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MedTech Europe, the European trade association representing medical technology industry including 

medical devices, in vitro diagnostics, and digital health solutions, welcomes the opportunity to provide input 

to Working Group 7 – export controls for discussion with the EU-US Trade and Technology Council (TTC). 

 

Considerations on export controls for European medical technology 
industry 

 

Medical devices are products, equipment, or solutions with an intended medical purpose. In the European 

Union, medical technologies are subject to regulatory requirements. They must undergo a conformity 

assessment to demonstrate they meet legal requirements to ensure that the products are safe and perform 

as intended. The medical technology industry is one of Europe’s most diverse and innovative sectors. 

 

The three main categories of medical technologies are: 

− Medical devices are products, services or solutions that prevent, diagnose, monitor, treat and care 

for human beings by physical means. 

− In vitro diagnostic medical devices (IVDs) are non-invasive tests used on biological samples (for 

example blood, urine or tissues) to determine the status of a person’s health. 

− Digital health category includes tools and services that use information and communication 

technologies (ICTs) to improve prevention, diagnosis, treatment, monitoring and management of 

health and lifestyle.  

 

Since medical technology industry captures a variety of products and technology that have intended medical 

purpose for use by either professionals and/or by lay users, certain medical technologies or raw materials or 

components needed to produce them, may qualify as dual-use items that are subject to export controls.  

 

Inconsistencies in the EU/US approach to export controls present considerable challenges for medical 

technology companies. This is still the case even after the regulatory overhaul that recently took place 

therefore this topic certainly merits to be recognised among the key areas of EU – US collaboration.   

 

Medical technologies are essential for the provision of healthcare around the world and therefore they need 

to be exported even to destinations that are subject to strict trade and financial sanctions. It should be 
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recognised that access to healthcare is a basic human necessity that should not be impeded by unilateral 

controls on export.  

We would like to put forward the following considerations and identification of areas for collaboration for the 

TTC with respect to export controls: 

 

• Exemption from export controls for:  

− Medical technologies including medical devices, diagnostics and digital health intended to 

be used solely for medical purpose. 

− Raw materials software and components used that are necessary to ensuring the proper 

use and functioning of medical technologies, e.g., development, production, use, installation, 

operation, training, maintenance, repair, and refurbishment. 

 

• Greater collaboration towards adoption of well-balanced export control practices that do not 

hinder innovation or access to humanitarian aid and goods such as medical devices and 

better communication about the exemption of medical devices. 

 

Especially the extraterritorial application of US export controls creates regulatory burdens on European 

stakeholders and often discourages European entities from continuing their business activities in certain 

markets. Iran is one of those examples. Although a General License is in place which exempts medical 

devices from the Iran export restrictions and sanctions reimposed by the US after leaving the Joint 

Comprehensive Plan of Actions, many European companies were also forced or decided to seize their Iran 

business due to reputation risks, fear of loss of business in the US or simply because their banks and other 

business partners stopped their Iran business and trade is not possible anymore.  

 

• Greater collaboration to address inconsistent approaches to export classifications for some 

medical device parts, components, and accessories.   

 

US general classification – Supplement No. 3 to Part 774 - Statements of Understanding: 

 

(A) Statement of Understanding - medical equipment.  

Commodities that are ““specially designed” for medical end-use” that “incorporate” commodities or 

software on the Commerce Control List (Supplement No. 1 to part 774 of the EAR) that do not have 

a reason for control of Nuclear Nonproliferation (NP), Missile Technology (MT), or Chemical & 

Biological Weapons (CB) are designated by the number EAR99 (i.e., are not elsewhere specified on 

the Commerce Control List). 

 

Notes to paragraph (A): 

(1) “Specially designed for medical end-use” means designed for medical treatment or the practice 

of medicine (does not include medical research).  

(2) Commodities or software are considered “incorporated” if the commodity or software is: Essential 

to the functioning of the medical equipment; customarily included in the sale of the medical 

equipment; and exported or reexported with the medical equipment. 
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(…) 

 

EU Regulation (EU) 2021/821: 

 

The recent EU Regulation on export controls integrates certain exemptions for medical devices and parts, 

however, still certain medical equipment / parts are subject to EU licensing requirements. Example below: 

 

Note: 1C006.d. does not control materials specified and packaged as medical products. 

 

Supplement No. 3 to Part 774 is considered as helpful for clarifying the scope. Whereas the language 

adopted in EU Regulation (EU) 2021/821 is still driving a number of export license requests from medical 

device manufacturers. Some examples of problematic items are usually fluids, oils and electronics used in 

medical devices: 

− ECN 1C006.b.1 – Santovac Oil used in Magnetic Resonance Imaging (MRI) 

− ECN 1C231 – Spectacle frames containing hafium 

− ECN 2B0066.b.1 – Pathology Microscopes 

− ECN 3A001 – Positioning laser used with PET/CT scanners 

− ECN 5A002 – Speciality routers used with CT/MRI/Surgical Workstations 

 

• Sharing of best practices for processing applications for licences/classifications  

 

In addition to the above, in some cases where devices are subject to export controls, each shipment requires 

a license for export. Especially in those cases where regular shipments of the same devices are being made, 

mechanisms which allow for a trusted consigner to send out multiple shipments of the same product under 

the same license would be very useful as the recurring burden of obtaining licenses for individual shipments 

causes considerable friction to export in these cases. 

 

TTC WG 7 could also provide a forum for the EU and the US for sharing of best practices for processing 

applications. Establishing central support office for applications for licences / classifications as well as the 

timeline for processing the applications would be desirable to address extremely long or non-existent 

processing time for applications as companies have reported.  

Addressing these practical hurdles would be very important not only from the perspective of enabling medical 

devices to reach the patients but also to avoid negative impacts the delays in processing applications have 

on the overall competitiveness of the EU and the US medical technology industries.  

 

MedTech Europe would be ready to engage in further discussions on how to ensure export controls do not 

lead to unintended adverse impact on the availability of medical technologies to patients. 
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About MedTech Europe:  

MedTech Europe is the European trade association for the medical technology industry including diagnostics, 

medical devices and digital health.  

Our members are national, European and multinational companies as well as a network of national medical 

technology associations who research, develop, manufacture, distribute and supply health-related 

technologies, services and solutions. For more information, visit: https://www.medtecheurope.org/  
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