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Access to 
medicines
The continuing impact of COVID-19 

I hope I am not alone when I say that trying to keep up with 
current coronavirus restrictions can be hard work. At the 
time of writing, the devolved nations of the UK have taken 
different approaches to lockdown measures, with England 
and Scotland announcing a three-tier local lockdown system 
while most people in Wales are now subject to lockdown rules. 
In France, bars and restaurants have been ordered to close in 
the cities of Lyon, Lille, Grenoble and Saint-Etienne, while Spain has announced a state of 
emergency in Madrid and the Netherlands has imposed restrictions in several major cities. 

Although reducing transmission of COVID-19 is high on the agenda for governments 
around the world, there are wider impacts of the virus, including disruptions to supply 
chains which will likely continue over the coming years. This month, Dave Elder 
addresses this issue in his article on the availability of critical medicines during 
pandemics. He highlights the major factors impacting on the supply and demand of key 
medicines during disease outbreaks, including temporary lockdowns of manufacturing 
sites, increased demand for specific medicines used to treat COVID-19 patients and 
country-specific export bans. Turn to page five to read the full article.

The availability of medicines is also discussed by legal experts Robert Stephen and 
Jane Hollywood, who focus on improving access to advanced therapy medicinal products 
(ATMPs). They highlight: “In order for ATMPs to be a reality for more patients across the 
globe, innovation is taking place not only in understanding the biology of the potential 
specific disease, but also in platform vector design and delivery, safe local manufacture 
solutions, cell storage, tracing and monitoring, as well as innovative pricing solutions.” 
The article also discusses the manufacturing challenges associated with these therapies 
and the rules and regulations that ensure their safety and effectiveness.

As the race to develop a COVID-19 vaccine intensifies, nations are already ramping 
up production capacity on an unprecedented magnitude. “Never before have we seen 
companies rushing to develop and manufacture a product on this scale,” comments 
Rod Schregardus in his article on page 38. He emphasises that capacity is not the only 
consideration for manufacturers – “understanding risk is crucial”. As such, he outlines 
the importance of forward planning and predicts manufacturers will start scaling up 
before a vaccine is approved. 

This issue also explores the challenges of developing oral biologics, the ambiguity in 
guidance relating to active pharmaceutical ingredient (API) starting materials and the 
impact of US President Donald Trump’s ‘Buy American’ executive order on supply chains.

I hope you enjoy this issue and please get in touch if you have news or research to share.

Nikki Withers Editor
nwithers@russellpublishing.com
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Welcome to European Pharmaceutical Review’s Guide to Outsourcing. 
In this edition, Eurofins Scientific, SGS Life Sciences, Charles River Laboratories, 

ACCI, Eurofins Amatsi Group and Thermo Fisher Scientific, showcase their unique 
outsourcing services and discuss how they stand out from the competition.

Outsourcing
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Outsourcing firms 
demonstrate resilience in 
the face of uncertainty
Rodney Steel, Chief Executive of the BCMPA – the Association for Contract Manufacturing, Packing, 
Fulfilment and Logistics – discusses the continued important role of outsourcing in the pharmaceutical 
industry and how contract manufacturers and packers have responded to some of the latest challenges. 

WITH THE COVID-19 pandemic dominating 
global news over the past nine months, the 
pharmaceutical industry has never been 
more in the spotlight – from the race to find 
a vaccine and develop effective treatments to a 
more general requirement to help consumers 
maintain their health and wellbeing as well as 
boost their immune systems. While pharma 
companies have always needed to be highly 
responsive, the arrival of the coronavirus 
brought a whole new meaning to the 
word adaptability. 

It is therefore hardly surprising that during 
these times of uncertainty and unanticipated 
demand, many pharmaceutical companies 
are looking to outsourcing through a contract 

manufacturing organisation (CMO) as a key 
support for their business.

This is not a new phenomenon; the ability 
of CMOs to respond quickly, in particular 
to support new developments and help 
meet the requirements of changing markets, 
has made them valuable partners for many 
pharmaceutical companies over the years. 
Nevertheless, as the world entered lockdown, 
the BCMPA membership faced the ultimate test 
of flexibility as they had to adjust operations 
overnight to meet demand.

Health-related product sales began to soar 
as the virus started to take hold. Most notably, 
CMOs have seen a dramatic increase in sales 
of hand sanitisers and COVID-19 test kits, as 

well as vitamins, minerals and supplements 
(VMS), as consumers seek improved health in 
the face of the pandemic. Furthermore, with 
hospital and surgery visits seriously curtailed 
during lockdown, many BCMPA member 
companies saw sales grow across their entire 
ranges of products.

