their products is necessary…”.In 

the second recital, it is stated that “liability without fault on the part of the producer is the sole 

means...”In the seventh recital, it is stated that “a fair apportionment of risk between the injured 

person and the producer implies that the producer should be able to free himself from liability if he 

furnishes proof as to the existence of certain exonerating circumstances”. As we can see, Directive 

85/374 pursues not only consumer protection, but also other objectives, such as political and 

economic objectives. It is important to note that the case law of the Court of Justice of the European 

Union consistently confirms that the objectives of the Directive are equivalent, consistent with a fair 

distribution of risks (C-154/00) and not differentiated according to importance (C‑358/08). 

Given that the purpose of Directive 85/374 is not only to protect consumers, but also to strike 

a balance between producer and consumer, it could reasonably be concluded that the consumer is 

not entitled to expect to be absolutely safe, meaning that consumers cannot reasonably expect to 

receive absolutely risk-free products. Product safety and what the consumer expects should be 

justified and reconciled with a fair distribution of risk between the producer and the consumer. 

However, what level of risk is legitimate under the legal liability regime established by Directive 

85/374? In our case, are the side effects and harm of the “Vaxzevria” vaccine compatible with the 

objectives of the Directive? Especially considering the fact that it has been confirmed that there is 

substantial variation between individuals in the immune response to vaccination (Zimmermann and 

Curtis, 2019)
5
. Taking into account that a product defect is determined by consumer expectations, 

                                                 
5
 According to one of the latest scientific studies, it has been established that many factors influence the response to the 

vaccine. These factors are divided into such groups: intrinsic host factors (such as age, sex, genetics, and 

comorbidities), extrinsic factors (such as preexisting immunity, microbiota, infections, and antibiotics), environmental 

factors (such as geographic location, season, family size, and toxins), behavioral factors (such as smoking, alcohol 
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which should be based on the expected safety of consumers in relation to the product (vaccine), the 

question is which consumer safety expectations would comply with the objectives of Directive 

85/374? 

 

6. Public safety expectations for medicinal products 

 

It is clear that certain categories of products in themselves pose certain risks to their users, for 

example, scissors or knives can cut, household cleaners can damage the skin, a convertible car is 

not as safe as a normal car, a hot drink can cause burns, alcohol and tobacco products are harmful to 

health, and so on. Of course, general knowledge or instructions help consumers to use products 

safely or as safely as possible, but the risk of injury or latent risk associated with certain products 

remains. In addition, consumers' safety expectations should depend on the different product 

categories, the uses, and the risks of harm. That was the conclusion reached by the Advocate 

General of Boston Scientific Medizintechnik, who stated that “the concept of legitimate expectations 

is particularly difficult to define and is partly subjective, the level of safety expected depends, inter 

alia, on the type of product and its intended use, is more important in the case of a device implanted 

in the human body, in which, moreover, it is difficult to see how the patient could misuse it in 

comparison with a bottle of water or a detergent” (Bot, 2014). However, what consumer 

expectations regarding the safety of medicinal products could be considered reasonable? In other 

words, should the consumer reasonably expect a relatively higher level of safety from a medicinal 

product than from any household product, simply because the manufacturer of the medicinal 

product should be assessed exclusively as an expert in his/her field with all the essential knowledge 

of the risks and side effects associated with the product. Also, the only thing that a consumer can do 

in order to avoid side effects and potential harm is to correctly use the medicinal product; other than 

that there is no way how the consumer could influence and control the risks associated with the 

products. Therefore, in principle, the level of safety of a medicinal product depends solely on the 

producer.  

Perhaps most clearly, the concept of safety and the content of consumer expectations have 

been defined in the last two judgments of the High Court of England and Wales. In one of them, on 

12 June 2016, in paragraph 65 of the judgement in the case of Anthony Frederick Wilkes vs DePuy 

International Limited, it is stated that “consumer expectations are defined and gauged, there cannot 

be a sensible expectation that any medicine or medicinal product is entirely risk-free” (Anthony 

Frederick Wilkes vs DePuy International Limited, 2016, p. 65). Accordingly, the safety standard 

                                                                                                                                                                  
consumption, exercise, and sleep), nutritional factors (such as body mass index, micronutrients, and enteropathy), 

vaccine factors (such as vaccine type, product, adjuvant, and dose) and administration factors (schedule, site, route, time 

of vaccination) (Zimmermann and Curtis, 2019). 
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which the public has a right to expect from a product when it is placed on the market is a matter of 

law and may vary from product to product (Anthony Frederick Wilkes vs DePuy International 

Limited, 2016, p. 93). Therefore, safety in itself is inevitably a relative concept, as no drug can be 

without risk (Anthony Frederick Wilkes vs DePuy International Limited, 2016, p. 65). In this case, 

the judge also concluded that any safety assessment must take into account whether the potential 

benefits (including potential utility) of such a product are balanced against its risks (Anthony 

Frederick Wilkes vs DePuy International Limited, 2016, p. 66). 

