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The continuous growth of the Life Sciences and Health Care 

Industry (LSHC) comes with a fast changing and very specific 
Indirect tax landscape. A proper management of what are 

often sector specific requirements is not only crucial for 
Indirect tax compliance, but also to guarantee minimal lead 
times in your supply chain, among other benefits.  

 
In that respect, a cross-disciplinary and international 

Community has been established within Deloitte for LSHC. 
Several Indirect tax initiatives have been launched, such as 
newsletters, webinars and seminars. Our LSHC Community is 

eager to share its knowledge and experiences with industry 
players.   

 
We are pleased to provide you with the April 2019 edition of 
our Life Sciences and Health Care Newsletter for Global Trade 

Advisory and VAT.  
 

The purpose of this newsletter is to keep you informed about 
trending issues and regulations in the indirect tax area of the 
LSHC industry. 

 

  

https://www2.deloitte.com/us/en/pages/life-sciences-and-health-care/articles/health-care-reform-life-sciences-and-health-care-services.html
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Customs and VAT regulatory 
updates in the LSHC industry  

EU-Japan FTA 

The Economic Partnership Agreement between the EU and 

Japan, which came into force on 1 February 2019, will remove 
all customs duties comprising approximately one billion euros 

annually for EU Companies. Further to the political statement 
of boosting free trade policy-making during a global 
protectionist turn, there are notable implications for the Life 

Sciences and Health Community.  
 

During the course of the negotiations beginning in 2013, a 
series of non-tariff measures have been put into place, which 
affected LSHC industry trade with Japan. This includes, among 

others, the removal of technical and regulatory trade barriers 
to trade in goods, such as duplicative testing for 

pharmaceuticals and green technologies. 
 
Key takeaways from the text include that firstly, international 

standards were outlined according to the International Council 
for Harmonisation of Technical Requirements for 

Pharmaceuticals for Human Use (ICH) (art. 7.6). Secondly, an 
extension of the period of protection, conferred by a patent on 
pharmaceutical products and agricultural chemical products, to 



a maximum compensatory term of five years (Art. 14.35). 
Thirdly, for the treatment of test data in the marketing 

approval procedure, the time period is no less than six years 
for new active pharmaceutical ingredients, from relying on or 

referring to undisclosed test or other data submitted to its 
competent authority by the first applicant (Art. 14.37). 

 
Further specifics on pharmaceutical products in chapter 28, 
29, 30, 35 and 90 can be accessed through this link. 

Regulations for pharmacists, residency, and 
restrictions/licenses from different Member States can be 

consulted through this link. Information regarding retail sales 
of pharmaceuticals and suppliers information can be found 
through this link. 

 

EU-Singapore FTA 

The EU Singapore Free Trade Agreement (EUSFTA) and EU-
Singapore Investment Protection Agreement (EUSIPA) are two 

recently concluded agreements between the EU and an 
Association of Southeast Asian Nation (ASEAN) Member State. 

For Singapore, the EU is the third largest trading partner, 
including SGD 49 billion’s worth of exports to the EU from 
Singapore in 2018.  

 
EUSFTA will approach rules of origin between EU and 

Singapore more flexibly regarding pharmaceuticals. Moreover, 
unnecessary technical barriers to trade will be removed, 
including rules for making, labelling, and duplicative testing of 

pharmaceutical products. There will also be a significant 
enhancement of intellectual property rights for copyright, 

designs, enforcement, and geographical indications. Singapore 
will remove tariffs on all EU products upon their entry into 
Singapore territory. In return, the EU will remove 84% within 

the first year and the final 16% over the following 3 to 5 year 
period. 

 
EUSIPA will replace twelve existing bilateral investment 
treaties between EU Member States and Singapore, a process 

which will take at least two years. A new Investment Dispute 
Resolution Mechanism will also be created. 

 

Update: New Regulation for Falsified Medicines 

As previously reported, the new directive on falsified medicines 
came into force on 9 February 2019. Belgium, Greece and 

Italy maintain the option to suspend the rules’ application for 
up to an additional six years.  
 

