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In this month’s issue of PharmaTimes we take 
a closer look at plans for the NHS Reset, which 
essentially aims to embed positive learnings from 
the coronavirus pandemic into service redesign. 
How might this impact the pharma industry? “The 
NHS is entering a new era and there has never 
been a more opportune time for pharma to support 
its customers,” states Oli Hudson in his article on 
page 16, while Jo Spadaccino also highlights a new 
appetite for collaboration between the NHS and 
industry, ignited by COVID-19 (p19).

Also on the pandemic, Manpreet Sidhu offers a global view 
on what new health technology assessment timelines might 
mean for pharma product pipelines (p26), while Monia Nica 
outlines the temporary changes to European regulatory 
requirements spurred by coronavirus (p32).

On page 36, Shairose Ebrahim offers frank insight into why 
diversity and inclusion should remain high on the agenda, and 
how companies can ensure that equality remains at the heart 
of their operations.

Finally, the deadline for entering the 2020 Marketer of the 
Year, Communications Awards and Sales Awards has been 
extended to October 2, so there’s still a chance to take part. 

Also, a live stream of the awards ceremonies for our clinical 
researcher competitions will take place next month; for 
Clinical Researcher of the Year – The Americas it’s October 
20 at 9pm, and for International Clinical Researcher of the 
Year it’s October 27 at 4pm (both UK time). Visit www.
pharmatimes.com/competitions for more information.

I hope you enjoy the issue!
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The pressure is growing on the government to provide more 
financial assistance to medical research charities, which have seen 
their funding decimated by the coronavirus pandemic.

More than 30 top pharmaceutical and health tech companies 
have signed an open letter to Prime Minister Boris Johnson asking 
for help to plug what is expected to be £310 million hole in research 
spend over the next year.

The letter highlights that medical research charities are ‘crucial 
partners’ in a life sciences sector that generates over £74 billion in 
turnover and supports nearly a quarter of a million jobs in the UK.

Since 2008, such charities have invested £14 billion in research 
in the country, with £1.9 billion in 2019 alone. Also, it says their 
contribution to our industry is unique in that they can provide 
powerful, independent insights from patient communities, fund 
riskier early-stage research and work within rare diseases, invest in 
research infrastructure and foster collaboration between industry, 
academia and others.

‘COVID-19 has had an immediate and devastating impact on 
medical research charities’, the letter states, noting that it will 
likely take four years to recover to normal levels of funding, further 
underscoring the need for significant action.

Earlier this year, Cancer Research UK announced job cuts and 
warned that it could be forced to slash £150 million per year from its 
research funding, while the British Heart Foundation said it could 
have to cut its research spend by half this year – from £100 million to 
around £50 million – to help it deal with the dramatic fall in income.

The letter’s signatories, which include the Association of the 
British Pharmaceutical Industry, AstraZeneca, MSD, Pfizer, Roche 
and GW Pharma, are calling on the government to commit to a 
Life Sciences Charity Partnership Fund, a co-investment scheme 

Pharma backs charity 
funding support plea

MEDICAL RESEARCH

created by the AMRC (Association of Medical Research Charities) 
that would provide a level of match-funding from government for 
charity research. 

As part of the scheme, the AMRC is calling for at least £310 million 
from government in the financial year 2020/21 to bridge the sector’s 
projected research spend gap, which would be matched funding 
from charities “to ensure overall sector investment is maintained”.

According to the letter: ‘By preserving charity-funded research in 
the short-term, government can help create high-quality research, 
innovation infrastructure and skills benefiting the UK economy in 
the longer term’.

“Medical research charities play a vital role in UK life sciences, 
funding early-stage, high-risk research and attracting essential 
international talent to boost the UK’s skills pipeline. However, 
their ability to continue to do this is under threat,” stressed Richard 
Erwin, general manager at Roche Products Limited.

“We believe that the UK can become the global leader in life 
sciences, and medical research charities are a key ingredient in 
achieving this. The proposed Life Sciences-Charity Partnership 
Fund should be developed immediately to ensure charities’ unique 
contributions are not lost as the UK begins its economic recovery.”

“The UK is one of the leading life sciences hubs in the world, 
a reputation which has been built on the strength of the 
research and development carried out in this country, much 
of which starts with medical research charities. Only through 
continued investment into R&D, and collaboration between 
leading specialists, institutions and research organisations, can 
we continue to advance medical science and address the health 
challenges of the future,” added GW Pharma’s chief operating 
officer, Chris Tovey. 
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UK launches for Rybelsus, Fetcroja

HOT & NOT

MEDICINE

Novo Nordisk has launched in the UK the first 'protein in a pill' 
treatment for type 2 diabetes.

Rybelsus (semaglutide tablets) is the world’s first and only oral GLP-1 
receptor agonist (RA), which physicians in the UK, including GPs, can 
now prescribe for adults with insufficiently controlled type 2 diabetes 
to improve glycaemic control.

In the PIONEER clinical development programme, Rybelsus showed 
significantly greater HbA1c reduction at one year, with the additional 
benefit of consistent weight reduction, versus treatments used in the 
UK: sitagliptin, empagliflozin and liraglutide. 

It is hoped that the availability of an oral GLP-1 RA – which, as 
protein-based treatments, were until now only deliverable by injection 
– might improve patient adherence to this class of medicines. Also, 
Rybelsus prescriptions can be initiated remotely, which is a particular 
advantage during the pandemic given that diabetes increases the risk 
of death from coronavirus, Novo highlighted.

“GLP-1 RAs are recognised as offering glycaemic control and weight 
loss benefits compared to other types of type 2 diabetes treatment, 
but are clinically underutilised because they are only available as 
injectables,” said Professor Steve Bain, Professor of Medicine (Diabetes) 
at Swansea University Medical School. “Being able to offer patients 
the option of a GLP-1 RA in a pill may make it easier for physicians, 
including GPs, to intensify treatment earlier for people with type 2 
diabetes who are not controlled on their current treatment, helping 
them achieve their clinical treatment goals and reduce their risk of 
serious complications.”

The Danish drugmaker confirmed that oral semaglutide is priced “at 
parity with other GLP-1 RAs in the UK”, and it noted that the cost-
effectiveness of GLP-1 RAs has already been determined in national 
guidelines including The National Institute for Health and Care 
Excellence (NICE) and the Scottish Medicine Consortium (SMC).

As such, NICE will not be carrying out a single technology appraisal 
(STA) for oral semaglutide, and so Novo said it will work with the NHS 
to ensure that physicians, including GPs, in England and Wales can 
secure access for their patients.

Roll out for Shionogi's novel antibiotic 
Meanwhile, Shionogi has launched in the UK its new antibiotic Fetcroja 
(cefiderocol), which targets infections caused by aerobic Gram-negative 
bacteria.

Data from a range of multinational surveillance studies has shown 
that Fetcroja can produce potent in vitro activity against a broad 
spectrum of aerobic Gram-negative pathogens, including all three 
pathogens identified by the World Health Organization as being of a 
‘critical priority’.

Antimicrobial resistance (AMR) is fast becoming a critical health 
issue across the globe, causing an increased need for new antibiotics to 
address the burden. In the EU, around 25,000 deaths per year are caused 
by an infection with multidrug-resistant bacteria, while in the UK over 
5,000 deaths can be attributed to AMR.

According to experts, if no action is taken antibiotic resistance is 
predicated to kill ten million people every year globally by 2050, with 
a total cost to global economic output of $100 trillion, highlighting the 
urgent need to grow the arsenal of effective antibiotics. 
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AstraZeneca's Tagrisso (osimertinib) has 
been recommended for use within NHS 
England, in line with its licensed indication, 
for adults with untreated locally advanced 
or metastatic epidermal growth factor 
receptor (EGFR) mutation-positive non-
small cell lung cancer (NSCLC). In clinical 
trials, the drug was shown to provide an 
overall survival benefit of more than three 
years when used as a first-line treatment 
compared to first-generation medicines in 
the same class.

The EU Commission has granted 
conditional approval for use of Hansa 
Biopharma's Idefirix (imlifidase) to 
desensitise kidney transplant patients 
with a highly sensitised immune system. 
The approval covers the drug's use 
for adult kidney transplant patients 
with a positive crossmatch against an 
available deceased donor. Idefirix is an 
immunosuppressant that reduces the 
level of donor specific antibodies, thus 
enabling transplantation.

GSK has bagged a nod in Europe for 
Blenrep (belantamab mafodotin-blmf) 
to treat relapsed or refractory multiple 
myeloma (MM). Blenrep is a first-line 
inhibitor of BCMA, a cell-surface protein 
that plays a crucial role in the survival of 
plasma cells and is expressed on MM cells. 
In the  DREAMM-2 study treatment with 
the drug resulted in an overall response 
rate of 32%; median duration of response 
was 11 months and median overall survival 
was 13.7 months.



Experts call for expanded 
pharmacist prescribing powers 

MEDICINE

Health experts are calling for a change in 
the law that would give pharmacists the 
power to alter prescriptions.

A joint letter co-signed by the Royal 
Pharmaceutical Society, the British Medical 
Association, the Royal College of GPs, patient 
group National Voices and others, argues that 
the move will reduce the impact of medicine 
shortages on patient care.

Currently, community pharmacists are not 
able to amend original prescriptions for even 
minor adjustments, and are legally obliged to 

contact prescribers or refer patients back to 
prescribers instead.

This means that patients can experience 
delays in access to medicines if the specified 
quantity, strength or formulation of a medicine 
is in short supply, with pharmacists being 
unable to offer a different version of the same 
medicine as an alternative.

“We urgently need this change ahead 
of the triple whammy of a second wave of 
coronavirus, the flu season and a potential 
no-deal Brexit, all of which would again place 
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In preliminary guidelines, NICE 
has turned down NHS funding for 
Pierre Fabre's Braftovi (encorafinib) 
in combination with cetuxiab as a 
treatment for BRAF V600E mutation-
positive metastatic colorectal cancer 
in adults who have had previous 
systemic treatment. The combination's 
cost-effectiveness is uncertain, partly 
because it was not directly compared 
with therapies used in NHS clinical 
practice, the Institute noted.

Sanofi and Regeneron's rheumatoid 
arthritis drug Kevzara (sarilumab) has failed 
to hit targets in a late-stage trial involving 
patients hospitalised with COVID-19, 
signalling the end of its development in 
this area. The trial assessing intravenously 
administered Kevzara at a dose of 200mg 
or 400mg in severely or critically ill patients 
hospitalised with COVID-19 did not meet 
its primary endpoint and key secondary 
endpoint when Kevzara was compared to 
placebo.

Janssen is disappointed with second draft 
guidance from NICE rejecting its nasal 
depression spray Spravato (esketamine) 
for NHS use. Following a second 
appraisal consultation, the Institute is 
not recommending use of the spray, in 
combination with an SSRI or SNRI, for adults 
with treatment-resistant major depressive 
disorder (MDD) who have not responded 
to at least two different treatments with 
antidepressants in the current moderate to 
severe depressive episode.

Merck and Pfizer’s Bavencio (avelumab) is 
now available under the UK's Early Access 
to Medicines Scheme (EAMS), giving some 
patients with bladder cancer the chance to 
receive treatment with the immunotherapy 
before its approval in Europe.

The positive scientific opinion issued by 
the UK Medicines and Healthcare Products 
Regulatory Agency (MHRA) allows patients 
with locally advanced or metastatic urothelial 
carcinoma that has not progressed with first-
line platinum-containing chemotherapy to get 
first-line maintenance treatment with the drug.

The decision rides on data from the Phase 
III JAVELIN Bladder 100 study, which showed a 
significant 7.1-month improvement in median 

Bladder cancer patients get 
early access to Bavencio

overall survival (OS) with Bavencio as first-line 
maintenance plus best supportive care (BSC) 
compared with BSC alone: 21.4 months versus 
14.3 months. This represents a 31% reduction 
in the risk of death in the overall population.

Platinum-based chemotherapy is currently 
the first-line standard of care for eligible 
patients with advanced disease based on high 
initial response rates, but most patients will 
ultimately experience disease progression 
within nine months of initiation of treatment 
and only 5% of patients with metastatic disease 
will live longer than five years, highlighting the 
need for improved treatment options.

“Avelumab is the first immunotherapy to 
demonstrate in a clinical trial a statistically 

significant improvement in overall survival as a 
first-line treatment for patients with advanced 
urothelial carcinoma,” noted Dr Olivia Ashman, 
Oncology medical director, Pfizer UK. “It is our 
greatest hope that our maintenance approach 
can eventually become part of routine clinical 
practice and significantly prolong survival for 
these patients.” 

heavy demands on the medicines supply chain 
and primary care services,” said Sandra Gidley, 
President of the RPS. “Pharmacists are experts 
in medicines and need greater flexibility under 
the law to make simple changes to prescriptions 
that help patients get the medicines they need 
when they need them”. 



Pharma industry representatives in the UK 
have welcomed a new trade deal agreement 
with Japan which will allow pharmaceutical 
companies to continue trading largely as 
they do now after January 1 next year.

The government has secured a free trade 
agreement with Japan, marking the UK’s 
first major deal as an independent trading 
nation, which it claims will increase trade 
with the country by around £15.2 billion.

According to the government, the deal is 
“tailored to the UK economy and secures 
additional benefits beyond the EU-Japan 
trade deal, giving UK companies exporting 
to Japan a competitive advantage in a 
number of areas”.

Critically, as part of the deal, the UK 
and Japan will incorporate the functions of 
the existing EU/Japan Mutual Recognition 
Agreement (MRA) for medicines, so that 
both sides can continue to accept each 
other’s drug safety testing and inspections 
before export.

The ABPI has welcomed the move, as 
having an MRA in place “avoids unnecessary 
duplication, disruption to supply chains or 
delays to patient access to medicine”.

The British In Vitro Diagnostics Association (BIVDA) has called 
for more support for the UK in vitro diagnostics (IVD) industry, 
ahead of the government’s upcoming comprehensive spending 
review.

ABPI welcomes UK-Japan trade deal

BIVDA calls on gov’t for support 
Addressing Chancellor Rishi Sunak, BIVDA has put forward 

both short- and long-term funding decisions in a bid to help 
strengthen the IVD industry, which it says is key to the UK’s 
COVID-19 recovery strategy.

