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The European Federation of Allergy and Airways Diseases Patients’ Associations (EFA) is the voice of 200 million people living with allergy, asthma, and chronic obstructive pulmonary disease (COPD) in Europe. We connect European stakeholders to ignite change and bridge the policy gaps in allergy and airways diseases so that patients live uncompromised lives, have the right and access to the best quality care and a safe environment.
EFA welcomes the European Commission’s proposal for a European Biotech Act (hereafter ‘the Act’) and has taken the opportunity to comment on the proposal through the public consultation (questionnaire). EFA agrees with the Commission’s view that boosting biotechnology and biomanufacturing will help to speed up technological advancement, competitiveness and economic growth in the EU and sees the Act as the occasion to ignite change in the European innovation ecosystem.
In our response to the questionnaire, we highlight how the Act will also help to bring biotechnologies closer to allergy, food allergy, atopic eczema, asthma and COPD patients across Europe. As a patient organisation, EFA calls on the European Commission to consider patient experiences and the role of patients, and the organisations representing them and involve them appropriately in addressing biotechnologies.
EFA has previously responded to the European Commission’s Strategy for European Life Sciences, where we advocated for a health-in-all-policies approach, particularly in research, to address unmet medical needs and improve the quality of life for people in Europe. The final Commission text takes these points into account and the future EU Biotech Act, which is part of the Strategy, should do the same. 
In preparing our response to the questionnaire, EFA organised an EFA member’s workshop on 15 October 2025 to gather patient experiences and expertise, which form the basis of our response to the consultation. 
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Biologics produced from biotechnologies are used and developed in EFA’s disease areas, allergic diseases and respiratory diseases, specifically allergy, asthma, COPD, atopic dermatitis, urticaria and nasal polyp syndrome. Biotechnological tools help us to use biomarkers and improve diagnostics and targeted treatments to improve outcomes for the patients we are representing. For instance, in the case of COPD and asthma, biologic therapies and smart inhalers with personalised dosing systems improve treatment for patients and address unmet needs as defined by patients. However, while the literature shows biologics can work well for treating allergic conditions and respiratory diseases, in the current policy and health environment, patients, who have uncontrolled disease and consequent impact for health and quality of life, experience issues with accessing biologics for several reasons further explained below.
Below are key access issues which the European Commission should prioritise in the proposal for the EU Biotech Act arising from EFA patient community. 
[bookmark: _Toc213236038]Support access, price and regulatory environment for biotechnologies in the EU
Biotechnology and biomanufacturing products that reach the market need to be safe and secure, with the right balance for benefit and risk, patients being involved in the evaluation. The regulatory environment results in access to biotechnologies being delayed. However, speeding up the process should not put patients at risk.  To note, information on the availability and accessibility of biotechnologies needs to be clear for patients so they can better understand their treatment options and manage any shortages for their treatment products. 
The current price of biotechnology and biomanufacturing products is very high and often out of reach for patients for many reasons, including the pricing system and reimbursement practices. The European Commission together with member states and producers need to work together on accessibility keeping in mind the full cost and benefits arising for societies and individuals for uncontrolled versus controlled, and especially severe allergic and respiratory diseases. 
Biotechnologies should be supported under the EU Health Technology Assessment Regulation (HTAR). The EU regulatory environment strengthened by the EU HTAR marks a significant potential advancement for patients. By harmonising HTA processes, it can empower individual Member States with EU-level assessments to inform national decisions on which medicines and medical devices should be prescribed, under what conditions and the pricing and reimbursement schemes. 
