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Introduction
The Life Sciences industry in Ireland continues to respond to the COVID-19 pandemic, an 
unparalleled situation. Globally, the sector is collectively working on developing vaccines 
and treatments, and ramping up the production of new diagnostic devices, ventilators and 
pumps. Vaccines and antivirals will take time to move through trial phases before ultimately 
being granted approval from regulatory bodies. Although at-scale production and 
distribution is not likely for 12 to 18 months after a successful trial, these vaccines would 
provide a critical element in the armamentarium against COVID-19. As the industry moves 
slowly into the recover and thrive phase, a central challenge for all these innovations will be 
rapidly scaling up production to meet global needs.

“Over-the-counter” (OTC) medications and sanitising products

Consumer health divisions of  Life Sciences companies are already seeing more demand as 
consumers stock up on “over-the-counter” (OTC) medications and sanitising products (1). In 
the longer term, there may well be an impact as consumer interest rises in products that 
support wellbeing, hygiene and health. In China, staying healthy remains a top priority for 
consumers who are generally more conscious of hygiene and healthy eating, and are now 
further adopting technology-enabled smart health. Nielsen found that 90%, 93% and 77% 
of respondents to a recent survey of Chinese mainland consumers have already purchased 
or plan to buy air purifiers, water purifiers or smart fitness bracelets, respectively (2). 
During this period, there is likely to be a noticeable shift in customer purchase behaviour 
as online shopping becomes the main channel for businesses to sell their products.

As the world attempts to recover and return to a post-COVID 
normal, we anticipate the most significant impacts for the Life 
Sciences industry will be felt in the following areas:

Manufacturing and supply 
chain disruptions

medium to long term focus will 
move to developing more robust 
supply sources. Meanwhile, the 
European Medicines Agency are 
closely monitoring the impact of 
pharmaceutical supply shortages 

across the EU.

Increased use of digital 
technologies

significant investments in technology 
and Artificial Intelligence that will lead to 
true digitisation of the value chain, from 
Research & Development (R&D), through 
to commercialisation, and including the 

use of omnichannel marketing – positively 
impacting drug discovery, digital clinical 
trials and interactions with Health Care 

Professionals (HCP). This report will focus 
in particular on the impact on clinical trials.
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Global supplies of medicines
In recent years, and thanks partly to 
government support, China has replaced 
India as the world's leading producer 
and exporter of active pharmaceutical 
ingredients (API) by volume. This has 
given it a crucial role in global supplies of 
medicines. Due to port closures, travel 
and export restrictions in China, reduced 
supplies of pharma ingredients could 
have an effect on the global supply chain 
network. In particular, China dominates 
global supplies of antibiotics, vitamins and 
anticoagulants (heparin). Dependency on 
any one jurisdiction producing pharma 
ingredients could result in supply chain 
issues that would have global impacts on 
imports and exports of pharmaceuticals 
globally. Many Indian manufacturers of 
low-cost generic drugs source their API in 
China (3) and the resulting shortages led the 
Indian government to impose restrictions 
on exports (4). In addition, European 
Federation of Pharmaceutical Industries and 
Associations (EFPIA) sources indicate that 
Indian API production is reduced (circa -30-
40%) by the local lockdown.

European and Irish perspective
Closer to home, the UK government has 
announced that crucial medicines are to 
be protected for COVID-19 patients; more 
than 80 medicines used to treat patients in 
intensive care units have been banned from 
parallel export from the UK (5). 
The European Medicines Agency (EMA) and 
its partners in the European medicines 

regulatory network are closely monitoring 
the potential impact of the outbreak of 
the novel coronavirus disease (COVID-19) 
on pharmaceutical supply chains into the 
European Union (EU). 

The EMA has requested EU pharmaceutical 
industry associations to raise awareness 
among their members of the potential 
impact of quarantine measures in China and 
elsewhere on the supply of medicines in the 
European Economic Area (EEA), and remind 
them of their obligation to report any 
possible shortages to the EU authorities. 

In April, the Commission called on Member 
States to ensure that Europeans have 
access to necessary and affordable 
medicines during the coronavirus 
outbreak, whilst protecting public health 
and preserving the integrity of the Single 
Market. The Commission issued guidelines 
to ensure the rational supply, facilitation 
of transport, allocation and use of vital 
medicines and prevent any shortages.

