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Question 1: How can trade policy help to improve the EU’s resilience and build a 
model of open strategic autonomy? 

 

• The innovative pharmaceutical sector, including companies like Sanofi with a strong 
presence in Europe, is a key European industry, contributing to economic prosperity 
and supporting society.  

• The pandemic has reinforced the importance of the sector both in terms of discovering 
treatments and vaccines against the virus and ensuring medicines get to the patients 
who need them.  

• It has also highlighted the importance of resilient medicine supply chains as enablers 
of a country or region’s pandemic response, in addition to driving the European 
biopharmaceutical value chain. 

• EU trade policy has a key role to play in supporting the pharmaceutical sector as it can 
provide a predictable and non-discriminatory level playing field for European 
companies to operate globally. 

• Sanofi believes a model of Open Strategic Autonomy should be built on the following 
principles: 

• Championing the rules of international trade, critical to operate in a globalized 
system, such as tariff free trade, efficient customs procedures and simple 
harmonised rules of origin requirements. 

• Focus on a strengthened harmonisation of international regulatory rules and 
collaboration 

• Strategic support from the EU to the European pharmaceutical sector, 
strengthening and introducing incentives to foster future innovation both in R&D 
and manufacturing for advanced technologies; and defending similar levels of 
incentives and protection throughout the world 

 
Question 2: What initiatives should the EU take – alone or with other trading partners 
– to support businesses, including SMEs, to assess risks as well as solidifying and 
diversifying supply chains? 

 
• The COVID 19 pandemic has highlighted the criticality of robust and resilient supply 

chains to getting medicines to patients in Europe and around the globe. 

• The pandemic and the increase in demand for certain medical products, in conjunction 
with unilateral export restriction measures imposed by a number of EU’s trading 
partners, have risked shortages of medical goods necessary to combat the virus. 

• We need the EU institutions to work with pharmaceutical companies to support the 
free movement of medicines and APIs. In this context, we suggest that an audit of 
pharmaceutical regulation procedures should take place to provide the Commission 
with the evidence of the burden on traders. An example of where we believe these are 
onerous are import authorisations requirements for medicines imported regularly. 

• We firmly believe strategic resilience is only possible on the basis of integrated global 
supply chains that provide suppliers with the flexibility and scale to meet complex 
patient needs from around the world. To do this, industry and Governments need to 



 

collaborate to develop a joint approach to support strategic supply sovereignty, 
including for example the multiple sourcing of essential medicines and regional API 
sourcing. 

• The EU should continue to take action – in conjunction with multilateral organisations 
– to reinforce WTO rules on minimising non-tariff barriers to trade in medicines as 
these are often discriminatory and restrict patient access to medicines by damaging 
supply resilience. 

• Sanofi strongly supports tariff-free trade with efficient and transparent customs 
procedures as well as simple and harmonised rules of origin requirements that facilitate 
trade.  

• We encourage the EU to work towards the comprehensive elimination of tariffs on 
medicines and encourage countries to work together to update the WTO 
pharmaceutical zero-for-zero initiative and extend it to all medicines related goods 
(APIs and chemical compounds dedicated to the manufacture of APIs).  

• Medicines should be considered worldwide as necessary goods. In this context, no 
economic sanction or retaliatory measures should be made by imposing 
supplementary tariff duties to medicines and APIs.  

• The EU should also support calls for more flexible global regulatory frameworks to 
facilitate supply of medicines and integration with supply chains of other industries: this 
includes harmonizing packaging; reconsidering fit-for-purpose and well-balanced 
benefit-risk assessment; accepting, promoting, and developing electronic submissions 
and accepting longer validity period of authorizations. 

 
Question 3: How should the multilateral trade framework (WTO) be strengthened to 
ensure stability, predictability and a rules-based environment for fair and sustainable 
trade and investment? 
 

• Sanofi believes in the multilateral framework as the foundation of a stable and 
predictable global trading system to mitigate disruptions to the free movement of goods 
including medicines.  

• We encourage the EU to work towards the comprehensive elimination of tariffs on 
medicines and encourage countries to work together to update the WTO 
pharmaceutical zero-for-zero initiative and extend it to all medicines related goods 
(APIs and chemical compounds dedicated to the manufacture of APIs).   

• The current agreement should be made sustainable by ensuring  

• Automatic updates to the list of items eligible for duty elimination as new 
pharmaceutical products and chemical intermediates are developed. All new 
INNs listed in WHO’s proposed list should automatically benefit from duty 
exemptions by signatory parties. 

• Broadening the geographical reach of this agreement by adding to the original 
list of signatories. 

 
Question 4: How can we use our broad network of existing FTAs or new FTAs to 
improve market access for EU exporters and investors, and promote international 
regulatory cooperation  ̶particularly in relation to digital and green technologies and 
standards in order to maximise their potential? 
 



 

• Free Trade Agreements between the EU and third countries provide an important legal 
framework that helps secure market access for European pharmaceutical companies 
including SMEs.  

• Future EU FTAs should in particular set out strong IP provisions (e.g. on patent 
enforcement, Regulatory Data Protection etc) in line with the EU’s current standards 
to safeguard the EU as a centre for innovation  

• Aligned to these FTAs, the EU should play a global leadership role in regulatory 
cooperation, standards harmonization and strengthening regulatory oversight of 
approvals and manufacturing.  

• EU FTAs should also continue to prioritise setting high global standards on governance 
and transparency in decision making, particularly as they relate to Pricing and 
Reimbursement (linked to the EU’s Transparency Directive (89/105/EEC). 

 
Question 5: With which partners and regions should the EU prioritise its 
engagement? In particular, how can we strengthen our trade and investment 
relationships with the neighbouring countries and Africa to our mutual benefit? 
 

