
The burden on medical device manufacturers 
is increasing with new tariffs on key 
components, such as polymers and steel, 
taking effect in the US, as well as regulatory 
frameworks such as the EU Medical 
Device Regulation (MDR), the In Vitro 
Diagnostics Regulation (IVDR) and the UK’s 
Statutory Instrument, which require more 
stringent post-market surveillance (PMS). 
In particular, manufacturers may find 
themselves stuck between a rock and a hard 
place as their usual suppliers are subjected 
to increasing costs, while regulators also 
increase the requirements surrounding 
PMS and extend them to ongoing, 
systematic procedures to monitor the 
real-world safety and performance of 
medical devices, as well as the safety and 
reliability of the supply chains involved in 
their production.

Now, manufacturers need to collect, 
analyse and act on a much wider range of 
post-market data, maintaining transparency 
in data acquired throughout a device’s 
lifecycle. By monitoring user feedback 
and adverse event reports, makers of drug 
delivery devices – such as insulin pumps, 
transdermal drug patches, metered dose 
inhalers, implantable infusion pumps and 
autoinjectors – can make data-driven 
decisions to improve product design, 
provide updated training or issue safety 
communications. These devices interact 
closely with patients and often operate 
autonomously, increasing the potential for 
unnoticed failures or misuse. 

These new requirements call for tools and 
practices to help businesses collect the data 
from both suppliers and device end users 
that will enable them to achieve this kind 
of 20:20 vision. If effectively collected and 
analysed, these data can become a treasure 
trove for device design improvements, 

supporting manufacturers’ efforts to identify 
possible risks early on, improve sustainability 
and usability, and meet new emerging 
regulatory standards across the world.

This mindset shift calls for 
manufacturers to expand their focus on 
direct product performance and hone 
in on their supply chains. In the US, 
as a 10% flat tariff hits medical device 
manufacturers sourcing components from 
abroad, a seismic rethink of the supply 
chain is in order. Devices that include 
chips may be particularly affected by 
semiconductor tariffs, as will drug delivery 
devices and implants that rely on medical-
grade polymers – such as polypropylene 
and polyethylene – and high-grade metals 
such as titanium and stainless steel, which 
are mostly imported from China, India 
and Southeast Asia.

Insulin pumps often include 
polyurethane, polycarbonate (PC) and 
silicone for their tubing and reservoirs, 
for example, while transdermal patches – 
which administer drugs through the skin, 
including nicotine and hormones – use 
polymers such as ethylene vinyl acetate, 
polyethylene, silicone and acrylates to 
ensure skin adhesion and controlled drug 
diffusion. Drug-eluting stents employ 
polymers such as poly(lactic-co-glycolic) 
acid, polycaprolactone and polyethylene-co-
vinyl acetate to deliver therapeutic agents, 
such as sirolimus, directly to arterial walls 
while offering controlled biodegradation. 
Finally, prefilled syringes for biologics and 
vaccines use advanced materials such as 
cyclo-olefin polymer and PC, which ensure 
chemical inertness and clarity.

Suppliers, distributors and importers 
play a key role in ensuring effective PMS 
and, as supply chains are redesigned due 
to market pressures, it is critical that 
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manufacturers ensure that they engage 
with providers that are able to meet their 
own obligations under the EU MDR and 
IVDR. Suppliers, distributors and importers 
also need to maintain complaint registers 
and collaborate with authorities in case 
of recalls or potential non-conformities. 
To date, the contractualisation of PMS 
reporting duties is rarely requested by 
manufacturers, but as supply chains need to 
be reviewed, it is critical that this important 
aspect is not overlooked.

The legal requirements concerning 
reporting for importers, distributors 
and authorised representatives include 
the obligation to co-operate to achieve 
an appropriate level of traceability.1 
Distributors specifically are required to keep 
a register of complaints, non-conforming 
devices, recalls and withdrawals.1

In addition to these, the European 
Authorised Representatives and UK 
Responsible Persons – local representatives 
for companies without a physical location 
in the EU or UK, respectively – must meet 
their own specific set of legal requirements. 
They must, for example, verify that 
technical documentation meets regulatory 
standards, maintain copies of essential 
compliance documents and liaise with 
competent authorities in case of safety 
concerns or incidents.1

A more complex picture is provided 
by third-party logistics (3PL) distributors, 
who are rarely considered when it 

comes to establishing transparency and 
accountability for PMS data collection. 
Despite their grassroots role in delivering 
devices to hospitals, care homes or directly 
into the hands of users, they are rarely 
contractually asked to collect and report 
storage conditions, transport times or 
complaints received.

As more and more stakeholders gather 
and handle critical data for PMS, it is clear 
that the systems and processes required 
to interpret and store this information 
also need to evolve. To keep up with 
this demand, businesses are increasingly 
turning to advanced artificial intelligence 
(AI) and machine learning technologies 
that support traceability solutions, while 
also offering automation and real-time 
visibility across the entire supply chain. 
Sharing demand forecasts, for instance, 
helps both manufacturers and suppliers to 
optimise production processes – minimising 
waste, lowering operational costs and, 
subsequently, reducing prices.

These technologies provide powerful 
tools to formalise supplier collaboration, 
such as by incorporating explicit clauses in 

contracts that obligate suppliers and 3PLs 
to contribute actively to PMS activities. 
This includes responsibilities such as sharing 
customer feedback, reporting product 
complaints and providing critical data for 
safety evaluations.

In addition to helping formalise 
partnerships with efficient contractual 
agreements, these technologies can enhance 
data sharing by establishing robust, real-
time communication channels among 
all stakeholders. This enables faster 
identification and resolution of potential 
risks. Automated data collection further 
strengthens this process by reducing 
reliance on manual entry, minimising 
human error and ensuring the availability 
of accurate and timely information.

Moreover, new algorithms can be used 
to drive predictive analytics, identifying 
trends and anomalies within data that may 
signal potential supply chain disruptions 
or quality concerns. This capability allows 
manufacturers to take pre-emptive action, 
thereby maintaining regulatory compliance 
and ensuring patient safety. Enhancing 
supplier collaboration is therefore critical 
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to achieving a whole host of benefits 
that go beyond PMS compliance.

Tariff pressure, the UK’s new PMS 
Statutory Instrument and the EU Directive 
on Liability for Defective Products all 
provide a clear call to action to review 
contractual agreements with suppliers, 
which should be reshaped to form mutually 
beneficial partnerships for the safeguarding 
of patient safety and industry growth.
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