Beyond the COVID-19 pandemic, BIVDA added that the IVD 
industry will be of the utmost importance for the NHS to clear 
the growing backlog of undiagnosed conditions, with many of 
these patients having had to wait since March for a diagnosis.

BIVDA has suggested focusing on three key areas – innovation, 
manufacturing and people – to support and strengthen the IVD 
industry in the short- and long-term future.

In addition, it highlighted the need for a large talent pool in 
the UK, calling for investment in higher education, including the 
development of a specific diagnostic apprenticeship.

“A well supported IVD industry will be critical in getting the 
country back on its feet as we continue to recover from the 
pandemic,” said Doris-Ann Williams, chief executive of BIVDA. 
“Only with a concerted effort and government support can we 
ensure that the UK life sciences sector can compete on a global 
level, bringing better health outcomes, advanced manufacturing 
capability and highly skilled jobs to our country.”  

INDUSTRY
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Claire Machin, head of International Policy 
at the ABPI, said the agreement “provides 
much-needed continuity to businesses in 
our sector as they focus on preparations for 
the end of the Transition Period.

“These early deals are an opportunity for 
the Government to set out a future trade 
agenda which supports innovative British 
industries, encourages R&D investment 
and strengthens the UK’s role as a 
leader in life sciences. We look 
forward to working with 
them to achieve that in 
future agreements.”

Last year the UK exported £23.3 
billion worth of pharmaceutical goods, 
3.3% of which went to Japan, “making 
pharmaceutical products the third-highest 
good in value terms exported from the UK 
to Japan,” the Association noted. 
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AstraZeneca has confirmed that clinical trials assessing its 
Oxford University-partnered coronavirus vaccine AZD1222 have 
resumed in the UK, following a green light by the Medicines 
Health Regulatory Authority (MHRA).

Early September a standard review process triggered a 
voluntary pause to vaccination across all global trials, to 
allow review of safety data by independent committees, and 
international regulators, after one trial volunteer experienced 
an unexplained illness.

The UK committee has now concluded its investigations 
and recommended to the MHRA that trials in the country are 
safe to resume. The drug giant said that it could not disclose 
further medical information but that all trial investigators and 
participants will be updated with the relevant information.

AZD1222 was co-invented by the University of Oxford and its 
spin-out company, Vaccitech. 

Four newly published papers on the use of corticosteroids to 
treat COVID-19 back prior evidence that outcomes for patients 
severely affected by the virus can be significantly improved, with 
one suggesting the risk of death can be cut by up to 20%.

The papers – all published in the Journal of the American Medical 
Association (JAMA) – include findings of the REMAP-CAP study 
led in the UK by Professor Anthony Gordon from Imperial College 
London, which found that patients in intensive care treated with a 
regular fixed dose of the steroid hydrocortisone for seven days had 
a better chance of recovery.

A separate study led by researchers at the University of Bristol 
and the NIHR’s Bristol Biomedical Research Centre provides an 
evidence summary of global steroid use across seven randomly 
controlled trials (RCTs) in 12 different countries.

It included data drawn from REMAP-CAP and the NIHR-funded 
RECOVERY trial – which has already shown that the steroid 
dexamethasone can be successfully used to treat moderate to 
severe COVID-19 – and concluded that corticosteroids can slash the 
risk of death in the most ill patients by up to 20%.

“These findings offer further evidence that corticosteroids can 
be an important part of COVID-19 treatment for severe patients,” 
Professor Jonathan Van-Tam, deputy chief medical officer.

“Steroids are not a cure, but they help improve outcomes. Having 
a choice of different types of steroids, all of which seem to improve 
patient recovery, is great as it helps ease the problem of drug supply 
issues,” added Professor Gordon, chair in Anaesthesia and Critical 
Care at Imperial and a consultant in Intensive Care Medicine at 
Imperial College Healthcare NHS Trust. 

Pfizer and BioNTech have concluded exploratory talks with the European 
Commission for a proposed supply of 200 million doses of their investigational 
BNT162 mRNA-based vaccine candidate against SARS-CoV-2 to EU nations, 
with an option to purchase a further 100 million doses.

Deliveries could potentially start by the end of 2020,  
subject to clinical success and regulatory authorisation.

The companies said they will now enter into contract negotiations with the 
European Commission to finalise the deal.

“Pfizer and BioNTech’s anticipated agreement with the European Commission 
is an important step forward in our shared goal to have millions of doses of a 
vaccine against COVID-19 available for vulnerable populations before the end 
of the year,” said Albert Bourla, Pfizer’s chairman and chief executive.

The companies said they are on track to seek regulatory review of BNT162b2 
in October 2020. 

AZ resumes 
COVID-19  
vaccine trial

Corticosteroids 
boost COVID-19 
survival rates 

Pfizer, BioNTech agree 
vaccine supply deal with EU

COVID-19
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COVID-19
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Eight new research projects investigating 
the transmission of coronavirus have been 
awarded a total of £5.3 million by the NIHR 
and UK Research and Innovation (UKRI), 
in the hope that findings will help shape 
COVID-19 policy decisions on prevention 
and containment.

The projects are researching how the 
virus spreads in schoolchildren, healthcare 
workers and a strictly Orthodox Jewish 
community, as well as in medical settings 
and on surfaces in public spaces.

Two of the newly funded research projects 
are looking at the role schoolchildren play in 
coronavirus transmission, with one group of 
researchers mapping spread of the virus in 
schools in Bristol, and another working to 
identify how symptomatic or asymptomatic 
children transmit the virus and how long 
they are infectious.

Given that healthcare workers have a high 
risk of exposure to coronavirus, particularly 
from aerosols generated during some 
medical procedures, another of the newly 
funded projects will assess the amount, type 
and infectiousness of aerosol generated 
during a variety of procedures.

Also, as transmission of coronavirus in 
healthcare settings “is likely to have had 
a considerable role in the spread of the 
pandemic in the UK,” NIHR and the UKRI 
are funding two studies investigating 

how transmission in healthcare settings 
compares with that among the general 
public.

A separate multidisciplinary research 
project will test different surfaces and 
coatings that may kill coronavirus, to develop 
new approaches to prevent transmission in 
public spaces, as the virus can survive on 
some hard surfaces for up to three days.

The Orthodox Jewish community has 
experienced a high number of COVID-19 
cases, and so one of the newly funded 
projects will work with one such community 

to understand how community structures, 
such as household size, might contribute to 
transmission, including the role of children.

“Understanding which factors are 
important in COVID-19 transmission 
and therefore how the disease spreads is 
important for targeting measures to control 
the pandemic,” said Professor Chris Whitty, 
chief medical officer for England and head 
of the NIHR. “These eight new research 
projects funded by NIHR and UKRI will help 
us to understand transmission in a number 
of key groups and settings.” 

Verona Pharma has kicked off a pilot study to investigate 
the efficacy and safety of ensifentrine delivered via pressurised 
metered-dose inhaler (pMDI) formulation in patients hospitalised 
with COVID-19.

The study will evaluate the effect of ensifentrine on key 
outcomes in patients hospitalised with COVID-19, including 
facilitation of recovery from the viral infection, clinical status 
improvement and reduction in supplemental oxygen use and 
progression to mechanical ventilation.

Ensifentrine is a first-in-class product candidate that 
combines bronchodilator and anti-inflammatory activities in one 
compound. Clinical data from studies of the drug in the treatment 

NIHR, UKRI fund eight new 
coronavirus research projects

Verona begins pilot study of 
potential COVID-19 inhaler

of other respiratory diseases have shown that the drug improved 
oxygenation, reduced inflammation in the lungs and enhanced 
mucus clearance, the firm noted.

“Therapies are urgently needed to treat patients hospitalised 
with COVID-19,” said Mike Wells, a pulmonologist and Principal 
Investigator at the University of Alabama at Birmingham. 
“Ensifentrine has demonstrated impressive effects on improving 
lung function and symptoms in patients with obstructive lung 
diseases, along with notable anti-inflammatory effects following 
inhaled dosing in clinical trials to date. Combined with positive 
safety results, ensifentrine has the potential to significantly 
benefit patients suffering from COVID-19.” 



In 1967, England were football’s reigning world champions (they 
really were), The Beatles were the biggest band in the universe and 
pretty much everyone – including dogs and cats – smoked. Make 
no mistake, things do change. In 1967, however, British pharma 
companies were pace-setting, treatment pioneers and the envy of 
the world. Evidently, some things never change.

Indeed, throughout the 1960s, Britain witnessed a boom in 
innovative small-to-medium pharma companies, specialising in 
specific healthcare arenas, and driven by a mission to shake up the 
traditional treatment ecosystem. 

In that seminal year of ‘67, Rosemont Pharmaceuticals was founded 
by two Leeds-based pharmacists; both motivated to revolutionise 
treatment delivery and produce liquid medicines for vulnerable patients 
who were not able to swallow tablets or capsules. It was the beginning 
of an enduring treatment crusade which continues to this day.

Get back 
From the outset, Rosemont’s operation has always been fully 
integrated, with a clear emphasis on the development, manufacture 
and supply of high-quality oral liquid medicines on prescription, and 
from a single location. Despite being half a century ago, it’s a system 
that has stood the test of time, especially in the current post-Brexit, 
pro-environmental, COVID-19 era when traceable supply-chains, 
in-house production and rapid response times are major currencies. 

The company has also invested millions into its cutting-edge 
research and development site, and manufacturing facilities, while 
its wide range of products now includes treatment for cardiovascular, 
endocrine, central nervous system and gastro-intestinal conditions. 
It is this diversity, coupled with an unflinching focus on patient well-
being that has enabled Rosemont to, not just coexist among big 
pharma compatriots, but thrive.

Rosemont’s refreshing perspective on cohesiveness has also seen 
it reject the route of mass fragmentation, subcontracting or moving 
its site abroad, and that loyalty has had its rewards, as the once 
humble city of Leeds has become an international powerhouse for 
business and healthcare. Rosemont has also enjoyed steady growth 
during the last century and currently holds over a quarter of the UK 
market share in liquid medicines.  

The company’s long story has, inevitably, involved a number of 
forks in the road. A few years ago the company was acquired by 
Perrigo (an international selfcare company), increasing Rosemont’s 
exposure, diversifying its product offering and cementing its 
position as leaders in the UK’s liquid formulations market. This was 
an enlightening chapter, and galvanised its belief in collaborating 
and accelerating processes.

Since then, it has started another intriguing chapter after joining 
Inflexion – a private equity firm. This move has provided much-
needed impetus to Rosemont’s expansion plans, and it is excited 
about the prospect of increasing product offerings and changing 

Long and winding road 
Time doesn’t stand still in any industry, but throughout pharma the future is always 
tantalisingly close, requiring companies to reach out, reinvent and realise their potential. 
Rosemont Pharmaceuticals has been moving with the times for over 50 years.

the lives of even more patients. As the company rediscovers 
its independence, under the guidance of new chief executive 
Howard Taylor (formerly general manager), it is looking forward 
to introducing a ‘connect and develop model’ as part of the new 
strategic direction.

We can work it out
Oral liquid medicines are a niche market and, in the coming years, 
Rosemont is keen to share its expertise and establish dynamic 
partnerships. It is particularly keen on working with companies who 
can take advantage of Rosemont’s amalgamated operations, and 
in doing so, accelerate production and get treatments to patients 
quicker – essential during COVID-19. 

“We are actively seeking and welcoming partnering opportunities 
at home and internationally,” explains marketing manager, 
Caroline Husic. “Business development, in-licensing and contract 
manufacturing are all open for discussion and we are excited about 
the possibility of some innovative collaborations.” 

Rosemont’s approach to joint-working is indicative of a 
progressive and modern brand of pharma which is open to sharing 
data, exchanging knowledge and delivering solutions. Mercifully, it’s 
a far cry from the caricature of pharma companies as anonymous, 
isolated entities shrouded in secrecy. The new healthcare world is 
all about unification and we reject it at our peril.

With this in mind, Rosemont already has a considerable frame 
of reference, in the form of its unique collaborations with patient 
groups and medical professionals. It is keen to continue this trend 
by supporting the NHS and its long-term projects, such as the 
Academic Health Science Network, which connects industry with 
local authorities, the NHS and academic organisations.

From an environmental standpoint, Rosemont is acutely aware 
of its responsibilities, and by being able to monitor precisely what 
it uses during onsite manufacturing processes, the company has 
rapidly adopted a ‘zero waste to landfill’ policy – a template which 
will surely be taken up across the wider pharma community in the 
years to come.

Life goes on
For many in pharma, COVID-19 has been the challenge of a lifetime 
– personally and professionally. Nothing quite prepared us for it, but 
the reaction in pharma has become a barometer for determination 
and character.

“During the peak of COVID-19, we have had to quickly adapt 
many areas of the business to meet the unexpected rise in demand 
for some products, like paracetamol,” reflects Caroline. “As a 
manufacturer and supplier of critical medicines, we have taken all 
necessary steps to ensure that we can protect the supply of our 
products, while also following Government and World Health 
Organisation (WHO) guidance.”
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The company has also used the current situation to redeploy 
some employees to new areas of the business, providing them with 
opportunities to develop other skills and explore different areas 
of the business. In addition, some of Rosemont’s activities have 
adapted to the social distance guidelines, while most head office 
employees have been able to work from home. Furthermore, in a 
development which even the game changers of ‘67 may have found 
it hard to compute, Rosemont has also managed to carry out an 
entirely remote recruitment drive. 

Throughout the crisis, Rosemont has kept its doors open and its 
absolute priority has been to maintain supplies to customers on the 
frontline. “We have very high service levels, which our customers 
really value,” says Caroline. “It’s been very important for us to 
continue reaching these standards during such unpredictable times.

“Community pharmacists are also under immense financial 
pressure and, with flu season fast approaching, an increased 
workload. We want to support them and continuing to supply the 
medicines they need for patients in their communities, is one of the 
best ways we can do that,” she adds.

Getting better
Rosemont’s mission is to supply quality medicines to patients who 
have difficulty swallowing, while also focusing on the development 
of new molecules in a liquid format that have not previously been 
available to patients as a licensed option.

