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1. Required VAT documentation for clinical trials in Europe 
during COVID-19

Clinical Trials IC Supply Proof of exemption
Clinical Trials: Free of charge 
movement of own goods to 
hospitals

Clinical trials within the EU result 
in IC supply of goods

Missing proof of exemption for the 
IC supply because of COVID-19 
social distancing
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2. COVID-19 and impact on EU GMP Annex 21 for the sale of 
pharmaceuticals
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2015 2016 2020May March March August tba

May 2015
Publication of an Annex 21 
concept paper to the EU 
GMP-Guidelines has been 
published

August 2020
End of consultation phase

March 2020
The new Annex 21 to the 
EU GMP-Guidelines has 
been published as draft

March 2016
Expected date for adoption 
of Annex 21 by European 
Commission

tba
The deadline for coming into 
operation still needs to be 
determined.
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EU GMP 
Annex 21

2. Annex 21 EU good manufacturing practice (“GMP”)
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EudraGMDP: non 
compliance of 3rd countries

New guidance for importers of 
pharmaceuticals

CT impact

VAT impact

Legal impact

Change in supply chain

New guidance
on requirements on GMP

Standardized rules to 
imports

Local implementation 
(decentral solution)

Importation definition / 
QP release
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3. Precision medicines and COVID-19 - VAT consideration
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Example - Novartis: “CAR T-cell treatment”: A tailored medical care by using genetic or 
molecular profiling - An immunotherapy to treat cancer 

Regulatory approvals 

Shipment document for 
Customs & VAT

Hospital treatment becomes
more demanding

1 Leukocytes of a patient are isolated and T-cells were obtained

2 T-cells are modified with an inactive virus

3 T-cells are multiplied and quality checked in the laboratory

4 Infusion of the T-cells into the patient in order to kill cancer cells



Export control 
considerations
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4. The Fab Four questions of export control 
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Where do you deliver to?
Is the delivery or country of final destination under embargo?
NB: Medicines, medical devices and food are often exempted

Who is involved in the transaction?
Is one of the business partners incl. Bank on a Sanctioned 
Parties List? Beware of the 50% rule.

Why are you delivering your items?
What is the end use? Are the goods in any connection with ABC 
weapons?

What items are you supplying?
Are the goods on any goods control list?

Who
W

hy

What

W
here
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4. Don’t forget the US! 
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You shall comply 
with the US 

Export Control 
and Sanctions 
Regulations. 

If you … And you …

US export control and sanctions regulations are exterritorial and apply

 are a US subsidiary;

 have an subsidiary in the 
US;

 procure items from the 
US;

 procure foreign items 
with no US content but 
based on US technology 
(i.e. ITC equipment and 
military items);

 incorporate those items 
in your CH manufactured 
end items;

 re-export those items; 

 have business 
transactions in USD.

 want to have a smooth 
supply chain;

 want to have continued 
access to US origin 
items;

 want to continue to travel 
to the US;

 do not want to receive 
heavy financial fines; 

 do not want be 
sanctioned.
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4. Export control consideration

COVID-19 impact on the ITX and regulatory DNA

Iran

Swiss Humanitarian Trade Arrangement (SHTA), a payment mechanism to enable humanitarian 
goods to be delivered to Iran, developed in close cooperation with the relevant authorities in the USA 
and in Iran, as well as with selected Swiss banks and companies. The SHTA is available to Swiss 
firms in the food, pharmaceutical and medical sectors. Under the SHTA the US Treasury Department 
assures the involved banks that the transactions are compliant with the US regulations.
Instrument in Support of Trade Exchanges (INSTEX) a special purpose vehicle facilitating the 
export of food, medicine and medical devices from France, Germany and the UK. It is a netting 
system of import and export payments in cooperation with Iran’s Special Trade and Finance Institute 
(STFI). In a virtual ledger any balances in relation to import and export payments are balanced. 
Payments are only exchanged between importing and exporting businesses and no direct payments 
are required. STFI mirrors a similar mechanism on the Iranian side.
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4. Export control consideration