The industry will now be obliged to follow certain safety 
features for medicinal products for human use. The first 

requirement is a unique identifier (sequence) such as affixing 
a 2-D barcode to a prescription medicine individual pack. The 

second is an anti-tampering device on the packaging of the 
box of prescription medicines. More information can be found 
here. 

 
Other changes include a common, EU-wide logo to identify 

legal online pharmacies, more stringent rules for import of 
active pharmaceutical ingredients and record-keeping 
requirements for wholesale distributors. 

https://eur-lex.europa.eu/resource.html?uri=cellar:cf1c4c42-4321-11e8-a9f4-01aa75ed71a1.0001.02/DOC_8&format=PDF
https://eur-lex.europa.eu/resource.html?uri=cellar:cf1c4c42-4321-11e8-a9f4-01aa75ed71a1.0001.02/DOC_9&format=PDF
https://eur-lex.europa.eu/resource.html?uri=cellar:cf1c4c42-4321-11e8-a9f4-01aa75ed71a1.0001.02/DOC_10&format=PDF
https://ec.europa.eu/health/sites/health/files/files/falsified_medicines/qa_safetyfeature_en.pdf


 

Ireland: Change in VAT treatment of food 
supplements  

From 1 March 2019 onwards, the standard VAT rate of 23% 
applies to the large majority of food supplements and certain 

other substances for human consumption. The Irish Revenue 
previously allowed the zero rate for foodstuff to be applied to 

certain types of vitamins, minerals and fish oils. This 
concession no longer applies from 1 March 2019.  
 

The Irish Revenue recently published guidance regarding its 
decision to no longer apply the zero rate and apply the 

standard rate of VAT to food supplements. “Food supplements 
are not conventional food”, according to the Irish Revenue. 

“Food supplements are understood as a food or dietary 
supplement, rather than ordinary food, by the average 
consumer”.  

 
In its guidance, the Irish Revenue also sets out the VAT 

treatment of sports nutrition elements, slimming aids, 
liniments, ointments and rubs made of food, folic acid and 
other minerals and vitamins, as well as minerals classified as 

medicines and foods for specific groups. Nearly all of these 
categories will be subject to the standard VAT rate, except for 

certain products licensed or authorised by the Health Products 
Regulatory Association (‘HRPA’) and certain foods for specific 
groups, such as infant foods, foods for medical purposes and 

specially formulated foods.  
 

In any case, this change in VAT treatment is most definitely 
not a trend within the European Union. In Belgium for 
example, the Tax Authorities very recently confirmed that the 

majority of food supplements are subject to the reduced VAT 
rate of 6%. 

 
 

Finland: Detailed guidance regarding health care 
services updated by the tax authorities 

 
On 1 April 2019, the Finnish Tax Administration issued an 

updated version of a detailed guidance regarding VAT 
treatment of health care services. 

 
The purpose of the guidance is to clarify how the tax 
authorities are currently interpreting the regulation regarding 

VAT treatment of health care services. The extensive guidance 
summarises basic information concerning requirements for 

VAT exemption, and provides various examples of the VAT 
treatment of different services from the Tax Administration’s 
point of view. The updated guidance also takes into account 

recent case law.  
 

However, despite the new guidance, many questions regarding 
the VAT treatment of health care services remain open to 

interpretation and should be assessed case-by-case.  
 
In addition, the detailed guidance regarding social welfare 

services has been updated by the tax authorities in April 2019. 
 

https://www.revenue.ie/en/tax-professionals/tdm/value-added-tax/part03-taxable-transactions-goods-ica-services/Goods/goods-food-supplements.pdf


 

Luxembourg: Potential extension of super-
reduced VAT rate to health care products  

VAT rate changes regarding health care products are expected 
in Luxembourg.  These changes are included in the budgetary 

law that should be voted during April 2019 and is expected to 
enter in force from 1 May 2019. These expected changes are 

the following: 
  
 The 3% super-reduced VAT rate would be extended to 

pharmaceutical products normally used for health care, 
disease prevention and treatment with medical and 

veterinary findings, including products for use in 
contraceptive findings and feminine hygiene protection. 

 
 In addition, the 3% super-reduced VAT rate would apply to 

hygiene products (tampons and sanitary towels), as well as 

e-books, online press and other electronic publications. A 
reduced VAT rate (8%) on phytosanitary products, 

authorised by the EU regulation, would be applicable as 
from 1 May 2019.  