The European Commission should consider the approval of treatments used for IgE-mediated food allergies as a priority. Biotechnology treatments used for IgE-mediated food allergies have been authorised by the U.S Food and Drug Administration (FDA) that are still under investigation by European Medicines Agency (EMA), which has indicated the need for further clinical trials and regulatory evaluation, and not yet authorised  these treatments in the EU.[footnoteRef:2] As the European Commission hopes its planned legislation will help biotechnology companies bring products from laboratory to market more quickly, this is also true for treatments for the food allergy patient community. Since there is no cure for food allergies yet, our community needs treatment options that can protect those at risk of serious allergic reactions, such as anaphylaxis, which may cause death. We need biologics like those already authorised by the FDA and EMA, like allergic asthma and other conditions, such as chronic spontaneous urticaria (CSU) and chronic rhinosinusitis with nasal polyps (CRSwNP). For food allergic patients, these treatments, whether used as monotherapy or in combination with allergen immunotherapy, significantly increase allergen tolerance, reduce the severity of allergic reactions, and improve patients’ quality of life. Additionally, there is an urgent need for new standardised treatment options on the market to induce tolerance to specific food allergens. Patients with severe food allergies urgently require biologic treatment to lessen the risk of death from accidental exposure to allergens to which they are sensitive. It is unfair that European patients cannot access biologic treatments, which are recommended by the scientific societies to the food allergy community and approved by the FDA, and are already approved by the EMA for other conditions. This highlights inequalities. The Act needs to support improving access, approval and development of targeted technologies to improve quality of life of food allergy patients and their carers.  [2:  Indolfi, C., Perrotta, A., Dinardo, G., Klain, A., Grella, C., Palumbo, P., & Miraglia del Giudice, M. (2025). Omalizumab in food allergy in children: current evidence and future perspectives. Life, 15(5), 681. https://www.mdpi.com/2075-1729/15/5/681 
] 
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Biologics should be recognised in the combat of AMR. Antibiotic resistance (AR) is growing global health threat with huge implications for Europe’s health and healthcare systems. The overuse and misuse of antibiotics in the healthcare system and beyond have led to resistant bacterial strains, with conventional treatments becoming less effective over time. The respiratory patient community is largely impacted by this, as a respiratory infection or cold can exacerbate asthma or COPD and lead to cascade where antibiotics are needed. A simple cold and flu can quickly become a life-threatening diagnosis without proper treatment. Biotechnologies have a crucial role to play in combatting AMR by enabling the development of new antibiotics and diagnostics tools to help the direction of existing antibiotics[footnoteRef:3]. The Act needs to include a focus on combatting AMR.  [3:  Panwar, D. (2024). Role of biotechnology in combating antibiotic resistance. Journal for Research in Applied Sciences and Biotechnology, 3(6), 173-183. https://www.researchgate.net/publication/389496024_Role_of_Biotechnology_in_Combating_Antibiotic_Resistance ] 

[bookmark: _Toc213236040]Advance research on COPD
COPD as a progressive disease should be seen a priority for biotechnology research. In respiratory medicine, there is extensive experience with the use of biologics in asthma and lung cancer, but to date, there are no approved biologics available for the treatment of COPD[footnoteRef:4]. We need more knowledge and research in the area as we can only treat the symptoms and do not have a cure, and worse COPD is progressive. There is a research pipeline for COPD biologics and patients, and their carers are looking for treatments to improve their quality of life and preventing the progression of disease. The Act should encourage further research in biotechnologies for COPD, and collaborative approaches to patient reported outcomes and unravelling COPD as a disease.  [4: Kersul, A. L., & Cosío, B. G. (2024). Biologics in COPD. Open Respiratory Archives, 6(2), Article 100306.  https://pmc.ncbi.nlm.nih.gov/articles/PMC10937225/ ] 
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Biologics should be seen as a way to improve allergen-immunotherapy. Allergic diseases, such as allergic rhinitis, allergic asthma, atopic dermatitis and food allergy, are a growing global health burden. Traditional pharmacotherapy, such as H1-antihistamines and corticosteroids, may help relieve allergic symptoms however, they are not a disease causal treatment for inducing long-term tolerance. Allergen immunotherapy, an allergic disease–modifying treatment strategy consisting of gradually increasing doses of allergen, is designed to induce allergen tolerance through modification of innate and adaptive immunologic responses. Several biologics targeting the Th2 inflammatory pathway have been developed for treating allergic disease. Further research and investment are needed in this area. The upcoming Act should therefore also prioritise allergy-immunotherapy, for example for atopic eczema. 
[bookmark: _Toc213236042]Include patients in clinical trials for biotechnologies 
Patients and patient reported outcomes should be included in the clinical trials for biotechnologies and biomanufacturing products. Patients need deep and early involvement in medicine development and clinical trials. In reality, first stage clinical trials are not receiving enough funding, delaying progress on treatments. Our systems are more complex in Europe and EFA urges the EU to support an environment which scales up efforts in engaging patients in our clinical trial procedures. The upcoming Act should address the gap in patients being involved in early-stage in medicine development. Furthermore, there is a paradox in not being able to be involved in clinical trials, HTA and EMA regulatory process as patient experts due to conflict-of-interest rules, which are based on restriction rather than optimal patient involvement.