The company is also exploring other means of medication 
administration as alternatives to tablets – not just liquids. Earlier 
this year, it successfully launched omeprazole, a powder for oral 
suspension which is used to treat several gastrointestinal conditions, 
and has already transformed the lives of many patients.

This flexible approach chimes with the demands of modern 
healthcare and is also reflected in Rosemont’s determination not to 
operate in the restraints of a single specialised disease or therapy 
area. This freedom allows the company to provide solutions for a 
large cross-section of vulnerable patients, including paediatrics, the 
elderly and people with learning disabilities.

“These patient groups are susceptible to many conditions and we 
are determined to improve their health, well-being and quality of 
life,” says Caroline. “We want to assist with medication adherence, 
ensure that it’s as easy as possible for patients to take their 
medication and provide healthcare professionals with multiple 
treatment options; allowing both parties to make informed 
choices.” 

Listening to patients, ensuring they always have a 
voice and encouraging input from the patient on 
their individual treatment journeys is a continuing 
passion for Rosemont and, in 2019, it launched 

BUSINESS INSIGHT

the Care Home Charter alongside the Patient’s Association. This 
truly collaborative initiative aimed to provide a voice to patients in 
residential care, while also outlining a clear set of standards that 
patients within the care setting should be able to expect from 
healthcare providers. 

The company also regularly conducts research with relevant 
groups of healthcare professionals, including prescribers and 
pharmacists in both primary and secondary care. By opening 
these communication channels, Rosemont gains a much greater 
understanding of customer needs and can adjust its offering 
accordingly.

For the record
During its 53-year history, Rosemont has reached numerous 
milestones, but its modus operandi has remained steadfastly 
ambitious – to grow the business, by bringing more medications to 
patients, throughout the world, and offering expansive treatment 
options for healthcare professionals to utilise. 

Over the past few years, however, there are two additional 
dimensions, alongside treatment production, which have come to 
define the company’s perspective. The first is collaboration; the 
ability to transcend its own place in the pharmaverse and combine 
skills with teams from other companies and organisations, in the 
pursuit of a mutual healthcare goal. The second is an appreciation 
of the entire patient experience; understanding that the patient 
is a highly informed expert in their own health, and therefore a 
fundamental part of the solution.

By being part of an emerging ‘open era’ in which transparency, 
shared knowledge, dynamic healthcare partnerships are the 
catalysts for better treatments and improved lives, 
Rosemont is helping to take pharma into a new 
realm. The spirit of ‘67 still burns brightly, but 
for this company the focus is on an even 
brighter future for patients. 
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It might be comforting to think that the National Health Service 
is returning to where it was before the COVID-19 pandemic struck, 
but for a whole tier of senior decision makers this would represent a 
tragic waste of opportunity.

As a result, there is now a drive to build on the positive changes 
that COVID-19 has brought to the NHS, and to ensure that all 
pathways and services are reformed with a focus on innovation and 
system-wide change. 

Known as the ‘NHS Reset’, these changes are being spearheaded 
by the Royal College of Physicians (RCP), the Academic Health 
Sciences Network (AHSN) and the NHS Confederation. They have 
significant implications for pharma’s brand strategy and the way it 
should engage with its NHS customers.

The reset 
The RCP has issued nine key points about resetting services, while 
AHSNs – charged with leading on the adoption and diffusion of new 
technologies and techniques in the NHS – have launched their own 
Health and Care Reset programme. 

Speaking of the reset on its campaign website, the NHS 
Confederation says: “NHS Reset will seek to influence upcoming 
national strategies, including from NHS England and NHS 
Improvement, and their priorities for a reset with services, as well as 
looking to guide local systems through their own planning processes 
to ensure they can maintain the beneficial changes they’ve already 
realised.”

Essentially, the NHS Reset seeks to drive improvements in 
treatments and care that will help the NHS to become sustainable 
and enable it to withstand another wave of coronavirus. Many of 
the primary objectives of the Reset align with the NHS Long Term 
Plan. For example, keeping patients out of hospital, where possible, 
and enabling them to be treated in the community or at home, 
underpin both of these initiatives. 

Managing early discharge and risk monitoring will be essential to 
preventing hospital admissions. It will also be important to empower 
patients to take greater control over their health if more care is to 
be managed in the community or at home. Patients will need to be 
better informed about their condition, more confident about self-
managing it and motivated to take preventative measures.

Service reboot 
Oli Hudson, of Wilmington Healthcare, explores how pharma should align its 
brand strategy with the NHS reset during the COVID recovery era

Under the NHS Reset, triage will become as remote, efficient and 
safe as possible, with reductions in hand offs and appointments to 
maximise capacity. Digital innovation will be key to driving these 
changes including artificial intelligence (AI) and products that 
support community and home-based care by, for example, enabling 
patients to be monitored remotely.

The rise of remote patient management and monitoring will be 
accompanied by changes in the way key stakeholders work and 
also where they work. Rather than seeing patients in hospitals, 
specialists will aim to manage them digitally or virtually with support 
from multidisciplinary teams in primary care and in the community, 
who will monitor patients and determine how drugs are performing.

This is all part of the move to integrated care which is seeing 
stakeholders from different parts of the NHS and social care 
work together as a joined-up system with all resources available 
to them. Major structural changes are required to enable this 
change, including the creation of Integrated Care Systems (ICSs), 
which are expected to take on an increasingly prominent role. 
There is speculation that Clinical Commissioning Groups (CCGs) 
will disappear in the next set of reforms and that, by April 2021, 
they will have been entirely replaced by ICSs. If this happens, ICSs 
will become the statutory bodies responsible for commissioning, 
working alongside wider system partners such as Social Care and 
housing.

NHS RESET 
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Methods of engagement
Many of pharma’s traditional brand activities, such as promotional 
calls, conferences, events and education have all been compromised 
in some way by coronavirus. For example, telephone calls have 
become difficult because clinicians are too busy, or they have been 
seconded to another area, while face-to-face meetings have been 
widely abandoned. 

Over the past few months, digital engagement has become the 
norm and evidence suggests that in the main, it is here to stay. 
For example, a recent PM Society survey showed that 26% of 
GPs expected regular face-to-face contact before the pandemic, 
compared to 12% afterwards, and more GPs now expect regular 
contact from pharma via the internet.

There was a similar shift among specialists, although the research 
indicated some differences among them. For example, cardiology 
was one area in which it seemed that face-to-face engagement 
would remain important. 

NHS RESET 

Overall, pharma needs to be imaginative and responsive in its 
brand strategy and ensure that its marcoms programmes incorporate 
integrated digital channels in various forms and are tailored to meet 
the needs of different stakeholder groups, and allow for face-to-
face activity if or when it is needed. 

New pathways
It is also vital to understand how patient pathways have changed 
as a result of COVID-19 and the NHS’ priorities now as it moves on 
to ‘Phase 3’ of the pandemic, and plans to make a gradual return to 
pre-COVID-19 service levels.

In the past, cost-effectiveness was the key priority for the NHS 
when buying drugs. But now it is patient safety and whether a 
particular drug can fit into the new COVID-friendly pathways that 
have emerged. Such changes might mean that a particular drug is now 
considered unsafe because of its effect on immunocompromised 
patients or because it does not fit in with a new patient pathway 
because it needs to be administered intravenously in hospital.
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This situation has created a new series of threats and 
opportunities for pharma. So, for example, companies with drugs 
that can be administered only by infusion will struggle as the NHS 
aims to take more care out of hospitals, while those with similar 
drugs that can be given via oral or subcutaneous methods could 
have an advantage.

Similarly, companies with large field forces that previously relied 
heavily on face-to-face engagement will find the new restrictions 
difficult, but those already doing much of their engagement digitally 
will have the edge on competitors who are not working in this way, 
and now is the time to expand on these activities.

New stakeholder map
Changes to the NHS stakeholder map are key to the NHS Reset 
because they will accelerate closer working and integration. In line 
with this, we will see ICSs, Integrated Care Partnerships/Providers 
and Primary Care Networks (PCNs) take on more prominent roles, 
while many CCG staff are already effectively working in ICSs.

These changes are bringing a wealth of new contacts for pharma. 
So, as part of their brand strategy, companies need to re-evaluate 
who they should be targeting, where these people are now working 
and what their roles encompass. 

One likely change is that the customer base will shift out of the 
traditional comfort zone of senior stakeholders to encompass a 
much wider range of customers and influencers, including those 
working in multidisciplinary teams as well as the wider health and 
social care related organisations that will work alongside the ICSs. 

These stakeholders will be looking to deliver more holistic care 
services and become more financially efficient by working in a 
joined-up way. So, pharma needs to think about how its products 
and services can deliver benefits across the whole system.

Furthermore, with integrated care evolving at a different pace 
in different regions, there is no one-size-fits-all approach. Pharma 
needs to map each region individually and tailor its approach to 
that region’s unique challenges and needs as well as the overarching 
constraints and implications of national policies. 

A unique opportunity
As the NHS aims to return to pre-COVID service levels, it has a 
unique opportunity to deliver service transformation at a much 
faster pace than anyone would have believed possible just a few 
months ago. The NHS Reset will be key to making this happen.

The changes most likely to affect industry will be around 
integration, whole system thinking, clinical practice and innovation. 
It will be important to look out for these in future recovery plans 
appearing in local systems, and to ensure that brand strategies are 
aligned with these new ways of thinking and working.

The NHS is entering a new era and there has never been a more 
opportune time for pharma to support its customers. With the right 
brand strategy and approach some promising new partnerships can 
be formed that will help the NHS to overcome the challenges that 
lie ahead and achieve its service transformation goals.

To find out more about the changes that are occurring in the 
NHS, register to download a free copy of Wilmington Healthcare’s 
new white paper, entitled Covid-19: Roadmap to Recovery (http://
ow.ly/yY3C30r5auA). 

Oli Hudson is content director at Wilmington Healthcare. For information 
on Wilmington Healthcare, visit www.wilmingtonhealthcare.com
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Coronavirus could see siloed working consigned to the history 
books; the drive towards integrated systems will accelerate, 
while traditional distinctions between primary, secondary and 
tertiary care will become blurred as healthcare care models 
reorganise around patient groups and adopt a multidisciplinary 
approach. Sustaining the private and public sector collaboration 
that has gained momentum in recent months will be a critical 
success factor.

This is the clear message we’ve been hearing from healthcare 
leaders across the NHS, academia, health tech, clinical research and 
pharma, as we seek to understand which of the ‘good bits’ of the 
health service’s initial response to the COVID-19 pandemic should be 
captured and taken forward as healthcare systems start to reset.

NHS England chief executive Sir Simon Stevens and chief 
operating officer Amanda Pritchard penned a letter to the NHS 
at the end of July which set out the key priorities for the third 
phase of the NHS Response to COVID-19, but time moves very 
quickly in 2020. The threat of COVID-19 is again on the rise, 
social restrictions are coming back, improving access to testing 
is still firmly on the agenda, and the progress towards vaccine 
development has momentarily stalled. It feels like we are a fair 
distance away from a ‘recovery’, and yet attempt to recover we must.  

From crisis to complexity 
How the NHS is tackling the third phase of its COVID-19 response, and 
implications for pharma 

By Jo Spadaccino

OPINION

The job has undeniably got more complex than ever as the health 
system, like the rest of society, attempts to juggle both the short 
and longer-term consequences.

So what are the priorities for the NHS right now, and what should 
those working in pharma be paying closest attention to?

As a reminder, the three key areas of focus for Phase Three of the 
NHS programme are:
•  Accelerating the return to near-normal levels of non-COVID-19 

health services, which includes addressing the backlog
•  Preparing for winter pressures in the context of likely COVID-19 

spikes
•  Learning from the first wave of COVID-19, specifically in supporting 

staff, guarding against inequalities and in prevention.
All this against a backdrop of the continuing need to address the 

funding and structural mechanisms. 
Further implementation guidance has since been published, 

adding more clarity and leading with the need to address inequalities 
in NHS provision and outcomes. This should be a point of note 
for pharma. The inequalities and the disproportionate impact of 
COVID-19 on BAME communities have been deeply wounding to 
the health service. It is a failure of one of the key pillars of the NHS 
constitution: namely, equal access to high-quality care for all. 
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At a recent webinar chaired by ZPB and hosted by the Healthcare 
Communications Association (HCA), Parker Moss, chief commercial 
and partnership officer at Genomics England, spoke about the heroic 
efforts of those working in drug discovery and clinical development 
in both pharma and academic research overall during the last six 
months, and also pointed to the progress being made to increase 
the representation of the BAME community in its current genome 
sequencing project among COVID-19 patients, which is tracking at 
over double the representation compared to the national average. 
As an extension to accelerating inclusivity in the clinical trials arena, 
therapies and interventions that support more equal access across 
all patient groups and communities, and reduce the COVID-19 
threat, will most certainly find themselves more in demand than 
before.

At the same webinar, Graham Kendall, director for the Digital 
Healthcare Council (DHC), addressed the issue of the NHS 18-
week waiting list targets and the recovery in the number of GP 
appointments. Kendall said that whilst there had been some positive 
news in the latest set of figures published in August, in particular 
an overall increase in GP appointments compared to the previous 
month, there is huge variation across the country, with patterns 
starting to emerge.

This is alongside countless reports being published daily from 
specific interest groups which highlight the impact COVID-19 has 
had on non-COVID-19 conditions and services. Everything from 
breast cancer detection to an increase in non-COVID-19 deaths, 
notably from heart and circulatory disease.

It highlights another communications consideration for pharma. 
Whilst lobbying, whether directly or via the media, has a place, 
and data analysis is imperative, this is arguably not the time to be 
adding to the pressure that the system is under. Being part of the 
solution, sharing data and insight and giving careful consideration 
to selecting the right channel for the right message when it comes 
to communicating more broadly, will help to move us forward most 
constructively.

Graham Kendall provides a case in point from his work at the 
DHC. “It’s striking that many of the areas that have done best in 
maintaining appointment levels are those that use DHC members 
to manage and deliver their remote consultations. Increasingly 
we see patients choosing remote options, and by matching those 
preferences to clinically appropriate channels, this frees capacity 
for those patients who need face-to-face consultations. In turn, all 
patients benefit, including those who are digitally excluded”.