 

 

Trending topics in the LSHC industry  

The unseen risks: export controls in life science 
and health care sector 

With the new technological developments in the 
pharmaceutical, medical and biotechnology sectors, export 

control requirements are becoming an increasingly essential 
element of trade compliance in the LSHC industry. Moreover, 

LSHC companies operate in many sensitive destinations, which 
are subject to strict trade and financial sanctions and complex 
compliance requirements. 

  
As evidenced by several important export control enforcement 

cases in the sector over the past few years, the consequences 
of non-compliance at stake are significant, including loss of 
export privileges, heavy fines and even prison sentences. More 

importantly, the media seizes stories of actual or alleged 
“export scandals”, which draws critical public attention and 

may significantly affect the company’s reputation. 
 
The responsibility for prevention is placed on the business. 

Companies are expected to have a clear overview of their risk 
exposure, to comply with different requirements in multiple 

jurisdictions and implement appropriate and adequate 
controls.  
 

Read the full article 
 

 

E-Procurement Directive 
The importance of digital processes and documentation is 

increasing, and many EU Member States are realising this. In 
that regard, the 2014/55/EU Directive, better known as the e-
Procurement Directive has been implemented. 

 

https://www2.deloitte.com/be/en/pages/tax/articles/The-unseen-risks-Export-controls-in-the-LSHC-sector.html


Due to the e-Procurement Directive, the authorities of each 
Member State must be able to receive and process e-invoices 

by no later than April 2019. An exception until April 2020 is 
foreseen for the regional and local authorities. Only electronic 

invoices in a specific structured format will be recognised as 
valid e-invoices, and the well-known PDF-invoice will no longer 

be considered as a valid invoice in B2G transactions. Although 
the transposition of the eProcurement Directive into national 
legislation is mandatory, every EU Member State has a unique 

approach to dealing with eInvoicing.  
 

In light of this eProcurement initiative, some countries already 
introduced similar requirements in the health care sector. For 
example, in the United Kingdom, health care sector companies 

must join certified PEPPOL Access Points in order to exchange 
outbound invoices and incoming orders. Therefore, they have 

to prepare their internal systems for e-communications 
through the PEPPOL platform. Italy also uses the PEPPOL 
infrastructure in their health care sector. 

 

Solution Selling – Bringing the myth down to 
business reality: the taxman always finds you 

Over the last decade, governments have consistently 
increased financial pressure on the health care sector, 

resulting in health care providers (HCP) exercising 
extraordinary focus on cost containment. In response to this 
ongoing pressure, combined with a changing consumer 

landscape, companies in the Life Science industry are 
undergoing a transformational phase, where those most 

successful drastically revisit their value proposition and Go-to-
Market strategies.  
 

One can observe a shift from product and service sales to 
delivery of measurable results for customers, also referred to 

as the “output economy”. In order to satisfy differing HCP 
needs, Medtech companies start to offer solutions by creating 
holistic (care) platforms that evolve from a device-specific 

focus to managing patients in the broader hospital setting, and 
in some cases, across the care continuum. In order to mitigate 

risks, one would ideally opt for a top-down approach and start 
by gathering functional business requirements around the 
proposed solution, before going to market.  

 
The switch to selling solutions will certainly affect the tax 

position of companies. From a tax perspective, moving to 
solution selling would require a review of existing tax policies, 
however, it can also bring opportunities. Products, services 

and technology are often taxed differently. The new flow of 
transactions must be correctly classified in order to avoid 

double taxation and/or other tax leakage. This specifically 
holds true for VAT. The difference between ‘a supply of goods’ 

and the ‘provision of services’ will also impact where VAT has 
to be paid, where VAT needs to be accounted for, how it is 
reported and what VAT rate should be applied. For medicinal 

products for example, reduced VAT rates could apply, whereas 
standard VAT rates are mostly applicable for services. 