Ian Robinson, Director of Business 
Development at Chester Medical Solutions, 
for example, said the company had experienced 
its “busiest ever period since March”, while 
Andy Causer, Director of Sales at Wasdell 
Group, said the company had doubled shifts at 
two of its plants and was operating 24/7 from 
a third. Many of these surges in demand can 
be attributed to the stockpiling of products, 
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said Gareth Lewis, Managing Director at 
PharmaPac UK, although he pointed out that 
this was something the company was used 
to: “As a business, we are very experienced in 
responding to such spikes. We reacted straight 
away to ensure the continuation of the supply 
chain at all times.”

Lewis added that in anticipation of the high 
demand for PPE from the growing pandemic, 
PharmaPac had already been working with 
global suppliers to ensure availability in the UK. 
By reacting promptly, the company ensured 
key sectors were supplied when they needed it 
the most. Causer emphasised that coping with 
any unexpected levels of demand is “all about 
flexibility and finding solutions”, and this was 
certainly true of the many unique situations 
caused by the coronavirus pandemic.

“Extended overseas lead times were 
a challenge initially,” noted Robinson. 
“They jumped from four to eight or nine 
weeks. In response, we looked at critical items 
and contacted the supply base as soon as the 
situation arose. We ensured we remained 
proactive and by having flexible relationships 
with our suppliers we had no issues.” 
Lewis agreed: “We have always held safety 
stock of key items and we work closely with our 
suppliers and partners to ensure we consistently 
maintain adequate stock levels. Naturally, the 
disruption of the supply chain impacted our 
lead times and costs, but this was managed 
professionally by the team to ensure our service 
offering was not affected.”

In addition to this, all BCMPA 
companies had to adapt their production 
processes not only to deal with demand, 
but also to provide a COVID-safe working 
environment. Alongside enhanced cleaning 
regimes, initiatives included operational 
work bubbles and one-way walk systems. 
“As a pharmaceutical supplier, our health 
and safety standards were already very high,” 
pointed out Lewis, “so it was relatively simple 
to increase these.”

COVID-19 was an unexpected challenge 
in what was already anticipated to be a busy 
2020. While CMOs constantly deal with new 
regulations and legislative changes, one with 
particularly wide-ranging implications has been 
the continuing demands of the EU Falsified 
Medicines Directive (FMD). For many CMOs, 
however, this provided the ideal opportunity 
to demonstrate their partnership approach, 
supporting clients as they negotiated the new 
legislative requirements. Wasdell Group, 
PharmaPac and Chester Medical have all 
invested in additional track and trace and 
serialisation capabilities, while Chester Medical 

has also provided coaching and mentoring for 
clients. “As with any area of business, you have 
to make investments or you can get left behind,” 
commented Causer. “It is an important part of 
ensuring we remain in demand.”

At the start of the year, Brexit was seen as 
the major event that CMOs would have to deal 
with and as the end of the transition period 
fast approaches, companies are making sure 
they have their plans in place. “When Brexit 
was first confirmed, we reviewed the regulatory 
requirements with our customers and put 
contingency plans in place. They have since 
been reviewed to ensure we continue to supply 
to our existing customers with no additional 
lead times or costs,” said Lewis. “There are still 
many unknowns, but we are making sure we 
are as fully prepared as we can be,” said Causer. 
“For example, we have established a facility in 
Ireland, which means we can transport to and 
from the EU without going through the UK.”

Despite the challenges of Brexit, the 
UK is still recognised as a world leader in 
pharmaceutical products and for this reason, 
many companies find it an attractive country 
to launch in. “Quality remains a massive factor 
in the pharma sector and the UK is seen as 
a safe pair of hands,” confirmed Robinson. 
“We do everything in our capacity to ensure we 
continue to provide this high level of service.”

Another critical consideration that has not 
been side lined by the pandemic is the need for 
more sustainable packaging and manufacturing. 
“We have always been conscious of the impact 
our services may have on the environment,” 
said Lewis. “We continue to review our 

packaging materials, as well as the entire supply 
chain and delivery network, to ensure they are 
as effective as possible.”

Chester Medical Solutions has recently 
switched to electric vehicles and is looking to 
introduce environmentally friendly plastics 
in blister packaging. Robinson added that 
while it is complex to change packaging in the 
pharma sector due to extensive regulations, it is 
something the company is passionate about and 
works hard to deliver.

It is this ability to understand, anticipate 
and respond quickly to changing market 
requirements that encapsulates the benefits 
of outsourcing in the pharmaceutical sector. 
Whether the onset of a global pandemic, the 
introduction of new legislative requirements 
or simply the need to meet the latest consumer 
demands, CMOs are resilient and well 
equipped to provide the necessary skills, 
knowledge and capabilities that support 
their clients and maximise opportunities no 
matter what the circumstances. As Causer 
concluded: “Service is key.”

Rodney Steel
Rodney was announced 
as Chief Executive of the 
BCMPA in 2003. Since 
then, membership has 
grown year on year to 
over 160 companies. 
Prior to this role, 
Rodney spent several 

decades in the print and packaging industries, 
including running a successful contract 
filling business in the chemical sector.
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