[bookmark: _Toc213236043]Investment in research and innovation of biotechnologies for food allergy, atopic eczema and respiratory diseases   
Patients need guaranteed funding to advance research and care in Europe. In our experience, what drives investment in a biotechnology company is often down to the regulatory framework, rather than a groundbreaking technology alone. Therefore, a supportive regulatory environment can push innovation for patients.
Below there are key research and investment issues which the European Commission should prioritise in the proposal for the Act arising from EFA patient community.
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EFA is concerned with the lack of investment in EU health programmes in general and in our disease areas, which are one of the most prevalent. In the recently proposed new EU long term budget, the EU grant EU4Health no longer exists as its own European health budget programme. The HORIZON Europe programme is also not the subject of a budget heading. Yet, this type of public investment from the EU is needed to meet patient needs and support collaboration in EU, and beyond, health challenges.  
There is also a critical level of underfunding of basic research, which enables groundbreaking discoveries in NCDs in ageing Europe. European efforts are needed to focus on opening science and bring investment back into health and prevention science and technology in Europe. 
The upcoming Act should focus on promoting EU-level health programmes and push for funding in basic scientific research. 
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EFA calls for a patient-centred approach: nothing about us, without us. We need clinicians and institutions to take a patient centred approach and know the value and impact of biotechnologies for patients. Patient organisations can play a key role as conveners and collaborators. Without having patients at the beginning, and throughout the life-cycle of policy development and medicine and health technology authorisation, we cannot have true co-design. Patients are the most knowledgeable on the experience of a disease and should be included in Boards of organisations and be compensated for their involvement. There is recent momentum for patients and healthcare professionals to sit at the table with the technology producers. The upcoming Act should support this.
Patients are invited to conferences, however the reality is that while patients can be invited, it often means that right afterwards, the interest drops and patients are left behind and you cannot break through.
‘An 18-year-old patient went to the GP but was told they are too young to receive treatment for atopic dermatitis. The patient had to reach out to our patient organisation for support in getting the treatment they need. Patients cannot be put on a waiting list for their needs. They should have early and deep involvement in the process’ - Patient story, Bosnia and Herzegovina
[bookmark: _Toc213236046]Encourage scientific education
Academic institutions play a key role in developing expertise in the area of biotechnology. At EU level, the pooling of expertise and resources can be supported through supporting the cross-border transfers of knowledge and expertise. Academic institutions need to be incentivised to continue this work by means of EU funding.
Worryingly, there is a rising trend of people dropping out of university in Europe. In 2024, 10.9% of young men and 7.7% of young women in the EU were early leavers from education and training[footnoteRef:5]. Presenting science and research as a career path can help to make it more attractive and increase skills in this key area.  [5:  Eurostat. (2025, May). Early leavers from education and training. Retrieved August 20, 2025, https://ec.europa.eu/eurostat/statistics-explained/index.php?title=Early_leavers_from_education_and_training ] 

There is also a concerning trend of less students choosing pulmonology and allergology as a specialisation in their medical training. Worse, allergology is not considered as a specialty in many European countries. This is contrast with the rise in  chronic respiratory diseases and allergies in Europe. 
In terms of the workforce for biotechnology, healthcare professionals also need to be trained in administering treatments and associated early diagnosis methods and discussing them with their patients.
Regional disparities in the availability of skilled workers in the EU (for example as a result of brain drain or lack of availability of training courses) needs to be prioritised, for example in terms of digital and data science skills. 
Therefore, the upcoming Act needs to prioritise education in science and technology to build a workforce that is prepared for the technological transition.  
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The uses of biotechnologies should be known to all of society. Patients should be taught to advocate for themselves and how to talk about their diseases and how biologics may support them. To note, a patient representative is not the same as a patient, and a patient is not the same as a patient representative. Patients are aware of the nuances of their personal experiences, while patient representatives are responsible for gathering a wider patient community perspective. These roles are complementary. Healthcare professionals also need training on how to explain the disease. At the same time, scientists need to learn how to communicate research effectively. Overall, there needs to be awareness raising on medical and pharmaceutical (‘red’), agri-food (‘green’), industrial and environmental (‘white’), as well as marine (‘blue’) biotechnologies.
There is also a need to prevent misinformation. The internet is a tool for information, but it is not the ultimate solution. We need to distinguish between fake and real, responsible information. There are recent campaigns addressing misinformation about health. The European Commission should take more action to address this issue. The audience needs an evidence-based approach and lay language to be used to reach the general public.