 
Bearing in mind that some customers may have no or little 
opportunity to recover input VAT (i.e. hospitals), a holistic 

service approach that is subject to a higher VAT rate may 



trigger an additional cost for clients. This could in itself impact 
the client’s buying power, ultimately resulting in price and 

margin pressure. The potential changes in the supply chain 
(due to new partnerships or globalisation) could lead to 

changes in the VAT treatment of invoices (both AR & AP and 
their underlying indirect tax reporting) and may trigger 

additional VAT (registration) and customs obligations (i.e. 
duties, royalties, licensing and who operates as importer of 
record). The potential application of VAT exemptions to the 

new solutions should be examined carefully, as they may differ 
across EU Member States. They could affect recovery of input 

VAT and trigger potential negative revisions on historic 
investments made. 
 

The full report outlines several other elements of Solution 
Selling which should be taken into account. 

 

2019 Global life sciences outlook 

What are the trends affecting life sciences? In 2019, the life 
sciences sector will see a strategic rise of the digital mind-set 

and further adoption of transformative technologies. While 
traditional investment vehicles, such as mergers and 
acquisitions, can expect a sharper focus, external innovation 

can become a meaningful culture change agent through 
innovative and creative partnerships with new entrants and 

non-traditional players.  
 
The digital age requires more transparency and disclosure, and 

a need for real relationship-driven partnerships will extend to 
all sector stakeholders (i.e. patients, advocacy groups, and 

regulators) and to outsourcing vendors critical to the supply 
chain. Data will be the force behind new revenue models and 
crucial in understanding and delivering an exceptional patient 

experience.  
 

Continued pricing pressures, increasing access to drugs, 
growth of gene and cell therapies, as well as uncertain trade 
policies will further change the dynamics of the market. The 

2019 Global Life Sciences Outlook gives insights into the global 
life sciences economy and reviews the trends impacting 

businesses as they look to accelerate change and elevate the 
patient experience. The outlook provides suggestions for 
stakeholders to deal with the changing global economy and 

discusses examples from the market. The report also provides 
leaders with key questions and actions to consider in the year 

ahead. 
 

The full report can be downloaded here. 
 
 

Brexit Update  

Brexit – Commission intensifies “no-deal” 

customs preparedness outreach to EU businesses  

On 18 February 2019, the European Commission published a 

press release regarding its launch of a “no-deal” outreach 
campaign to EU businesses in the area of customs and indirect 

tax. The campaign is part of the Commission's ongoing efforts 
to prepare for the UK's exit from the European Union without a 

https://www2.deloitte.com/content/dam/Deloitte/be/Documents/life-sciences-health-care/0000_Solution%20selling%20Bringing%20the%20myth%20down%20to%20business%20reality-nov-vs6.pdf
https://www2.deloitte.com/content/dam/Deloitte/global/Documents/Life-Sciences-Health-Care/gx-lshc-ls-outlook-2019.pdf


deal, in line with the European Council (Article 50) conclusions 
of December 2018, calling for intensified preparedness work 

for all scenarios. This campaign should help inform businesses 
that plan to continue trading with the UK post-Brexit on what 

they is required to ensure as smooth a transition as possible. 
Preparing for the UK’s transformation into a non-EU country is 

of paramount importance if significant disruption to EU 
business is to be avoided. 
 

In order to prepare for a “no-deal” scenario and to continue 
trading with the UK, businesses should: 

 
 Assess whether they have the necessary technical and 

human capacity to deal with customs procedures and rules, 

e.g. on preferential rules of origin 
 Consider obtaining various customs authorisations and 

registrations in order to facilitate their trading activity if the 
UK is part of their supply chain 

 Get in touch with their national customs authority to see 

what other preparation steps can be taken 
 

A range of material has been made available to businesses, 
including a simple 5-step checklist providing an overview of 
the steps that need to be taken. The campaign material is 

available in all EU languages. 
 

In a “no-deal” scenario, goods coming from or going to the UK 
will be treated as imports from and exports to a ‘third 
country'. This means that customs formalities and controls will 

apply at import and export. Customs duties, VAT and excise 
duties will be levied at importation, while exports to the UK 

will be exempt from VAT. The withdrawal of the UK from the 
EU will create additional regulatory changes regarding 
pharmaceutical and medical products, with potential negative 

impact on their respective supply chains. Preparing for a “no-
deal” scenario is strongly recommended for LSHC companies 

trading with the UK. 
 