In the case of Colin Gee and others vs DePuy International Limited and others on 21May 

2018, the Court stated that: “Even such commonly prescribed medicines as penicillin or aspirin can 

cause a hypersensitive response in certain patients which, in an extreme case, can prove fatal. The 

public is not entitled to expect that a product which is known to have an inherently harmful or 

potentially harmful characteristic will not cause that harm, especially if (as in the present case) the 

product cannot be used for its intended purpose without incurring the risk of that harm 

materializing”. (Colin Gee and others vs DePuy International Limited and others, 2018, p. 110). In 

agreement with the judge's reasoning, it should also be noted that, in any event, the consumer's 

legitimate expectations should be based on both the side effects declared and indicated by the 

manufacturer and the risk-benefit analysis carried out by the authorizing authority. The EU public 

law establishes one of the fundamental rights of consumers, the “right to information”, which means 

that consumers have a right to know about the risk associated with the products, and manufacturers 

have a duty to inform consumers about certain risks that are inherent in their products, including 

medicinal products. In this context, the famous judgement of the High Court of England and Wales 

on 26 March 2001 in the case of A and others vs National Blood Authority, is important. In essence, 

the court ruled that the product (blood) was of poor quality and since the public was unaware of the 

risk, they did not assume there was a risk of infection. The court argued that in the absence of 

information on potential risks, consumers could legitimately expect the transfusion to be without 

any risk of infection. 

The reasoning of the above-mentioned cases confirms the presumption that consumers’ 

expectations regarding the safety of different products are not the same. Although consumers seem 

to have a legitimate expectation of a higher level of safety for medicinal products, as they are 

directly related to the human body and appear to present the highest risk of harm, consumers’ 

expectations for these products cannot be absolute and should be limited, taking into account the 

risks inherent in the product and the overall balance of risks and benefits of the product. This should 

be considered compatible and in-line with the risk-benefit balance defined by the competent 

authority for a given medicinal product when granting authorization to the manufacturer to put the 

product on the market. In seeking a definitive answer to the question raised at the beginning of the 
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present paper, i.e., whether the consumer's expectations of a medicinal product should be assessed 

in terms of benefits and risks, a further question arises as to whether the benefits and risks of 

vaccines should be assessed with respect to the victim or other criteria.  

 

7. General public interest 

 

Article 6 of Directive 85/374 defines the concept of a product defect and states that all 

relevant circumstances must be taken into account when assessing the defectiveness of a product. It 

was mentioned at the beginning of the paper that medicinal products differ substantially both in 

their method of production and in their composition compared with other more common consumer 

products. However, it is also generally agreed that vaccines occupy a special place in the context of 

producer liability, because in addition to the relationship between the victim and the producer, the 

interest of the third group, the general public, is also important (Wertheimer, 1996). The use of 

vaccines and certain medicines helps to ensure not only the safety needs of particularly vulnerable 

groups, but also the well-being of society as a whole. Whereas Directive 85/374 strives to achieve 

not only compensation for the victim but also a balance of interests, it is conceivable that the rights 

and interests of the victim may, in certain cases, be sacrificed for the general interest of society and 

social welfare. Such a balance of public interests for the common good of society could be 

described in the context of risk as risk management, which, according to Sadeleer, is a process of 

deciding how safe is safe (Sadeleer, 2006). 

Legal doctrine agrees on the grounds for legitimizing the producer's liability without fault, 

such as the producer's ability to control the risks involved, (the producer has a choice between 

seeking to make the product as safe as possible or assuming the possible negative financial 

consequences of a defective product), the producer carries out risky activities and makes a profit 

from it, the producer is in a better position to distribute the risks, insure against possible risks, etc., 

which are not considered to be so relevant in the case of vaccines. The vaccine manufacturer does 

not, in principle, have the typical choices that are available to the manufacturer of a conventional 

product, where there are two alternatives to choose from after assessing the risks associated with the 

product: 1) to assume the financial risk of harm, or 2) not to place the product on the market. 

In order to achieve a generally high level of consumer protection, the civil liability of the 

manufacturer and the potential financial burden on the manufacturer as a result of potential civil 

liability, should not prevent the provision of accessible medicines to consumers and the 

maintenance of a high general level of health protection. One example from the 1980s which should 

be remembered is the overly deterrent case of the negative effects of civil liability in the United 

States. In this case, a total of more than $3.5 billion was claimed from manufacturers by victims of 
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vaccine side effects. This not only led to a significant increase in vaccine prices, but also to a 

reduction in vaccine stocks to dangerously low levels, with many manufacturers ceasing to produce 

vaccines altogether
6
. 

 

8. Conclusions 

The very strict and detailed risk-based regulation of drugs under public law, the importance of 

the general public interest in the case of vaccines, a very broad number of factors that influence the 

use of vaccine, as well as the specificity and complexity of vaccine as an immunological medicinal 

product undoubtedly lead to the conclusion that vaccines should be distinguished from other 

products. It is hardly believable that a consumer could reasonably assess the safety level which 

would satisfy their expectations while using the vaccine. It suggests that reasonable consumer safety 

expectations should not be separated not only from the manufacturer's warnings and information on 

the risk of side effects and harm, but also from the risk-benefit assessment by the responsible 

authorities. 

Subject to the above and in the context of civil liability, consumer safety expectations, 

expected or desired by consumers or groups of consumers, should not be so crucial as it might look 

from the wording of certain provisions of Directive 85/374. Legitimate expectations tend to be 

determined by certain objective criteria and a selected mechanism for control and enforcement of 

political decisions. In this case, it seems to be reasonable to agree with the viewpoint that, unlike 

tort law, which covers certain cases of intentional harm or negligence, product liability should be 

assessed in terms of its overall effect, as it deals with the overall risk posed by a product rather than 

an individual risk to an individual consumer  

Yet it remains an open question whether civil liability, as an ex-post risk distribution 

mechanism, is an appropriate and sufficient enough instrument to protect the rights of the victim 

and restore justice in an adverse event resulting from vaccination, even if the probability of 

occurrence of a side effect from a vaccine is extremely low. 
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