Whilst the panel gave a health warning to avoid shoehorning 
commercial objectives into the NHS agenda, this serves as good 
inspiration. During the webinar both panellists and audience 
exuded confidence and identified specific examples of where 
collaboration was resulting in real progress. Over 60% of the 
audience said that they had personally witnessed an increased 
appetite for collaboration between the NHS and industry since 
the arrival of COVID-19. As Samuel Hollis, business unit director 
for the Cardiology and Respiratory Franchises at Novartis UK, says, 
“Genuine moves to evaluate where pharma can drive value into the 
system, at local and national level, should and are being welcomed. 
It’s less push, and more pull that is required around aligned common 
objectives, and this is what is going to sustain the increasing levels 
of trust between individuals and organisations”.

As in all crisis situations, speed is paramount and so many of the 
achievements over the last few months have clearly been driven by 
a need to crack on with the job at hand, rather than getting tied 
up in the central chain of command. Though conversely, again 
common to all crisis situations, the need for tight control by the 
centre is also in evidence. This points to a second implication for 
pharma – the need to preserve the progress made in improving 
internal efficiency whilst still maintaining the required levels of 
governance and standards, coupled with intimate understanding of 
the organisational changes in the health and care system as new 
individuals and groups of decision makers emerge.  

The health service transformation to Integrated Care Systems 
(ICSs) continues at pace regardless of the unforeseen events of 
the last six months, so partners and suppliers to the NHS will need 
to quickly understand who the new lead commissioners are, in 
addition to some of the new groups emerging too. In spite of the 
move to a simpler healthcare system, it’s going to be essential to 
understand the differences arising within the seven NHS regions, 
both in strategy and operational design. 

There is still much we don’t know. When will we have access 
to effective vaccine solutions for COVID-19? How severe will the 
seasonal flu season be? How will it complicate COVID-19 detection 
and management? What impact will the delay of the NICE Methods 
and Process Review have on broader medicines access? How quickly 
will we see true digital transformation among both the pharma 
industry and the healthcare system? And what will the impact of 
Brexit be on top of all this? 

What has become clear during this most challenging of years is 
that the environment has never been more right for all those who 
care about the UK’s health outcomes to work together to improve 
them. 

Jo Spadaccino is a partner at health communications consultancy ZPB 
Associates 
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The first half of 2020 will go down in the history books; it has 
brought about rapid changes to our way of life and raised profound 
questions about the way our economies operate. However, even 
amid the chaos of COVID-19, the UK’s pharmaceutical industry 
has delivered, bringing about intense innovation and industry 
collaboration at a time when it is most needed. The crisis has seen 
the sector come together on a huge scale – the usual trade secrets 
and intellectual property have been more widely shared in recent 
months than ever before, with the development of a successful 
vaccine for COVID-19 becoming the industry’s new holy grail. 
Under immense pressure, many companies have also accelerated 
digitisation processes, allowing for clinical trial data to be processed 
and shared faster than ever.

However, the UK’s pharmaceutical sector has a long-running 
track record of delivering powerful innovation that overwhelmingly 
predates the pandemic. This innovation is testament to the way 
the UK’s pharmaceutical sector has been developed and nurtured – 
providing a blueprint for how to create a truly cutting-edge industry. 
In my view, there are three major factors driving this long-running 
phenomenon in UK pharma.

A dynamic supply chain
The first factor driving the innovation of the sector is its dynamic 
supply chain, connecting institutions from all parts of society. Home 
to many of the world’s best universities, the UK is a natural hub for 
talented graduates. For the pharma sector, having access to highly 
talented PhD and Masters students is a significant boost, especially 
compared to countries that are more reliant on immigration to 
supply the workforce for pharmaceutical firms. Recent boosts to 
apprenticeship training in vaccine manufacturing also represent a 
welcome move as vaccine development becomes a key focus across 
the sector.

However, universities also play another key role – many of the 
most successful firms began as start-ups spun out of university 
research faculties. One prominent example is Abcam, which has 
become one of the leading players in the sector thanks to its work 
on antibodies. The company was initially spun out of a genetics 
research institute in Cambridge. These firms can also benefit 
from the local wealth of knowledge around M&A and intellectual 
property, driving further growth.

The NHS plays an important role in the broader 
pharmaceutical supply chain, providing the ideal infrastructure 
for the commercialisation of drugs. Working with pharmaceutical 
companies, the NHS contributes significantly to UK pharma’s 
strong international competitiveness. It also plays a critical role in 
supporting clinical trials. For example, hospitals in Birmingham are 
home to many of the UK’s leading clinical research institutions and 
have supported work on groundbreaking medicines.

Nuts and bolts 
What the world can learn from the UK’s pharma industry 

By Jameel Zayed

Value chains
Secondly, the sector is set up in a way that creates and protects 
value. Indeed, the financial outlook for the sector is strong, 
even against the backdrop of COVID-19. Even at the peak of the 
pandemic, global investment in biotech continued to soar, reaching 
new heights in the second quarter. This was driven by a string of 
deep-pocketed US IPOs in biopharma and cell and gene therapy. 
In the UK, financing has also remained positive in recent months, 
driven by later-stage private fundraising deals and follow-on public 
market financing rounds.

Broadly speaking, the UK’s pharma and life sciences sector has 
held up well in the face of the crisis, with robust capitalisation 
providing a structure for continued momentum despite the 
downturn. Driving this relatively strong performance is a backdrop 
of innovation, supported by a complex and wide-ranging network 
of government support, collaboration with research institutions and 
the NHS, and financial incentives.

The strength of the sector’s value chain is well illustrated by the 
robust capitalisation among life sciences companies ahead of the 
pandemic, which provided a basis for continued momentum despite 
the downturn. For example, one well-publicised exit included 
Mercia portfolio company The Native Antigen Company, now a 
world-leading supplier of antigen reagents required for antibody 
testing kits. The company has been a key player in previous 
efforts against emerging viruses like Zika. Now acquired by LGC, 
a leader in genomics analysis, the deal highlights how competitive 
marketplaces and firm technology-investor foundations support 
steady long-term valuations and drive continued dealflow despite 
wider headwinds.

Government support
The third key factor behind the UK pharma sector’s innovation 
is a system of government support that incentivises risk-taking. 
Government incentives have continued to drive business activity 
and productivity, with the Future Fund, Sustainable Innovation 
Fund and many others forming part of a broader R&D strategy 
aimed at cementing the UK as a global science superpower. 

One area in particular that supports the pharma sector is the 
system of R&D tax credits. For the pharmaceutical sector, R&D tax 
relief can be claimed on activities throughout the drug development 
process, from drug discovery all the way through to post-launch 
trials. It can be claimed on expenditure on a wide range of areas, 
including employee costs, with the salary costs of the chief scientific 
officer and other R&D personnel being eligible for claims.

It also applies to materials used directly in carrying out R&D, the utilities 
needed to support R&D activities and software costs that support R&D 
activity. Given the importance of R&D for the pharmaceutical industry, 
this form of tax relief represents a major boost. 

INDUSTRY 
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The relief pays out generously, with the qualifying costs multiplied 
by 230% to provide a reduction in businesses’ corporation tax bill. 
In other words, for every £100 spent on qualifying R&D costs, 
the company is able to lower its corporation tax bill by a further 
£130 in addition to the £100 spent. For pharma companies facing 
the reality that most drug prospects will not ultimately make it to 
market, the tax relief makes a significant difference and encourages 
inventiveness and risk-taking. 

Furthermore, in line with the UK’s ambition to raise R&D 
investment and earmark the UK as a continued global life sciences 
hub, associations such as the BioIndustry Association continue to 
support their members through efforts that encourage Foreign 
Direct Investment, and streamlining of regulatory, legal and 
financial incentives for domestic and international companies. 

These efforts span public and private industry ecosystems and 
impact both large and small players in the market. For example, 
smaller biotech firms in a significant loss position, which would 
previously have been disqualified from receiving state funding due 
to state aid rules, are now able to benefit. The government has also 
stepped up its support, ensuring that R&D tax relief payments are 
processed and paid within rapid time-frames in order to support 
firms seeking to accelerate growth during the crisis.

INDUSTRY 

Conclusion
2020 has seen unprecedented levels of uncertainty across global 
economies. However, the UK’s innovative pharmaceutical industry 
has held up well, driven by dynamic support networks and a flexible 
investment landscape. The wide-ranging web of support from the 
government builds on an industry landscape that links research 
institutions, private companies, universities and the NHS, fostering 
a cycle of innovation that boosts the whole sector. 

This approach is proving its worth in times of need, with the 
crisis acting as a catalyst for new ways of working and new levels 
of collaboration that may bring about the vaccine that the world 
needs.

While all countries have their own unique circumstances, 
aspects of the UK’s model may offer valuable insight into how 
the pharmaceutical sector – and innovative industries in general – 
can be supported to generate cutting-edge outcomes and power 
economic growth for years to come. 

Jameel Zayed is a consultant at Leyton specialising in innovation incentives
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After the 2016 referendum, the life sciences sector had high hopes 
of winning government backing for an ambitious trade deal with 
the European Union (EU). The contribution of the sector to the UK 
economy, according to PWC’s 2017 report, was immense;  employing 
half a million people, with companies directly contributing £14.5 billion 
to the UK economy in 2015, and an additional £15.9 billion through the 
supply chain and employee spending. Many of these jobs are highly 
skilled and linked to the UK’s world leading university research. 

The importance of the sector was recognised in the government’s 
life sciences sector plan, as a key part of then-Prime Minister 
Theresa May’s industrial strategy. Industry asked government for 
close alignment with EU standards, and to push for the Medicines 
and Healthcare Regulatory Agency (MHRA) to stay part of the EU 
regulatory ecosystem, hoping to still influence the development of 
EU regulation. 

Narrow Red Lines
Those initial hopes of industry were shot down by a combination 
of successive UK governments’ red lines, and the EU’s partly 
protectionist approach to its Internal Market. 

Any lingering ideas of preserving close structural cooperation in 
life sciences look set to be buried by Boris Johnson’s determination 
to prioritise regulatory autonomy over economic ties with the bloc. 

Sink or swim By Paul McGrade

What does pharma have left to fight for in an EU trade deal?

The UK has left the EU, Johnson has closed off the only sure legal 
route to extending the standstill transition period, and the EMA has 
moved from London to Amsterdam. 

The narrowly drawn UK red lines have made it easy for the 
EU to reject practical cooperation. Some of its member states 
have straightforwardly commercial interests to entice UK-based 
business to the Single Market. It has led them to explicitly reject, for 
example, the mutual recognition of assessments (MRA) deal which 
allowed a large-scale testing industry to continue in Switzerland. 
The EU has been able disguise these motivations behind regret 
that the UK’s red lines – on European Court of Justice oversight, 
for example – do not allow the kind of structured cooperation that 
could see the MHRA continue to be part of the EMA regulatory 
system. 

A deal hanging in the balance
Despite these red lines, a deal with the EU is still likely. Not least 
because Boris Johnson cannot be seen to fail the basic competence 
test of securing a deal, so soon after dropping in the polls in the 
wake of public dissatisfaction at his government’s COVID-19 
response. However, an emerging deal would only become clear 
in late September or October. It is likely to be as close to no deal 
as makes little practical difference to life sciences firms in the UK.

OPINION
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What is there to fight for?
What, then, does the life sciences sector still have left to fight for? 
There are three broad aims, which are all worth fighting for beyond 
this year. 

The first is trade facilitations in the UK-EU deal, in particular, 
MRA for pharma. The UK has asked for this explicitly, in its draft 
trade agreement published in March; the EU has rejected it. It’s not 
quite a lost cause, but as the weeks pass, it becomes less likely that 
this could be agreed. Why? 

End October – perhaps the start of November at a stretch – is 
a hard deadline for an EU-UK deal. The European Parliament 
needs some weeks to ratify – and that’s assuming we don’t need 
ratification by all of the 27 member states. The focus in the time left 
until then is on agreeing a zero-tariff deal by resolving three main 
issues. These are around ‘level playing field’ commitments and state 
aid; governance, including dispute resolution; and fisheries access, 
leaving little time for anything else. The landing zone for agreement 
on each of these is easy to imagine, but it would have to include 
some detailed legal text which could not be negotiated only late in 
October. The longer the UK holds off moving from its red lines on 
these issues, the less time there will be to discuss MRA. While it is 
worth a last effort to engage constituency MPs and ministers on 
this point, the real game may be to encourage the government to 
come back to MRA post-deal, as talks continue from 2021 onwards. 

There are also important clarifications still needed on how trade 
in goods between Great Britain and Northern Ireland will work 
in practice, and how the UK plans to handle the regulation of 
medicines and medical devices in Northern Ireland from January 1. 
Here, the life sciences industry may have more traction. Businesses 
know the law – that EU regulations on goods will continue to apply 
in Northern Ireland, even if London diverges for the rest of the UK 
– and the EU position (EU customs checks apply as a default on 
goods moving from GB to NI), though the government is trying to 
negotiate greater flexibilities, and even to the extent of threatening 
to breach internal law via the Internal Market Bill to achieve them.

By continuing to meet EU standards (including by ensuring that 
products are tested in the EU), a life sciences firm knows that 
its products will be legal in Northern Ireland. That remains true 
whether or not a deal is reached. The real questions are for London: 
how might the government regulate differently on top of that? How 
will a ‘Northern Ireland good’ be defined? How does a firm know 
that – for London – its products will be legal in Northern Ireland? 

OPINION

In practice, the government will simply recognise EU standards 
and regulatory approvals as valid in Northern Ireland on an open-
ended basis, which could well become permanent recognition. That 
unilateral recognition  – in substance at least – is likely to apply to 
the whole UK, at least temporarily, otherwise we face chaos and 
disruption of medicines and medical supplies. But the government 
thinks that this provides some negotiating leverage, so it may keep 
this card in its back pocket, probably until a deal is virtually done. 