The European Health Data Space is key for sharing health information across borders in Europe. EFA is very active and supports the deployment of these technologies. 
The EU is playing a bigger role in this with Global health resilience initiative (planned for Q2 2026). This can be a helpful step in tackling misinformation. 
[bookmark: _Toc213236048]Prevention of diseases and climate hazards through biotechnologies 
Biotechnologies can support the prevention of allergic and respiratory diseases. They can also support in the management of risks from climate hazards.  Air quality, biodiversity, peats and bogs, heat, wildfires, pollutants all have an impact on respiratory and skin health. The upcoming Act needs to take these into account. 
Below there are key prevention and climate issues which the European Commission should prioritise in the proposal for the Act arising from EFA patient community.
[bookmark: _Toc213236049]Boost biotechnologies for the prevention of diseases 
Biotechnologies can help to prevent respiratory hospitalisations through early and effective interventions. Biotechnologies enable tailored approaches like genetic screening and targeted therapies, improving the identification and prevention of allergic and respiratory conditions before symptoms appear. Biotechnology innovations such as mRNA vaccines and monoclonal antibodies help protect against viruses (e.g. RSV, influenza, COVID-19) that can trigger or worsen respiratory diseases.
Biotechnologies also support climate-adapted healthcare by improving diagnostics, developing heat- and drought-resistant crops (which impact nutrition and respiratory health), and enhancing infrastructure to withstand extreme weather. Biotechnologies can also support sustainable respiratory care by minimising the environmental impact of treatments (e.g., low-GWP inhalers). 
The upcoming Act must highlight how biotechnologies can support in preventing diseases. 
[bookmark: _Toc213236050]Advance the use of biotechnologies against climate hazards 
Climate change is linked to our disease areas, and we need to approach it from a holistic sense. EFA pushes for safety and environmental standards to be upheld in the research and manufacturing of biotechnologies. 
The climate crisis is more than an environmental issue. Climate change hazards have a devastating impact on health. In turn, health issues exacerbated by climate change pose an increasing public health threat and need for improved biotechnologies. 
Climate change can exacerbate health conditions. Patients with allergy and airways diseases are among the most vulnerable: heatwaves lead to disease exacerbations and increased mortality; wildfires are linked with toxic and harmful emissions, rising temperatures aggravate pollen loads and, therefore, seasonal allergies; and floods give rise to respiratory pathologies due to mould and infectious disease due to stagnant water[footnoteRef:6].  [6:  The future of the Health Emergency Preparedness and Response Authority (HERA). HERA, 2023: https://health.ec.europa.eu/system/files/2023- 12/hera_csf-wg1_discussion-paper_en.pdf ] 

Climate change increases the spread of respiratory infections and vector-borne diseases. Biotechnologies enable faster development of vaccines and treatments, and even genetic modification of disease-carrying insects to reduce transmission.
Climate events can also disrupt pharmaceutical supply chains. The increase in prevalence and exacerbation of some diseases increases the demand for certain medications, necessitating larger stockpiles of relevant medicines[footnoteRef:7]. The management of supply of biotechnologies need to consider climate hazards. [7:  Impact of Climate Change on Health and Drug Demand. RAND, 2024: https://www.rand.org/pubs/research_reports/RRA3425-1.html ] 

EFA thanks the European Commission for the opportunity of contributing to the definition of an EU Biotech Act and remains engaged to continue informing DG SANTE and other services and agencies about the allergy and airways diseases patients’ priorities in biotechnologies.
This response was developed based on a workshop and consultation with EFA members, and we thank specifically the following EFA members for their input: 
· Marcia Podesta, Food Allergy Italia
· Fríða Rún Þórðardóttir, Astma og ofnæmisfélag Íslands (AO)
· Gundula Koblmiller, Österreichische Lungenunion
· Anna Sobocińska, Polska Federacja Stowarzyszeń Chorych na Astmę i Choroby Alergiczne i Przewlekłe Obturacyjne Choroby Płuc
· Vildana Mujkic - AAA Bosnia and Herzegovina
· Juan Fuertes, Federación Española de Asociaciones de Pacientes Alérgicos y con Enfermedades Respiratorias (FENEAR)
· Georg Kneer, Deutsche Allergie- und Asthmabund (DAAB)
· Erika Colen, Astma en Allergie Koepel
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