• Sanofi has a global supply chain and we support the minimisation of tariff and non-
tariff barriers to trade with all countries.  

• We would be in favour of the EU engaging with India given its high tariff schedule for 
APIs (7.5%), China and Japan.  

 
Question 6: How can trade policy support the European renewed industrial policy? 
 

• The European pharmaceutical sector is key to delivering the EU’s economic growth 
and productivity ambitions.  

• Trade policy should be aligned to the EU’s industrial strategy in both its vision of 
supporting European companies to compete globally and the instruments it proposes 
to do this. This could be done by in particular by the EU:  

• Recognizing "Bio-production" as a strategic sector to establish EU as a global 
leader in innovation in, and production of, advanced therapy products, creating 
an ecosystem of breakthrough technologies. Biologics are becoming a must-
have and are leading to improvements proven therapeutics in multiple 
pathologies (including oncology, immuno-inflammation, and rare diseases).   

• Prioritising financial support for innovative manufacturing technologies, flow 
processes for APIs and chemical-based or biotechnology products. They could 
also be used to bring together public and private sectors to undertake bio-
pharmaceutical large-scale projects that provide significant benefits to the 
Union.  

• EU trade policy should coordinate with the appropriate DGs to define a list of 
priority APIs and medicines to be produced in the EU. 

 
Question 7: What more can be done to help SMEs benefit from the opportunities of 
international trade and investment? Where do they have specific needs or particular 
challenges that could be addressed by trade and investment policy measures and 
support? 
 



 

 European biotech SMEs and large pharmaceutical companies are mutually dependent 
with biotechs often identifying novel technologies and companies having the resource 
and expertise to undertake clinical development.  

 
 In terms of trade policy, the priorities for our SME partners will include strong 

intellectual property in FTAs to safeguard European innovation; regulatory cooperation 
to remove burdensome regulatory administration from SMEs entering third country 
markets.  

 
 In addition to these points, we would support conducting a survey to gather a better 

picture of preferential treatment requests and the granting of special conditions. The 
survey can be conducted with the help of customs and statistical offices using the 
Economic Operators Registration and Identification (EORI) number. This will give 
officials a better sense of the SMEs benefiting from existing opportunities and identify 
those who need to be informed of these opportunities.  

 
Question 8: How can trade policy facilitate the transition to a greener, fairer and more 
responsible economy at home and abroad? How can trade policy further promote the 
UN Sustainable Development Goals (SDGs)? How should implementation and 
enforcement support these objectives? 

 
• The EU should create the right financial incentives to catalyse pharmaceutical 

companies to make their manufacturing footprint greener and more sustainable. This 
should include:  
 

• Apply sustainable procurement systems: avoiding “winner-takes-all” approach; 
offering long-term volume certainty and price predictability; considering criteria 
beyond price (R&D investment, security of supply or environmental standards) 
while being fully compatible with EU competition and trade law.  

• Packaging forms in pharmaceutical area should be stricter to avoid as much as 
possible non environmentally friendly packages: aluminium; boxes for fewer 
products.  

Question 9: How can trade policy help to foster more responsible business conduct? 
What role should trade policy play in promoting transparent, responsible and 
sustainable supply chains? 
 

• Our responsible procurement strategy is an integral part of Sanofi’s supply chain. We 
carefully monitor not only the quality of raw materials that go into making our products, 
but also the practices of our suppliers.  
 

• To ensure the safe manufacturing and distribution of our products, we establish quality 
policies and comply with good manufacturing processes. We work closely with 
suppliers to make sure they are aware of the economic, social, and environmental 
standards that are fundamental to our CSR strategy.  
 

• Without secure supply chains and delivery services, access to quality products can be 
compromised. Sanofi is committed to sharing our expertise with local stakeholders to 
ensure effective registration, production and supply of medicines and vaccines for 
patients globally.  
 

 Supply chains are not the primary focus of pharmaceutical regulation. However, there 
should be coordination between DG Trade and SANTE among others DGs on matters 
relating to supply chain security. This is as regulation related to customs harmonisation 



 

and compliance can have implications on the transparent, responsible and sustainable 
distribution of pharmaceutical products.  

 
Question 10: How can digital trade rules benefit EU businesses, including SMEs? How 
could the digital transition, within the EU but also in developing country trade 
partners, be supported by trade policy, in particular when it comes to key digital 
technologies and major developments (e.g. block chain, artificial intelligence, big data 
flows)? 
 

• Our industry is engaged in a digital transformation process, which affects many 
aspects of our business. Digital solutions e.g. for administering treatments and for 
conducting clinical trials are increasingly important for us, as well as for our patients. 
 

• The main challenge we face is with respect to data privacy and data flows. 
 

• We ask the European Commission: 
• To include in EU FTAs ambitious e-commerce chapters that allow digital trade 

to flow freely, enabling digital health developments to continue and accelerate, 
again increasing EU resilience in case of a future health pandemic. 
 

• To allow data flows to cross borders, while guaranteeing data privacy and 
interoperability in line with GDPR, in order to facilitate the conduct of clinical 
research in the EU and globally. 

 
• To harness digital tools to address counterfeit medicines online, exploring 

global collaborative approaches.  
 

• To support ambitious commitments in plurilateral negotiations under the 
auspices of the WTO on data flows and e-commerce, including for life sciences. 

 
 
Question 11: What are the biggest barriers and opportunities for European 
businesses engaging in digital trade in third countries or for consumers when 
engaging in e-commerce? How important are the international transfers of data for EU 
business activity? 

 
• E-commerce in the pharmaceutical sector has the potential to open doors for 

counterfeit and illicit trade practices. To secure the supply chain and avoid 
counterfeiting and/or illicit trade, the first delivery of products should be between 
corporate entities.   
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