These questions point to the final issue where the industry should 
be focusing its engagement, to create an independent and credible 
UK regulator. This is an essential step towards rebuilding trust at 
the EU level, collaborating with – and helping shape – the EMA’s 
work. That requires a science-based regulator with strong statutory 
powers. This is far from a given, however. This government has a 
strong aversion to decentralising power, which it often sees as a 
constraint on its unfettered ability to make rapid decisions. The 
industry should be thinking about what it wants a new regulator to 
look like, arguing for its regulatory independence of government, 
and looking at models such as the UK financial services regulators, 
who the Chancellor has said should have the ability to take trade 
with other countries into account in their work – an important 
empowerment to allow the regulator to align with EU (or others’) 
rules if that makes sense for the sector.

The big tasks are at home, not in Brussels
Finally, it is important for businesses to consider the domestic 
agenda. It seems certain that business will have to cope with extra 
costs as trade frictions between the EU and UK increase from 
January – from customs costs, through unpredictable delivery times 
to the costs of testing in the EU. As that sinks in, the argument 
that the government should use the regulatory powers returned 
from Brussels, as well as tax and other policy levers, to shore 
up the competitiveness of the sector will have more traction. 
Companies should be engaging now on what measures they want 
the government to deliver in the Budget and the Spending Review, 
for example. 

That also requires an engagement strategy, backbench MPs will 
be crucial here. Making the arguments accessible to non-experts, 
and compelling for constituency MPs, will be key to influencing 
a government who combines the most centralised approach 
in modern British political history with extreme sensitivity to 
backbench and media campaigns.

The life sciences industry needs to move on from the EU trade 
deal, which will do little to mitigate the costs of leaving the Single 
Market and Customs Union for companies operating in the UK. 
Industry needs to act now to shape its future beyond this year’s 
trade talks. 

Paul McGrade is senior counsel on Brexit and Trade at Lexington 
Communications, having spent nearly two decades working on Europe 
policy at the Foreign Office, Cabinet Office and the European Commission.
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COVID-19 has had a significant impact on the world economy, as 
countries grapple with the strain on healthcare organisations at the 
forefront of the response to COVID – resources that were already 
stretched. Globally, many Health Technology Assessment (HTA) 
bodies are prioritising COVID-19-related solutions, in an effort to 
rise to the challenge of the health crisis. But what does this mean 
for drug programmes currently in the pipeline? For the timing of 
health economic outcomes research (HEOR) evidence generation? 
Or for the planned sequencing of reimbursement dossiers?

The requirements for global HTA/reimbursement consideration 
are continuing to evolve in response to the current pandemic. 
The following article offers suggestions for how the industry can 
navigate a path to reimbursement success and market access for 
therapies that were in development prior to the pandemic. 

Altered timelines and reprioritised work programmes
HTA boards in most countries initially slowed or delayed their 
appraisal timelines during the early days of the pandemic, although 
most are now ‘back in business’, even if operating virtually. Also, 
some HTA boards have stated that they plan to prioritise certain 
products for appraisal before others. While few of these bodies 
have been explicit about their criteria for prioritisation, we can 
glean something from those that have. 

Pandemic priorities 
Manpreet Sidhu looks at new health technology assessment timelines 
and what this might mean for pharma product pipelines

The National Institute for Health and Care Excellence (NICE) in 
the UK, the Dental and Pharmaceutical Benefits Agency (TLV) in 
Sweden, and Haute Autorité de santé (HAS) in France are all fast-
tracking assessment of products related to COVID-19. Additionally, 
HAS has clarified that it will prioritise interventions in oncology, 
paediatrics or any medication in a serious disease with unmet need, 
and products for temporary use and requests for early care funding. 
It is also likely to evaluate indication extensions according to a 
simplified procedure.

Thus, as we come to the close of 2020, we can see a significant 
push for approvals of vaccines and antivirals as healthcare 
industry and governments begin to open up the economy 
while preparing for future spikes or waves. We predict that 
HTA bodies will pivot, in the short term, toward assessing the 
evidence of antibodies, antivirals and vaccines. There will also 
be a clear focus on therapies that can free up resources that 
are in short supply, such as ICU (intensive care unit) beds and 
ventilators. 

What it means for sponsors:
For products in classes to be fast tracked, sponsors should shore up 
their research and focus on demonstrating value within mainstream 
and unusual scenarios. 

INSIGHT 
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For products in classes that are currently deprioritised, sponsors 
should use this time to fill data gaps with real-world data (RWD), 
expert opinions, and indirect treatment comparisons that will 
strengthen their case when the time comes. This will be especially 
important as health systems will have been depleted of financial 
resources and potentially will need to apply more stringent 
assessments to counter these constraints. 

Changing evidence requirements 
With a priority focus on antibiotics, antivirals and vaccines for 
assessment, we predict potential changes to the ways products in 
these therapeutic areas are reimbursed in the future. Outcomes-
based reimbursement will gain further traction in the days ahead, 
with an added need to quantify the resources that are saved by new 
therapeutics. The current efficacy focus will be about understanding 
which therapies can truly free up scarce resources. New evidence 
hurdles will likely lower thresholds for organisations’ willingness to 
pay as health systems are being hard it and are needing to make 
more efficient use of constrained resources. And, in countries where 
economic data was not part of the appraisal process, we foresee 
that such data will be increasingly required. 

In the US, the Institute for Clinical and Economic Review (ICER), 
while not a government agency, is gaining influence, and this is likely 
to continue. Meanwhile, the US is faced with a growing number of 
unemployed – and therefore uninsured – people, which is placing 
greater burdens on the healthcare system. This may bring to the 
fore politically sensitive discussions on equitable access to care. 

What it means for sponsors:
We advise aiming for high-priority subgroups of patients, being 
mindful of the overall budget and not targeting all possible 
indications for each new therapy. Sponsors might also need to 
consider the overall budget impact that improvements in population 
access to treatment bring. Such evidence does not necessarily 
require further trials (which are challenging to generate at this time). 
Real-world data, retrospective patient record analyses, literature 
reviews subject to statistical meta-analysis and expert opinion will 
all be valuable surrogate indicators in lieu of clinical trial extensions. 

We strongly recommend early-stage interactions with HTA 
boards by way of the early scientific advice processes that already 
happen remotely. Sponsors should be mindful of the pressures 
facing these committees, however. Liaising through a third party 
who has established relationships and communication channels 
might be a way to approach these beleaguered bodies. 

Companies operating in the US need to understand that the way 
of working and launching products is changing; healthcare system 
and payers are looking to assess the value of therapies. COVID has 
highlighted the inequity in the system, and there will need to be 
discussions on how to ensure equitable access to care. 

INSIGHT 

Early-stage regulatory approval 
One of the impressive outcomes of the pandemic has been the way 
in which pharmaceutical and medical device companies have joined 
forces to collaborate in developing new diagnostic kits, vaccines, 
and treatments through organisations such as the Coalition for 
Epidemic Preparedness Innovations (CEPI) and Europe’s Innovative 
Medicines Initiative (IMI). 

It is estimated that at the time of this writing there are over 
500 clinical trials for new treatments and vaccines in development 
for SAR-COV-2. In terms of evidence requirements at the early 
stage, we have already seen that drugs related to COVID-19 have 
understandably lower evidence methodological benchmarks, with 
single arm studies becoming the norm. 

What it means for sponsors:
We advise that sponsors hold pragmatic discussions with regulatory 
boards regarding individual challenges and questions, while being 
mindful of the increased pressure on HTA boards. 

We recommend that sponsors prepare for continued, innovative 
public-private partnerships and alliances.  

It is essential for global pharmaceutical market access and HTA/
reimbursement directors to re-evaluate their HTA work programmes 
and HEOR evidence generation plans. Such re-evaluation needs to 
be pragmatic and nimble, as the terrain will shift frequently.  

Manpreet Sidhu is the executive principal and global head of ICON’s 
Health Economics and Outcomes Research practice 
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What is your background and current role?
I’m a physician with expertise in paediatric infectious diseases 
and spent nearly 20 years taking care of children living with 
HIV. During my 15 years in the pharmaceutical industry, I have 
developed or launched a dozen products across multiple therapy 
areas in both pharma and consumer healthcare and worked in R&D, 
pharmacovigilance and medical affairs. Currently, I’m the chief 
medical officer (CMO) and head of the Global Medical organisation 
at ViiV Healthcare.

What does your day-to-day job involve?
There is no typical day, which is what I love about this role! I lead 
the Global Medical team at ViiV Healthcare, which includes medical 
affairs, regulatory and safety functions. As CMO, I am accountable 
for all aspects of human safety and medical governance for the 
company, along with the global medical affairs strategy and 
execution for ViiV Healthcare’s portfolio. A typical day might 
be chairing a governance meeting related to product safety and 
labelling, engaging in an advisory board with global external experts 
or meeting with senior leaders from our community partners, such 
as Elizabeth Glaser Pediatric AIDS Foundation. Last year, I had the 
privilege of travelling to Rome and meeting the Pope to share the 
work we are doing to build medical capability in Africa, focused on 
paediatric health for children living with HIV.

What sparked your interest in patient care?
I have always been interested in how things work and loved science, 
pursuing chemistry at Colgate University. I knew from an early age 
that I wanted to be a physician. This commitment to medicine was 
solidified as a teenager when my father battled a terminal illness. 
His medical journey showed me how impactful a physician can 
be on someone’s life and I knew from then that medicine was my 
calling. My passion for taking care of patients only grew during my 
medical school and residency/fellowship training at Duke University 
Medical Center, where I learned so much from my patients. I carry 
this commitment to patients with me in my role as CMO. We are 
here to serve patients and ensure they continue to have effective 
and well-tolerated treatment and prevention options.

Smart People:  
Dr Harmony P. Garges 
Harmony Garges talks to PharmaTimes about her role as ViiV 
Healthcare’s chief medical officer and head of Global Medical,  
and the importance of focusing on patients 

How can pharma ensure that it is truly patient-centric?
Patients must be the focus of every conversation we have and every 
decision we make. At ViiV Healthcare, we have a relentless focus 
on patients – our mission is to ensure no one living with HIV is left 
behind. These are not simply words on a wall that we occasionally 
reference. These words are our guide, our North Star, and influence 
every aspect of our company. This focus on patients ensures we 
continually challenge the status quo and continue to innovate and 
develop new medicines to optimise HIV treatment and prevention 
and make HIV a smaller part of people’s lives. 

What are the key challenges in truly engaging patients in the UK?
We typically engage people living with HIV via patient organisations 
to gain insight into their evolving needs. One of the key challenges 
in this area is finding a diverse group of patients to engage with who 
represent the full spectrum of those living with HIV. Many of the 
patient representatives who come forward to work with pharma are 
confident, white men having sex with men. It is always more difficult 
to find women and men of colour, but we are committed to doing so 
and have set diversity goals for our clinical trials. People living with 
HIV have a broad range of experiences and challenges and we need 
to ensure we understand their individual needs, and not generalise 
the experiences of a few across to all. The need for diversity is also 
reflected in our work to develop HIV medicines for children and 
adolescents and those people living with HIV who have failed on 
certain therapies and have few treatment options available.

SMART PEOPLE
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Broadly speaking, what do you think lies in the future for UK 
pharma?
For ViiV Healthcare, we seek to make HIV a smaller part of people’s 
lives. From a treatment perspective, this means more innovative 
treatment options. We are focused on developing new medicines 
with unique mechanisms of action against HIV and developing 
new regimens with fewer medicines and long-acting therapies that 
remove the requirement for a daily pill. We are also committed to 
working with the community to ensure access to our medicines and 
to tackle stigma. And our work isn’t just about treatment – we’re 
also focused on medicines that can prevent HIV and we have a 
team dedicated to HIV remission and cure. All of these efforts are 
important in the fight against HIV.

SMART PEOPLE

What are your passions outside of work?
I embrace life with passion and vigour! I love spending time with 
my family and exploring the world. Whether it’s soaring above a 
mountain in a paraglider, exploring the depths of the oceans or 
simply going on a run or hike, I’m an adventure seeker. My favourite 
hobby is SCUBA diving. I’ve been on hundreds of dives all over the 
world and each one is as awe-inspiring as the first.

What keeps you awake at night?
My current worry, in light of COVID-19, is that other pandemics 
such as HIV, will get deprioritised or forgotten. We cannot allow this 
to happen. The HIV pandemic is still raging, and we need to ensure 
continuity of our supply chain and maintain our focus on innovation, 
access and the elimination of stigma to ensure that all people living 
with HIV, no matter their age, gender, sexual orientation, or where 
they live in the world, are not left behind. 



I’ve lost count of the number of times my friends have asked me 
what R means since April. These are individuals who, pre-pandemic, 
barely took an interest in my profession. Now they apparently see me 
as a mystical decoder of Boris Johnson’s deepest thoughts.

Given my enquirers are from a broad range of occupations – corporate 
lawyer, plumber, graphic designer – I assumed that one of them must 
surely have solved this algebraic mystery. But no, not even an inkling.

They are not alone. Among the many trends and hugely significant 
issues accelerated or exposed by Coronavirus is the matter of health 
literacy. Even in the UK, a developed country with high levels of 
general education, there is marked variability in the understanding of 
health information.

The WHO has a quite wordy definition for health literacy, so it’s 
perhaps most succinctly described as a person’s ability to access, 
understand and use information to be healthy. That ability is 
influenced by a range of personal characteristics and social resources.

Don Nutbeam, the University of Sydney professor who has probably 
done more than anyone to academically advance and promote the 
concept of health literacy over the last 20 years, landed on three 
‘types’ or levels of health literacy: functional, interactive and critical.

Functional health literacy is about the basic understanding of 
information in everyday situations, while interactive relates to 
‘participation’ and an ability to apply information from different 
places. But while practical access to basic health information has 
become easier in recent years, filtering and applying the right advice 
is now much, much harder. 

The possession of critical health literacy skills is today more of a gift than 
ever. In an era of information overload, the ability to analyse information 
and know which content to trust can be a significant challenge for even 
the most literate – especially during a fast-moving pandemic.

The relationship between health literacy and a range of health 
outcomes is well established. There is a clear correlation between 
low levels of health literacy, socioeconomic disadvantage and chronic 
illness. This means that those who could most benefit from the right 
health information can be the least likely to find and understand it. And 
understanding is rarely more vital than during a public health emergency.

Solving  
the health 
literacy 
equation  
What does R even mean, anyway? 