The Irish Health Products Regulatory 
Authority (HPRA) acknowledged the fast 
track monitoring system launched by EMA 
and EU member states to help prevent and 
mitigate supply issues with crucial medicines 
used for treating patients with COVID-19 
in a website publication in April. Under this 
system, each pharmaceutical company will 
appoint an industry single point of contact, 
or i-SPOC; their role is to report to EMA 
and regulatory authorities all current and 

anticipated shortages of medicines used in 
patients with COVID-19, both for centrally 
and nationally authorised medicines. It 
is notable that the UK is not part of the 
scheme- perhaps the first tangible impact 
of Brexit?

The new mechanism will allow better 
oversight of ongoing supply issues and 
a quicker flow of information between 
regulatory authorities in the EU and the 
pharmaceutical industry with the objective 
of mitigating and preventing shortages of 
medicines used during the COVID-19 health 
emergency. 

A meeting in April between the EU Executive 
Steering Group and relevant EU trade 
associations (including EFPIA) discussed 
supply issues for India such as the export 
bans and persisting API supply issues (in 
particular for paracetamol). While the EC 
carries on their efforts in reaching out to 
India, they have requested information on 
alternative production locations in Europe.

On the retail side, while no reports of 
current shortages or supply disruptions of 
medicines marketed in the EU due to this 
outbreak have been received at the time of 
writing, shortages or disruptions cannot be 
excluded, as the public health emergency 
develops. However, existing safety-stocks 
significantly mitigate near-term risk. 

Manufacturing and supply 
chain disruptions 
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The need to develop treatments and 
vaccines against COVID-19 has thrown the 
spotlight on clinical trial conduct, which 
is an essential and time-consuming step, 
in the discovery of safe medicines. While 
biopharma R&D has changed the face of 
disease management over the years, many 
admit that clinical development has fallen 
behind in adopting digital technologies, 
which have the potential to change how 
research organisations can engage with 

patients, innovate in patient care, and 
execute processes to drive efficiencies. 
Traditionally, in-person contact with 
patients was an integral feature of clinical 
trials, despite the efficiencies possible 
by the adoption of advances such as 
sensors and wearables to record more 
frequent clinical assessments and devices 
to record patient-reported outcomes. 
The impact of COVID-19 on clinical trials 
has been immediate, due to challenges 

posed by travel bans, hospital and clinic 
visitation restrictions, and social distancing 
precautions, just to name a few. These 
factors have translated into multiple issues 
that pose challenges related to corporate 
milestones, budgets, and ultimately, on 
the pipeline of new pharmaceuticals. R&D 
could see impacts from a clinical trial 
perspective regarding both recruitment for 
new trials and the speed of existing trials 
across the entire trial pipeline. 

Increased use of digital technologies 
- focus on clinical trials

The table below proposes the use of various technologies to address some trial-specific concerns.

Potential impact on clinical trials Possible solution

Delays in patient enrollment or missed study visits resulting 
from the inability of patients to travel to onsite visits or 
limitations on nonessential in-office visits or testing

Virtual trials make it possible for patients to participate in studies from 
their homes, reducing or even eliminating the need to travel to sites. 
Such trials leverage social media, e-consent, telemedicine, apps, and 
biosensors to simplify recruitment, communicate with patients, and 
support both passive and active data collection.

Delays in study initiation activities resulting from the inability 
to perform site selection and initiation visits and subsequent 
downstream delays in patient enrollment

Digital technologies can significantly improve recruitment by reducing 
the effort and cost involved in patient identification. Approaches range 
from simple advertising on the Web and online patient communities 
to targeting patient opinion leaders through social media to mining 
unstructured patient data (social media, electronic health records 
[EHRs], lab results, pathology reports).

Protocol adherence issues arising from an inability to comply 
with visit schedules, study procedures, drug administration, 
and monitoring procedures

Digital technologies can help engage patients continuously throughout 
the clinical trial experience and help improve patient care management 
during clinical trials. For instance, text messaging and smartphone 
apps can remind patients to take their medication, record health data, 
answer patients’ questions in real time, and schedule their visits.