Exportation of controlled pathogens and medical equipment 

Covid-19 samples generally do not require an export license. However, 
depending on the associated activities, the end-user, end-use or destination 
country this might be different.
Special attention shall be given to “equipment capable of use in handling 
biological materials” as well as “protective and detection equipment and 
components” used for research on and production of vaccines and/or related to 
biological threats as these items might be used for chemical and biological 
weapons and therefor require and an export license.
Items of concern are:
Fermenters, Centrifugal Separators, Freeze-Drying Equipment, Aerosol 
Challenge and Laminar Air Flow Chambers, Cross-Flow Filtration Equipment and 
Components 

When exported out of the US this equipment, as well as various pathogens, 
might be subject to International Traffic in Arms Regulations (ITAR).
Software specially designed or modified to enable biological detection systems 
also require an export license. Same as information related to the production, 
development or use of a controlled pathogen, such has vaccines, too.

COVID-19 impact on the ITX and regulatory DNA 28 May 2020
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4. Export control consideration

COVID-19 impact on the ITX and regulatory DNA

Change of German foreign trade and payment ordinance due to Covid-19

End of April the German Government presented a draft amendment in order to prevent outflow of medical know-how 
and production capacities which are essential for the health care of the population and relates to an EU regulation 
from April last year. It will apply to acquisitions of more than 10% by Non-EU/EFTA investors if the targeted company 
is engaged in:

- Development and production of Personal Protective Equipment (PPE) or intermediate products or components 
thereof

- Medicinal products which are essential for the provision of health care to the population, including precursors or 
active substances

- Medical devices in the sense of the medical device law for life-threatening and highly infectious diseases as well 
as precursors preliminary products or components thereof

- Manufacturing facilities and owners of technologies used for the development or production of the products 
mentioned above

An acquisition approval has to be applied for and it will be on hold until approval by the Federal Ministry for 
Economic Affairs and Energy.
From October 2020 onwards, the EU member states cooperate and exchange relevant information in order to control 
sensitive investments. France, Italy, the Netherlands, Spain and Hungary already amended or are close to finalising
their investment controls accordingly. 
The draft is expected to be passed by the Bundestag in the next few months.
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4. Summary

COVID-19 impact on the ITX and regulatory DNA 28 May 2020
17

Complex 
Subject

“One fit’s all” or 
“step one, two, three” 

processes do not work, 
highly dependable on 

company, product, markets 

Manpower
Dedicated 

knowledgeable 
staff required

Organization
Responsibilities 

Processes

ICT 
support

Monitoring
Adjustment
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Michaela Merz, Partner

Leader Indirect Taxes Switzerland

Office: +41 58 792 44 29
Mobile: +41 79 686 85 54 

michaela.merz@ch.pwc.com

Dr. Sandra Ragaz, Partner

Leader Pharma & Life Science 
Indirect Taxes Switzerland

Office: +41 58 792 44 69 
Mobile: +41 79 792 72 98

sandra.ragaz@ch.pwc.com

Christine Frankenberger, Manager

Export Controls, Customs & 
International Trade

Office: +41 58 792 46 90
Mobile +41 79 359 06 38

christine.frankenberger@ch.pwc.com



Thank you

This publication has been prepared for general guidance on matters of interest only, and does not constitute professional advice. You should not act upon 
the information contained in this publication without obtaining specific professional advice. No representation or warranty (express or implied) is given as 
to the accuracy or completeness of the information contained in this publication, and, to the extent permitted by law, PricewaterhouseCoopers AG, its 
members, employees and agents do not accept or assume any liability, responsibility or duty of care for any consequences of you or anyone else acting, 
or refraining to act, in reliance on the information contained in this publication or for any decision based on it. 

© 2020 PwC. All rights reserved. In this document, “PwC” refers to PricewaterhouseCoopers AG which is a member firm of PricewaterhouseCoopers 
International Limited, each member firm of which is a separate legal entity. 

pwc.ch

Special thanks to Dominik Hofstetter for preparing the PowerPoint.
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