By James Osborn

HEALTH LITERACY
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Sometimes, lack of understanding is the result of broad-brush 
health communications. In a quest to quickly explain a complex 
concept and bridge as many educational, social and language 
differences as possible – as in Boris Johnson’s now infamous R-based 
national address – the meaning and purpose of a message can 
disappear almost entirely. 

But while, in Johnson’s instance, it could be argued that the 
government didn’t have time to base its communication on audience 
insights and tailor its message accordingly, most of the time, we do. 
To ensure our campaigns genuinely engage those we need to help, we 
must take the time to truly understand people and their needs. We 
may be surprised by what we find.

Work undertaken by Stoke-on-Trent City Council, as a member of 
the WHO European Healthy Cities movement, revealed that 49% of 
the city’s adult population has inadequate health literacy. The finding 
is representative of Europe on average, with data suggesting around 
47% of the European population has a level of health literacy that is 
inadequate or problematic.

This means that when we’re designing patient support materials, 
creating interactive resources or communicating with non-health 
professionals in any way, we must assume that around half the people 
seeing that content will struggle to understand it. Otherwise there’s 
likely to be zero chance those people will take the intended positive 

‘There is a clear correlation between low 
levels of health literacy, socioeconomic 
disadvantage and chronic illness’



action to benefit their health – which is, after all, the objective of 
almost every campaign or item of health communication.

Far from being able to navigate infographics or interpret the 
self-diagnostic online tools that often form part of pharma’s 
patient materials, the Stoke-On-Trent initiative confirmed that 
some members of the population can find it difficult to understand 
medicine labelling. 

Never mind decoding the meaning of R, those below the ‘functional’ 
health literacy level can struggle to absorb and act on instructions 
about risk – for example, blanket guidance about social distancing.

In a Catch-22, this group are more likely to suffer from a chronic 
condition and engage in unhealthy behaviours like excess alcohol 
consumption, but less likely to engage with screening or vaccination 
programmes. They need the most support, but find it difficult to 
understand the information intended to help.

One of the recommendations from the work undertaken in Stoke 
was to ensure a ‘multi-agency’ approach to health engagement, 
including working with patient groups and advocates – something 
that’s often the hallmark of pharma-coordinated campaigns that 
make a real difference to people. A collaborative approach has 
also been put forward by Professor Don Nutbeam, who advocates 
community-based educational outreach to help people make better 
health decisions.

It’s no accident that an award-winning public campaign for 
NHS Sussex helped reduce unwanted teenage pregnancies in East 
Sussex by 11% – over twice the anticipated KPI – in a single year. 
The messaging and visual language was co-created with youth club 
members and pupils in school PSHE lessons.

It simply featured the headline, ‘Which one is easier to carry?’ 
Below were two icons: a baby and a condom.

To positively influence health outcomes, people need to quickly 
understand the ‘what’ and – vitally – the ‘why’ in a way that engages 

HEALTH LITERACY

and means something, personally, to them. Only then can they be 
persuaded to act on a message and positively adapt their health 
behaviours.

Unlike anything else, the pandemic has brought the role of pharma 
and healthcare communicators into sharp focus. Even before a 
second wave and local lockdowns, it’s clear that many people’s long-
term well-being has been significantly affected by Coronavirus.

Worsened economic circumstances, deteriorated mental health 
and reduced access to secondary care services all disproportionately 
affect those who most need clearer, more meaningful information to 
help them manage and improve their health.

Now is the moment for us to check. Check that the information 
and resources created before the pandemic truly resonate and are 
helping people as intended. It’s also a chance for us to do some things 
differently from this point on, ensuring that we never assume the 
information we provide will be understood. Co-creation or genuine, 
robust consultation with target audiences at the programme and 
message development stage will almost always be to the significant 
benefit of those who need the most help.

By keeping health literacy front of mind, we have a real opportunity 
to help tackle health inequality across populations. We can give 
individuals – regardless of geography, social background, age or 
profession – the trustworthy tools and support needed to help 
improve their understanding, health outcomes and well-being. If ever 
there was an opportunity for pharma and healthcare communicators 
to truly make a difference to people’s lives, it’s now.

And now I’d better try explaining that to my friends. 

James Osborn is director, Advocacy & Engagement, AXON Communications
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COVID-19 has had a huge impact on 
European regulatory activity. Peaks in demand 
for certain product groups, and disruption 
to production and to supply chains, have 
put pressure on international medicines 
companies. Regulatory authorities have had 
to respond to this, and to their own challenges 
in managing administrative processes when 
offices have been closed and the usual 
administration has come up against practical 
constraints and delays. 

To ease the strain and maintain vital 
supplies, the European Commission, European 
Medicines Agency and Heads of Medicines 
Agencies published updated guidance in April, 
featuring some agreed measures to promote 
new flexibility and simplified and accelerated 
authorisation procedures. Here, Monia Nica, 
Senior Regulatory Affairs Manager at Arriello, 
summarises the main changes, many of which 
will stay in place until at least the end of this 
year.

Necessity is the mother of invention and, 
at the peak of the COVID-19 pandemic, due 
to potential threats to essential product 
supply and challenges managing the usual 
regulatory administration processes, 
agencies across Europe joined forces to 
determine how best to maintain continuity 
of drug availability. 

Although high safety standards had to 
be upheld, the authorities needed to find a 
workable solution to keep pipelines moving. 
The result is a new set of guidelines for the 
exceptional circumstances triggered by the 
pandemic, published in April and last updated 
in July by the European Commission (EC), in 
collaboration with the Coordination Group 
for Mutual Recognition and Decentralised 
Procedures – Human (CMDh), and the 
European Medicines Agency (EMA).

The measures have implications for 
marketing authorisation and regulatory 
procedures; manufacturing and importing; 
GMP and GDP (Good Manufacturing/
Distribution Practice) certificates and 

inspections; critical change management; 
labelling and packaging management; 
and pharmacovigilance/adverse event 
reporting. 

In many cases, the new guidelines offer 
a welcome aid to life sciences companies 
trying to maintain market availability of 
critical medicines. However it is important 
that marketing authorisation holders 
(MAHs) are aware of all the amended 
requirements, so that they do not leave 
themselves open to gaps or delays in supply.

So what’s changed, and what do MAHs need 
to know?

1. Expedited approvals for COVID-linked 
products.
With so much research going on into 
potential treatments, aids and vaccines for 
COVID-19, speed to market is of the essence. 
For this reason, European authorities have 
agreed to a ‘zero-day’ mutual recognition/
repeat use procedure so that applications 
for access to new/additional markets are not 
delayed by the usual rounds of administrative 
preparations. So if a drug is seen to help 
COVID-19 patients, it can be authorised 
and rolled out to other EU member states 
at an accelerated pace. Similar provisions 
have been made for helpful drugs identified 
in regions beyond the EU, to expedite their 
availability in Europe.

2. Relaxed renewals & sunset clause 
requirements.
In recognition of the exceptional 
circumstances currently, requirements 
around renewals’ dossier submissions have 
been relaxed so that postponement is 
acceptable if the request is justified: ie the 
dossier could be submitted after the usual 
deadline. Under normal circumstances, 
failure to file on time can lead to marketing 
authorisation invalidation with the potential 
for gaps in supply. 

Additional flexibility has been extended 
around sunset clauses, too. Ordinarily these 
dictate that the marketing authorisation of 
a medicine ceases to be valid if the medicine 
is not placed on the market within three 
years of the authorisation being granted, 
or if the medicine is removed from the 
market for three consecutive years. As the 
pandemic continues to play out, extensions 
can be requested without the need for 
further justification if this is due to the 
pandemic.

3. Accelerated change management in 
the supply chain for critical COVID-19 
medicines.
A new exceptional change management 
process (ECMP), applicable to critical 
COVID-19 medicines, allows for the 
swift implementation of changes in the 
manufacturing process or supply chain, to 
mitigate potential supply shortages. If an 
MAH needs to call upon active substances 
from suppliers that are not registered in the 
original dossier, for example, the procedure 
for logging that variation is much simpler 
than it would have been. Although as part of 
the commitment to safety and quality, MAHs 
still need to notify the authorities about any 
changes within two days of implementation, 
they now have up to six months to submit 
the formal variation documentation. But 
crucially they don’t have to wait for approval 
before implementing the changes.

COVID-19
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4. GMP/GDP certification & inspections.
Usually, Good Manufacturing and Distribution 
Practice (GMP/GDP) certificates are valid for 
five years and inevitably many expired during 
the global pandemic lockdown. To avoid gaps 
in product supply, authorities in Europe have 
extended current certificates until the end 
of 2021, without the need for any remedial 
action. This applies both to manufacturers 
and to importers of active substances and 
of finished medicinal products. Inspections, 
which cannot be conducted on site currently, 
may still be carried out through other 
channels – for instance, remotely.

5. Labelling flexibility.
To prevent updated labelling becoming 
a barrier to continuous product supply, 
requirements have been relaxed. For example, 
during the pandemic information may not 
have to be translated into the relevant official 
language if there are severe problems of 
availability of that medicinal product in a 
given EU member state. 

6. Pharmacovigilance.
Guidance around pharmacovigilance (PV) 
inspections was added in July 2020. If on-
site inspections of companies’ PV practices 
are not currently possible, evaluations 
could be conducted using alternative 
channels including conference calls and 
online document sharing. Where remote 
inspections and system audits are permitted, 

it is important that these continue. 
Submitting individual case safety reports 
(ICSRs) in a timely fashion and updating 
labelling continues to be a critical activity

7. Actions by Qualified Persons.
Although attention to detail cannot slide 
whatever the circumstances, there is some 
leeway in how checks by responsible persons 
are carried out. This includes auditing active 
substance manufacturers and certifying their 
products for batch release, which can now 
be done remotely. Where on-site audits of 
contract acceptors are not possible, the 
Qualified Person can fall back on paper-based 
audits and take into account the results of 
inspections or audits performed by EEA 
authorities. Remote audits should provide 
confidence that the contracted party is fit 
for purpose and will not negatively affect the 
wholesale distribution process.

Beyond the small print
Although the agencies have published 
details of all the latest guidelines, including 
Frequently-Asked Questions which they 
continue to update, there will always be 
situations that are not addressed directly by 
the published advice. 

If a medicinal product is discovered to 
help COVID-19 patients, for example, but 
is not mentioned officially by the World 
Health Organization, it could fall into a grey 
area – potentially leading to supply issues 

if manufacturing capacity is restricted. 
Addressing additional capacity might 
require specialist help, for instance, if issues 
arise around serialisation when drawing 
on an alternative, short-term arrangement 
for packing and distribution. Navigating 
exceptional circumstances has become a full-
time job for those advising and helping MAHs 
as they strive to maintain market availability 
of critical products.

The individual agencies each have their own 
advice, too. For instance, EMA has issued its 
own specific guidance on accelerated review 
procedures for potential COVID-19 vaccines 
and other potential breakthrough products. 
This includes accessing rapid scientific advice 
– in support of evidence generation planning 
for treatments and vaccines for COVID-19 
– a review process which must now happen 
within 20 days, in contrast to the standard 
40-70 days.

It all adds up to a lot of information to 
digest, though many of the measures make 
good practical sense. To keep abreast of the 
latest developments, MAHs should check the 
agency websites periodically, or consult an 
external regulatory advisor. 

COVID-19
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What is your background and current role?
I started my career with a firm focus on pulmonary diseases 
through my PhD in Pulmonary Pharmacology, and from there my 
interest has continued to grow. I’ve led projects across multiple 
therapeutic areas, including pulmonary, neurology, immunology 
and haematology. But my passion has always been rare diseases – 
it’s an area with high levels of unmet need which I feel we must 
address.

Before joining Johnson & Johnson I held a number of positions 
in academia and industry, including Assistant Professor of Pediatric 
Cardiology at the Children’s Hospital in Denver, Medical Director 
roles at Encysive Pharmaceuticals & Pfizer, and Development roles 
at Bayer and UCB. Throughout the years I’ve seen and been a part 
of exceptionally exciting work that has led to new treatments and 
better outcomes for patients. I have always been surrounded by 
incredibly talented and motivated teams.

Continuing my journey in the rare disease field, last year I joined 
Johnson & Johnson, where I lead research and development (R&D) 
for the pulmonary hypertension (PH) therapeutic area (TA), one of 
Janssen’s six TAs. The TA team is focused on optimising treatments 
for patients with PH and closing the diagnosis gap.

What does your day-to-day work involve?
Ultimately, I am responsible for R&D for our Janssen PH portfolio. 
Our goal is to bring treatments to patients earlier and, fundamentally, 
improve patient outcomes. 

Day-to-day, I work with external partners, researchers and key 
thought leaders on emerging science, innovative technologies and 
clinical practice. I count myself exceptionally lucky to be working 
with brilliant, passionate and dedicated people every day. Although, 
I look forward to when my current schedule of back-to-back virtual 
Zoom calls returns to include a few more face-to-face meetings!

Why the interest in pulmonary hypertension?
I completed my PhD in this area, and it has long remained interesting 
to me, particularly as it is still an area of high unmet need. During 
the time of my PhD, I had the honour of working alongside the 
formidable Dame Professor Julia Polak, who not only worked on PH 
but sadly later was diagnosed with it – she was an inspiration to me 
and many others, and her sheer determination for us to find a cure 
keeps encouraging and driving me to this day.

Smart People: Dr Neil Davie 
We talk to Janssen’s global therapeutic area head for pulmonary hypertension, 
Neil Davie, about his role at the firm and the  
current challenges for patients with the condition 

Unfortunately, we are not quite there yet. Pulmonary arterial 
hypertension (PAH), one type of PH, is a rare, progressive disease, 
which is often fatal. Although there are no cures (yet!) the science 
is advancing and we won’t stop until we get there. Our vision is for 
patients to be able to live a normal life. 

What are the key challenges in the UK for improving outcomes 
for patients with pulmonary hypertension?
There are a number of challenges we face in the UK and globally, with 
one of the most pressing being significant delays to diagnosis – which 
can take an average of two years from the onset of symptoms to a 
correct diagnosis. One reason for this is that PH is often misdiagnosed 
with other more common conditions, including asthma and COPD, 
with similar respiratory symptoms, such as breathlessness.