Brexit – European Medicines Agency Update 

State of play: Business Continuity Plan 

As previously reported, the EMA will relocate to Amsterdam in 
the Netherlands to take up operations by the time Brexit is 
effective. This is part of the EMA entering into its fourth phase, 

since January 2019, of the Brexit preparedness Business 
Continuity Plan (BCP). The highest prioritisation in this fourth 

phase: the authorisation, maintenance and supervision of 
medicines, as well as preparing for the implementation of the 

new veterinary legislation. 
 
It is notable that the UK will no longer hold the position of co-

rapporteurs for new marketing authorisation applications and 
redistribution of its portfolio of more than 300 products. 

 
Guidance published for pharmaceutical companies 

In a joint effort with the European Commission, the European 

Medicines Agency (EMA) is providing guidance to help 
pharmaceutical companies responsible for both human and 

veterinary medicines prepare for Brexit. This aims to ensure 
that companies are ready to take the necessary steps to 

https://ec.europa.eu/taxation_customs/uk_withdrawal_en
https://ec.europa.eu/taxation_customs/sites/taxation/files/brexit_checklist_for_traders_en.pdf


enable undisrupted supply of their medicines in the EU for the 
benefit of patients. 

 
In this respect, the following guidance has been published 

and/or updated in February 2019: 
 

 A European Commission/EMA Q&A relating to different 
topics with regard to medical products for human and 
veterinary use, such as marketing authorisations;  

 Practical guidance by the EMA for procedures related to 
these medical products; 

 A statement regarding legal obligations for marketing 
authorisation holders. 

 

Pharmaceutical companies are advised to regularly consult 
these guidance documents.  

 

Key points: EMA and European Commission Q&A 
for medicinal products for human and veterinary 
use within the framework of centralised 
procedure 

The European Commission and EMA published guidance on 1 

February 2019 regarding medicine and the centralised 
procedure, should the United-Kingdom leave the EU without a 
transition period.  

 
A Marketing authorisation holder must be established in the 

Union according to Article 2 of Regulation (EC) No 726/2004. 
Therefore, for centrally authorised medicinal products, the 
marketing authorisation title will need to be completely 

transferred to an EU addressee before Brexit is effective. 
Similarly, for an application (MAAs), applicants are advised to 

change to a ‘non-UK applicant established in the Union’. If a 
generic/hybrid authorisation is granted by the RefMP and 
authorised by the UK before Brexit is effective, it is likely to 

remain valid. 
 

It is important to consider product flows, given that active 
substances manufactured in the UK will be considered 
imported active substances, and medicinal products 

manufactured in the UK will be considered imported medicinal 
products as of Brexit. Directive 2001/83/EC and Directive 

2001/82/EC state that manufacturing authorisation holders for 
starting materials are obliged to only use active substances 
manufactured according to GMP guidelines. 

 

https://www.ema.europa.eu/documents/other/questions-answers-related-united-kingdoms-withdrawal-european-union-regard-medicinal-products-human_en.pdf
https://www.ema.europa.eu/documents/regulatory-procedural-guideline/practical-guidance-procedures-related-brexit-medicinal-products-human-veterinary-use-within_en.pdf
https://www.ema.europa.eu/documents/other/notice-marketing-authorisation-holders-centrally-authorised-medicinal-products-human-veterinary-use_en.pdf


Contacts   
 

If you have any questions concerning the items in this 
newsletter, please contact your usual tax consultant at our 

Deloitte office in Belgium or: 
 
• Liesbet Nevelsteen, lnevelsteen@deloitte.com, + 32 2 600 66 53 

• Dries Bertrand, dbertrand@deloitte.com, +32 2 600 66 76  
• Hadrien Janne, hjanne@deloitte.com, +32 2 302 25 38 
• Ezaline Goffin, egoffin@deloitte.com, + 32 2 302 24 26 
 
For general inquiries, please contact: 

bedeloittetax@deloitte.com, + 32 2 600 60 00 
 
Be sure to visit us at our website: 

http://www.deloitte.com/be/tax 

 

Deloitte Academy 

Tax Tools and Publications 
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