Delays in clinical material distribution and import/export 
delays due to limited manufacturing and operations staff, 
limited or reprioritized hospitals staff, and travel bans

Drones can be used to deliver clinical trial drugs where self-
administration is possible.

Suspension of all patient activities for trials, sites, or studies 
that do not have active patients being treated

New approaches to study design, such as synthetic trial arms or 
master protocols, can reduce the number of patients required to test 
investigational treatments.

A synthetic trial arm uses data from previously completed trials or 
real-world evidence to create a “control” study group that receives a 
placebo or standard of care treatment. This approach is particularly 
useful in rare disease trials or when a placebo approach is not 
appropriate or ethical, as is often the case in oncology.

Master protocols—where several teams or companies study 
competing treatments for a similar patient population in an umbrella 
or a platform trial—can achieve a similar aim. 
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While the long awaited EU Clinical Trial 
Regulation (CTR 536/2014) is yet to be 
implemented, it is interesting to note that 
its impact is mainly on the application and 
authorization phases and on increased 
communication between the pharmaceutical 
companies (or sponsors) with the regulatory 

authorities, throughout any authorised 
trials. One to watch would be how EU CTR 
536/2014 stands up in a more digitalised 
clinical trial environment and what, if 
any, future regulatory change such an 
environment would warrant? 

The potential impacts of the COVID-19 
pandemic on Life Sciences companies 
navigating through the recovery phase 
include:

 • Manufacturing and supply chain 
disruption, which in turn could represent 
an industry opportunity to re-examine 
current channels. Despite levels of 
economic-activity indicators in China 
suggesting that some activities are 
returning to pre-outbreak levels, the 
COVID-19 outbreak is forcing companies 
to better understand their supply chain 
weaknesses (similar to what was done 

to prepare for Brexit) and diversify their 
ingredient supplies. 

 • Disruption to the import and export of 
pharmaceuticals more broadly, as well 
as the supply of active ingredients, if the 
pandemic spans over a longer term.

 • Increased utilisation of digital 
technologies (data analytics, automation, 
cognitive techniques, wearables, sensors 
and connected devices) to enable virtual 
clinical trials, thereby allowing planned 
trials to continue, in addition to facilitating 
the search for solutions to COVID-19. 

In order to navigate through the recovery 
phase and prepare for future thrive, it is 
important that life science leaders learn 
from the initial response and focus on 
strengthening their resilience to future 
waves of the crisis, consolidating their 
operational capacity in the face of the “new 
normal”, building up their digital capability 
in areas previously not contemplated, 
increasing their understanding of changed 
consumer behaviours and associated 
impact on their market share, and finally 
reinforcing their brand and ultimately 
shareholder value. 

What should Life Science organisations be 
considering in the recover phase?

As an aid to navigating the next number of 
months, life sciences leaders should consider 
some/all of the following:

 • What is our organisation contributing towards the overall effort to 
combat the virus (e.g. vaccines, treatments, testing)? 

 • Can we use advanced analytics and modeling techniques to help 
model scenarios in R&D and supply chain operations?

 • What is the impact on our sales force in a virtual environment? 

 • How will our existing and planned clinical trials be effected?

 • What is the best approach to conducting and maintaining a supply 
chain risk mitigation and interventions assessment?

 • What changes do we need to make to our business model to adapt 
to future scenarios and crisis management?

 • What is international best practice in supporting our people working 
in a virtual environment?

 • What changes should we implement to mitigate risks with the 
disruption of non-COVID 19 related clinical trials?

 • How do we work with our key customers/suppliers to fulfill demand 
in current high-peaks as well as partner to sustain their relations? 

In terms of responding 
to future waves of the 
pandemic:

 • How do we ensure our scenario planning/
playbooks are constantly on point as 
future waves emerge - e.g. how would we 
deal with potential business disruptions 
caused by extensive employee absences, 
shutdowns of geographies, supply chain 
disruptions, etc?

 • How do we ensure our crisis response 
is proportionate, cross functional, and 
focused correctly on critical services and 
functions?

 • How do we create capacity to keep plans, 
policies and procedures actively under 
review as organisational preparedness is 
an iterative process?
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