After a PAH diagnosis, life expectancy is short – currently one 
in three patients die within five years of diagnosis. This is why we 
are striving for an earlier diagnosis for patients, so that they can 
get optimal and timely therapy to improve their outcomes and 
quality of life. However, since the onset of COVID-19, shortening 
the time to diagnosis has become increasingly challenging as 
people are naturally worried about visiting their doctor in clinical 
settings. To overcome this, clinicians in the UK have modified the 
extensive diagnosis criteria, to ensure people who have PAH receive 
appropriate drug therapy quickly.

PAH patients are also facing other major challenges throughout 
this time as a population deemed high risk by the NHS, not just 
through the management of their condition but also the difficulties 
they face upon leaving home. Furthermore, the need to wear 
masks can make breathing even more difficult than it already is and 
significantly impact their quality of life.

As noted, these are issues that are a concern globally. In the UK 
specifically, we have several key PH centres that are working with us 
to address the challenges patients face.

Is there potential for a closer working relationship with healthcare 
services?
Yes – in today’s pandemic times, we have to think differently 
about providing patients with the safest approach to manage their 
condition. For example, the use of telemedicine, which can bring 
the clinic to the patient and deliver care and medicines directly to 
patients’ homes.

SMART PEOPLE
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Since March, outpatient consultations have switched to virtual 
sessions, and technology has been more readily used to protect 
patients. For PAH patients, many have to complete a six-minute walk 
test to assess their exercise capacity – these tests are now being 
completed on exercise apps, which can send information directly 
back to the clinicians without the patient needing to visit.

As we learn to navigate this ‘new normal’ and support PAH patients 
throughout, we need to continue working closely with healthcare 
services to ensure neither patient safety nor their condition’s needs 
are compromised.

What do you think lies in the future for this therapeutic area?
The next frontier will focus on the development of disease-modifying 
medicines, directly influencing the pathophysiology of the disease, 
which can be used alongside existing therapies.

We also want to explore the opportunities and potential of non-
invasive diagnostics, to help meet our goal of closing the diagnosis 
gap. We are currently working with teams both within and outside 
of Johnson & Johnson to harness advanced data science along with 
artificial intelligence to help identify potential PH patients earlier. 
Other diagnostic tools being explored include biomarker identification 
specific to PH, and non-invasive imaging as a potential future tool 
to detect PH in patients. In fact, it may be that in the future it can 
help in monitoring disease progression and even escalate treatment 
at the right time. The future of diagnostic tools and potential disease-
modifying drugs is exciting; it will help us to transform PH into a long-
term, manageable condition, so that patients can live a normal life.

SMART PEOPLE

What are your passions outside of work?
I love to stay active! Whether it is through playing rugby (Veterans 
team!), skiing, running (or fast walking, perhaps!) or gardening. 
Since the pandemic I have managed to hone the skill of mowing fine 
stripes down my lawn!

My family has always been my first passion though, even if it 
means acting as a ‘taxi driver’ for my 15-year-old daughter most 
weekends! I always aim to strike a healthy life balance, allowing me 
to spend time with my family and keep myself healthy.

What keeps you awake at night?
My wife tells me that nothing will keep me awake at night! But I 
would cite the pandemic – how it is going to play out, when we 
will get a vaccine and when our research and trials can proceed 
unimpeded by the threat of COVID-19.

If you could invite anyone (alive or dead) over for dinner, who 
would it be and why?
If my wife is joining me, can we invite two people over for dinner? I 
think it would make my wife very happy if George Clooney received 
an invitation – for obvious reasons! From my side, my guest would 
be, without doubt, Nelson Mandela. As one of the few statesmen 
and political figures to have achieved universal respect around 
the world and across the political spectrum, he’s a change agent 
extraordinaire. What a dinner party that would be! 



When I began my career as a sales rep in the pharma it was rare 
to see either women or BAME (British, Black, Asian and minority 
ethnic) reps in the industry, and even rarer to see them in leadership 
positions. As a BAME woman, I found that disconcerting. It made 
it much harder for me to move into a marketing role, something 
I really wanted to do. Indeed, I found I could only ever chip away 
at the proverbial glass ceiling by continuously moving company to 
gain promotion. It was the only way to get past the familiar refrain 
that ‘your face doesn’t fit and you’re female’. I am writing this to 
acknowledge that much has changed over the last decades – I am 
living proof that BAME women can succeed in healthcare and more 
specifically healthcare communications – but so much more needs 
to be done to increase diversity and inclusion. 

Why diversity matters now more than ever
If I think about the mission of imc group and wider industry, it’s 
all about improving patient outcomes. Those patients come from 
different cultures and backgrounds, different belief systems and 
different values. As an industry, we are much better placed to 
understand those patients, their mindsets and their ultimate needs 
if we reflect their variety. 

The COVID crisis has proven how important this is. For some 
reason, BAME sufferers are at a higher risk of death from the virus. 
An official study published at the beginning of June said Black and 
Asian people in England were up to 50% more likely to die after 
getting COVID-19. This could be down to socio-economic reasons 
or cultural reasons, for instance, multigenerational families living 
under one roof. Nevertheless, greater cultural sensitivity and 
awareness (read: greater diversity!) amongst health professionals 
and social workers might lead to more intelligent allocation of 
resources, as well as better outcomes, once the inevitable second 
wave of infections begins. In a similar vein, clinical trials for COVID 
vaccines must seek to include participants from minorities if we are 
to ensure they are effective for all. 

It makes business sense
Greater diversity should also matter to businesses because it makes 
business sense. Multiple studies have shown that companies with 
more diverse workplaces perform better financially, with those 
scoring highly in gender, racial or ethnic diversity boasting financial 
returns above their industry average. In fact, a recent study from 
gender diversity consultancy The Pipeline found that large UK 
firms with executive boards comprising one third females were 
ten times more profitable than companies with all-male boards. 

Embracing diversity 
Why diversity matters now more than ever...and how to put it into practice 

By Shairose Ebrahim

Diversity is therefore a competitive differentiator. Healthcare 
businesses with greater diversity should be able to recruit and 
keep the best talent, and better understand and cater to a diverse 
customer base, winning a competitive advantage over their 
competitors. 

How to do it
At imc group, we have gone out of our way to boost BAME and 
gender diversity. Our management team is already majority female 
and BAME. We work hard to ensure diversity across all levels of 
seniority in our organisation. That begins with offering employees a 
flexible work environment and ethos. One of the reasons I started 
my first business almost twenty years ago was because I wanted 
the flexibility of being able to work from home, something previous 
pharma employers never offered. Since then, I have offered that 
flexibility to all my employees and encouraged them to embrace it. 
For a start, it means that women don’t have to choose between a 
professional career and starting a family. This approach has helped 
us to recruit and importantly retain fantastic talent. 

An innovative and open-minded approach to recruitment is also 
key. We tend to bypass head-hunters and recruitment agencies to 
find our employees ourselves: it helps us to avoid unconscious bias 
and means we are tapping a wider, deeper talent pool that other 
agencies miss. We started attending university fairs in 2017 and for 
our graduate trainee programme, now virtual during COVID, we 
target universities with ethnically and culturally diverse campuses, 
such as Queen Mary University in East London. We talk to female 
STEM students about considering a career in medical health 
communications, how we can help, what career progression we 
offer. Since 2015 we have taken on 23 graduates, 74% of which being 
female and 47% coming from ethnic minority backgrounds. 

OPINION
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That should change’



Recruitment is important, retention even more so
Of course, finding good employees is only part of the battle. Retaining 
them is crucial if you’re not to waste money, time and management 
bandwidth. That means learning to be culturally aware. For instance, 
many women, particularly from a BAME background, find the male-
dominated, Friday-drinks-at-the-pub ethos a bit excluding. So think 
about other ways of building a more inclusive company culture, 
laying on alternative team-building events such as quizzes, away days 
or excursions. To celebrate our recent partnership with Waterland 
Private Equity we sent everyone in the company a congratulatory 
bottle of champagne, or a luxury basket of fruit to our non-drinkers 
– it is all about being culturally sensitive. During Ramadan, we 
encouraged colleagues not to eat food in front of fasting Muslim 
team members during our regular ‘lunch and learn’ sessions. 

Nurturing talent 
Another way to ensure you keep hold of your staff is to help them to 
acquire the skills they need to progress in your organisation, such as 
providing an annual training allowance to employees. Many women 
from certain cultural backgrounds can lack the confidence to flourish 
in a professional environment. One junior female colleague wanted 
to learn how to be more assertive, so we sent her on a confidence 
course where she learned how to better engage with clients and 
also how to ensure her voice is heard in meetings with colleagues. 
Now she’s flying! Mentoring programmes are also an excellent way to 
help new joiners from different backgrounds to settle in and thrive. 
Implement one to provide advice in your particular field, but also to 
help build confidence, plan career progression and develop core skills.  

OPINION

The need for fresh legislation
Individual companies can only do so much. If we’re going to make 
real advances as a society and boost diversity and inclusion, we 
need Government to help. Legislation can be a powerful tool 
for executing change. Larger companies are already required to 
report annually on their gender pay gap, and are encouraged to 
increase female representation on their executive boards. That 
is all well and good. However, there is no legal requirement for 
companies to measure and report ethnic diversity and pay gaps. 
That should change. 

Act now!
Of course, companies don’t need to wait to be forced to act. 
There are some real trailblazers across our industry, such as 
GlaxoSmithKline, the only major pharma business with a woman 
at its helm and with one of the smallest gender pay gaps. Or the 
Royal Pharmaceutical Society, which published its ethnicity pay 
gap for the first time earlier this year. We need more industry 
leaders to act now. Think about how you can measure, report 
and promote diversity. Make it easier for employees to share their 
ethnicity (it’s not always obvious!), champion race equality from 
the top of your organisation, and improve the way you hire and 
retain BAME talent. 

Shairose Ebrahim is president and chief executive of imc group
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What is cutaneous T-cell lymphoma (CTCL)? 
I have a rare condition called CTCL. It has two parts: a blood 
malfunction that manifests itself in my skin, like psoriasis with 
very sore skin; and it also feels like having flu. At this point people 
usually say: “I bet that’s awful”. Then I know that they understand 
my situation.

People ask me: “your skin looks sore, what does it feel like?” I 
explain: “have you ever had a carpet or gravel burn or bad scrape? 
Imagine a paper cut and how irritating that is…but it’s on your 
entire body.”

Can you describe your path to diagnosis?
For several years, I had skin conditions, which were treated as 
psoriasis and eczema. Then I was diagnosed with Hodgkin’s 
lymphoma. When treated for this with chemotherapy, my skin 
condition cleared up. When the skin condition reappeared later, 
my GP saw that it may be something else and I was referred to a 
dermatologist who diagnosed CTCL. 

It was a long journey: from my first skin problems in 2004, to 
diagnosis in 2010 and transfer to my current consultant in 2014. I 
was in a grey area for almost ten years.

How did you cope with your diagnosis? 
I was confused. In the beginning they called it Mycosis fungoides. 
I asked “…what’s that?” and the dermatologist responded that it’s 
a form of cancer not in your skin, but in your blood. That totally 
confused me as I didn’t understand what they were saying. I kept 
seeing a dermatologist and it wasn’t until much later that I met my 
current consultant who explained that I had CTCL, a rare cancer.

During this time, my husband was my main support. He works 
as a formulations chemist and so he did a lot of research with me. 
My consultant, Dr Richard Azurdia, has been absolutely key to 
changing my life with CTCL. My family, friends and work colleagues 
are understanding. With this strong support, I feel I’m well placed 
compared to many others with CTCL.

What have you been told about your prognosis?
I have been told that it is not curable but they can treat the symptoms.

What treatment have you received?
My treatment journey started with topical creams and GP 
appointments with no referrals. After my diagnosis with Hodgkin’s 
lymphoma, the chemotherapy had a positive effect on my skin 
condition and we tried many different medications over several years. 

Patient Files:  
Ellie Heffernan 
Ellie shares her experiences with the rare disorder cutaneous T-cell lymphoma (CTCL)

Side effects stopped some treatments, as I’m hypersensitive to 
many medications. To date, we have not been able to find an effective 
treatment as I have not been able to tolerate most of them. I have 
undertaken lots of radiotherapy – full body electron beam therapy, 
localised ‘spot welding’ and UV light box. However, because I’m in my 
mid-50s, radiotherapy cannot be done indefinitely as it puts radiation 
in the body.

Treatment options are very limited to me now, with only 
chemotherapy or radiotherapy unless something new comes on 
the market, such as injectables. I’ve tried everything else and I have 
been informed that I have now reached the end of all the available 
possibilities they can try on someone with CTCL.

How does the disorder affect your day-to-day life?
It depends at what stage the condition is. If I am having an ‘episode’ 
where my skin is very bad, that affects my life massively, due to pain 
and presentation on the skin.

I love swimming and go four times a week, but at certain times 
I can’t for two reasons: I can’t bear the presentation of it in public, 
and during these times, it makes my skin very sore. I also have pain 
like arthritis and joint pain. This situation affects my well-being and 
emotional state and I go through periods of feeling incredibly low and 
apathetic. It makes you ask yourself, “what’s the point?”.

I see my life in cycles and hope that my situation will be better at 
the end of this treatment in three months’ time. With CTCL, you live 
your life in chunks of time – good and less good moments.

What keeps me going is the hope that I will get through this 
situation and back to more normality in my life. For me, normality is 
to be able to pursue my interests and wear what I want. For example, 
when CTCL is aggressive, you can’t wear clothes that irritate the skin.

My life is fantastic in every other area and I won’t be defined by this 
condition. When I am not in a lot of pain, CTCL is a part of my life that 
I put in a box and put to one side.

PATIENT VOICE
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What would you say is the greatest challenge living with this disease?
Every time I am in a new care situation, I have to explain to people 
in the profession my entire backstory. This happens frequently and 
is frustrating.   

If I visit a GP or specialist outside my centre, I need to explain my 
situation from the beginning. We stopped a medication that was 
ineffective, I had to explain the whole story to the pharmacist.

I tell few people that I have CTCL because it is a nightmare to give 
the full explanation to everyone you meet. No one knows what it is – 
even doctors, GPs or specialists. 

Whenever I go to an appointment where they look at my condition, 
the doctors ask their colleagues to come in because this is not 
something that anyone has ever seen. I think more information and 
materials are needed to explain CTCL to people.

Are you satisfied with the medical care you have received in the UK?
Initially, they did not do many things well as it took so long for me to 
get to diagnosis.

Since diagnosis, things generally went well, apart from one issue in 
2008-2010 when communication broke down between two hospitals, 
leaving me stuck in the middle. From 2010, my clinical team did 
amazing work: keeping me informed, updated and putting together 
treatment plans with me. This good situation is because I moved to 
the cancer services treatment centre.

I am now assertive on what I want. I told the team that I am not 
going anywhere else. I am in control of this situation now and will stay 
in this service. If they propose to refer me to another service, I will tell 
them I will stay here with this team. 

PATIENT VOICE

Do you think the information available to the public on CTCL is 
adequate?
Today, there is so little information about CTCL and people living 
with the condition that I have actually become the specialist.

I gathered information on CTCL with my husband. We researched it 
on the internet, which I know is not always the best place to look. When 
I was first diagnosed, I was told: “we have information somewhere, but 
don’t know where it is because we’ve never had to give it out before”. 
So, we decided to look at CTCL issues for ourselves. 

When I was diagnosed, I had never met anyone else with the 
condition. If you search the national cancer group websites, there is 
no information on CTCL. They discuss blood and skin cancer but not 
CTCL itself.

What advice would you give to someone newly diagnosed?
For people and those working in healthcare services: find someone 
like me who can articulate what it feels like in plain language, for 
others to appreciate what it’s like to live with CTCL day-to-day. 

We talk about patient journey. The journey for others living with 
CTCL is not so different from mine. Whether you live here in the UK, 
in Australia, Spain or anywhere else, you will have similar symptoms. 

As CTCL is multifaceted, the best approach is to have a lead 
consultant as your primary contact, who links to other specialists. 
Cancer care centres are the best place for CTCL patients.

Have you ever taken part in any clinical trials, if not – would you 
consider it?
No I haven’t but I would be prepared. 
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Mover of the Month
Dr Ian Campbell, outgoing executive 
chair for Innovate UK, has been named 
as the new chair for life sciences 
cluster organisation MedCity. In his 
new position at MedCity, Ian will 
harness the region’s world leading 
reputation for life sciences innovation, 
research and development to promote 
the cluster. Ian will also be joining 
medical research charity LifeArc as 
chief business officer towards the end 
of 2020. Meanwhile, MedCity is set 
for further change with internationally 
renowned geneticist Professor Richard 
Trembath confirmed to take over from 
Professor Sir Robert Lechler on the 
MedCity Board. Richard became the 
executive director of King’s Health 
Partners Academic Health Sciences 
Centre in September and is also taking 
on the role of senior vice president 
and provost (Health) at King’s College 
London.

APPOINTMENTS

 Rachel Gonzaga has been appointed 
associate director at healthcare 
communications agency OVID Health. 
Rachel joins from GlaxoSmithKline, 
where she led global communications 
for the inhaled respiratory medicines 
team. An experienced and well-respected 
pharma PR leader, she is also a former UK 
Communications Director for GSK. Her 
background is in science communications 
and oncology, having previously been 
a Science Press Manager for Cancer 
Research UK and worked for Nature 
publishing group. Rachel’s focus in her 
new role at OVID will be leading the 
group's pharmaceutical PR and corporate 
communications offering.
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 Consumer Healthcare Association the 
PAGB has appointed Nisha Vempalle as 
associate director of Regulatory Affairs. 
Nisha, previously regulatory affairs 
manager at GlaxoSmithKline Consumer 
Healthcare, will lead the development 
and delivery of PAGB’s regulatory strategy 
for medicines, medical devices and food 
supplements. Her experience in consumer 
healthcare encompasses innovation, global 
brand expansion and POM to P category 
switches, and she is also a qualified 
pharmacist.

 SkinBioTherapeutics has named Dr 
Jonathan Sheffield as a senior medical 
advisor with immediate effect. Jonathan 
formerly served as the chief executive of 
the National Institute for Health Research 
(NIHR), Clinical Research Network since 2010. 
He qualified as a doctor in 1981 and trained 
as a histopathologist, and subsequently held 
multiple senior medical management posts in 
the NHS at local, regional and national levels. 
Jonathan was awarded an OBE for service to 
the NHS in 2009.

 Infection prevention and control 
specialist GAMA Healthcare has hired 
David Woodward as board business 
advisory consultant and CEO mentor. 
David has over 30 years’ experience 
including at John Lewis Partnership, Mars, 
Coca-Cola, Proctor and Gamble (P&G) and 
Heinz. He previously held the position of 
chief executive of Heinz North America 
and Canada, and is a graduate of Harvard 
Business School’s Advanced Management 
Programme. In addition, he is a serving 
Magistrate, is actively involved in a 
number of community organisations and 
is a trained care navigator for Hospicare. 
Founder and managing director of GAMA 
Healthcare, Dr Guy Braverman, said: 
“Infection prevention has never been 
more important. At GAMA, preventing 
the spread of infection has been our 
mission for the last 15 years. Now it's a 
part of how we all live our lives. If we can 
prevent the spread of infection within our 
community, we can help ease the burden 
on our healthcare services. To meet that 
increased demand, we need to strengthen 
our existing teams, processes and 
infrastructure. That's why we're thrilled to 
welcome David.”

 The British Medical Association has 
today announced Greg Beales as its new 
communications and policy director. Greg 
will lead a new joint communications and 
policy directorate aiming to increase the 
influence of the Association in the post-
COVID era. He joins from Shelter, where he 
was director of communications, and has 
also previously worked as a senior Downing 
Street advisor for two Prime Ministers as 
well as roles across the commercial sector, 
government and the NHS.

 Atlantic Healthcare has appointed 
David Bennett as chief operations officer. 
David, who was most recently vice 
president of Syneos Health, started his 
pharmaceutical career as a manufacturing 
engineer for 3M Pharmaceuticals, 
before moving into market research and 
European strategic branding. As general 
manager of MEDA Pharmaceuticals UK 
and as president and managing director 
of Galen (the pharmaceutical division of 
Almac Group), David has an established 
track record in senior management roles 
across pharmaceutical operations, team 
leadership and commercialisation of 
products. 



 British Clinical AI company Sensyne 
Health has appointed Michael 
Macdonnell as chief operating officer. 
Michael joins the firm from his position as 
director of Global Deployment at Google 
Health, which he joined from Google 
DeepMind. Prior to joining Google, 
he was national director of System 
Transformation and Director of Strategy 
at NHS England where he oversaw 
the delivery of key strategic initiatives 
including the NHS Five Year Forward 
View and the development of integrated 
care systems. Previously, Michael has held 
roles at Accenture,  the Centre for Health 
Policy, Imperial College London and as an 
advisor at the Prime Minister’s Delivery 
Unit. He remains an honorary fellow at 
the Institute of Global Health Innovation, 
Imperial College London, and is a policy 
fellow at the Centre for Science and 
Policy, University of Cambridge.

 Pharmaceutical and biotech product 
development consultancy Boyds has 
recruited Kathryn Bartley as senior 
clinical research associate (CRA). Kathryn 
has over 18 years’ experience in the 
industry, primarily in study and site 
management and monitoring. Her work 
has covered a variety of therapy areas 
across all trial phases within both the 
commercial and academic sectors. Most 
recently, Kathryn spent six years working 
for GlaxoSmithKline (subcontracted 
from Parexel and then PPD) as a senior 
CRA working primarily on real-world 
evidence respiratory studies, including 
the groundbreaking Salford Lung Studies 
(SLS). Kathryn’s experience also includes 
working as a remote CRA on oncology 
trials at AstraZeneca, as well as four years 
as a Study Manager at the University of 
Liverpool Cancer Research UK Trials Unit 
setting up and managing haematological 
oncology studies.

APPOINTMENTS

 Clare Morrison has been named 
Director of the Royal Pharmaceutical 
Society (RPS) in Scotland, following the 
retirement of Alex MacKinnon. Clare 
takes on responsibility for national policy 
development, professional advocacy and 
member engagement across Scotland, in 
partnership with the Scottish Pharmacy 
Board. She will work with the board and 
members to drive forward leadership for 
the pharmacy profession in Scotland. 
Clare joins RPS from her position as Lead 
at the Scottish Government for the video 
consulting service National Near Me. 
Prior to this she worked for NHS Highland 
where she developed a number of 
pharmaceutical care and medicines safety 
initiatives that have been spread across 
Scotland, including leading the Scottish 
Patient Safety Programme’s pharmacy 
pilot in Highland.  
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 Dr Soraya Bekkali has been named as 
chief executive of Cellinta, a new private 
company focused on targeting cancer 
stem cells with highly selective gene 
therapy. Soraya is a board-certified MD 
graduate from Paris University with 20 
years of experience in drug development 
and business strategy with a focus on gene 
therapy. She was previously chief executive 
and director of the Board of Gyroscope 
Therapeutics, a Syncona backed company 
based in the UK developing genetically 
defined therapies for ocular diseases such 
as dry age-related macular degeneration. 
Her experience encompasses orphan drug 
development and broad industry expertise.

 67health has revealed the appointment 
of experienced healthcare communications 
professional, Joella Melville, as senior 
director. Joella brings more than 
twelve years’ experience in healthcare 
communications, including “a wealth of 
senior experience from both in-house 
roles at pharmaceutical companies and 
senior consultant roles at other leading 
healthcare communications agencies, 
including managing director of former 
independent agency, Packer Forbes,” the 
firm noted. Her appointment bolsters 
67health’s existing network of experienced 
senior professionals spanning medical 
writing, creative, digital, patient advocacy 
and engagement, and public health and 
policy expertise.

 The Association of British HealthTech 
Industries (ABHI) has welcomed Steve 
Lee to its leadership team. In the newly 
created role of director, Diagnostics 
Regulation, Steve will lead ABHI's 
engagements on diagnostics regulations. 
According to the group, Steve is 
recognised as an authority on in vitro 
diagnostics regulations, and he brings over 
20 years' government experience from 
the MHRA, most recently in the role of 
senior regulatory policy advisor – IVDR. 
His appointment is “a significant boost” to 
ABHI's diagnostics capabilities and reflects 
the decision by ABHI's Board to build 
and strengthen its diagnostics work and 
community. 



ARK and Syneos Health Communications 
each took home two golds at this year’s PM 
Society Digital Awards, capping an even 
spread of winners across the categories.

As well as being hosted online for the 
first time in response to the coronavirus 
pandemic, the 2020 competition also saw 
the addition of three new categories: 
‘Lockdown engagement’, for companies that 
had used digital innovation to keep their 
teams motivated during lockdown; ‘Still 
working!’, designed to highlight the best 
digital programmes delivering consistent 
results after three years; and ‘Global to 
local’, which looked at programmes where 
adaptation or localisation was a key feature.

ARK took home Golds for the ‘Healthcare 
Charities’ and ‘Agency Digital Team’ awards, 
as well as a Silver and a Bronze, while Syneos 
Health won two Golds for ‘Innovation – 
new technology’, for work with Edwards 
Lifesciences, and ‘Still Working!’, for AbbVie.

 This year’s ‘Pharma Digital Partner’ 
gold went to Donna Roberts from Takeda, 
with a Highly Commended award for Paul 
Dixey from Novartis.  ‘Digital Project or 
Account Manager’ was won by Radical 
Departures’ Genevieve Morgan and 
‘Agency Digital Team’ was won by ARK for 

the second year running, with Mole Digital 
awarded Highly Commended.

Other agency Gold winners were 
Boxbear, Cognitant, Engage in-Health, 
Mole Digital, Page & Page, PharmaDoctor, 
Radical Departures, Salt, W20 Group and 
woolley pau.

Among pharma companies and healthcare 
organisations there were several companies 
taking home multiple awards. Top of the 

pharma leader board were AstraZeneca and 
Napp, both taking a Gold and two Silvers, 
while other Gold winners were Abbvie, 
Align Technology, Bayer, Chiesi, Edwards 
Lifesciences, Essity, Ipsen, Novartis, Takeda 
and UCB. 

There were also wins for two charity 
organisations – Monkey Sox and Niemann-
Pick UK with Niemann-Pick taking a Silver 
as well. 

Onyx Health has formed a new PR partnership with US agency Jeff Winton 
Associates (JWA) in a move that will help its clients expand into the US market, 
while supporting US clients moving into Europe.

The partnership will combine Onyx Health’s expertise in the UK, European 
and Middle East healthcare industry with JWA’s in-depth knowledge of the 
markets in the US, Canada, Latin America, Asia and Japan. 

Both agencies aim to help their clients expand into new territories by 
pooling resources and sharing expertise, and are already working together 
on several PR and communication projects for SME pharma and med-tech 
companies whose sights are set on international expansion. 

ARK and Syneos Health 
shine at Digital Awards

Onyx Health partners 
with US agency

AGENCY 
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Striking sales skills?

The 2020 Sales Awards has opened its 
doors for entry, uncovering, rewarding and 
developing key talent within the pharma 
sales industry.

SALES 
AWARDS 
2020

 

SALES
AWARDS

2020

Step up to the challenge and 
enter now by visiting:
pharmatimes.com/SA
or contacting:
Anna Yeardley
anna.yeardley@pharmatimes.com
0207 240 6999

@pharmatimes
#PTSales

EXTENDED ENTRY DEADLINE 
FRIDAY 2ND OCTOBER

RedBow-A3.indd   1 11/11/2015   11:28



COMMUNICATIONS 
AWARDS 
2020
Have your voice heard as you take on 
unique challenges, enhance your skills, 
and work together to claim fi rst prize 
in the 2020 competition. 

With entry options available for teams 
and individuals.

Enter now by visiting:
pharmatimes.com/CA

or contacting:
Anna Yeardley
anna.yeardley@pharmatimes.com
0207 240 6999

@pharmatimes #PTCA

COMMUNICATIONS
AWARDS

2020

EXTENDED ENTRY DEADLINE 
FRIDAY 2ND OCTOBER

RedBow-A3.indd   1 11/11/2015   11:28
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