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Resourcing Solutions for Medical Affairs, Pharmacovigilance and Clinical Development

Providing Pharmaceutical Physicians

www.axess.co.uk    

This is just a selection of the current assignments with our pharmaceutical clients. 
For a confidential discussion please telephone Beth Thomas-Stonier at AXESS Limited on 020 8560 2300. 
To apply please send your CV to jobs@axess.co.uk quoting the reference number.
Visit our website www.axess.co.uk to register for jobs by e-mail – new roles that match your criteria e-mailed to you on 
the same day that they are posted.

Permanent Roles
Global Medical Lead COPD 
Global Pharma – Medical Affairs and Evidence Generation	 London	 PP 6700
Medical Director UK/Ireland 
Global Biotech – multiple TAs, significant team	 W London	 PP 6677
Global Medical Director 
Global Pharma – support a number of assets in Respiratory	 W London	 PP 6701
Medical Director UK – Renal 
International Pharma 	 Surrey	 PP 6654
Associate Director Medical Affairs UK/ Ire – Oncology 
Global Biotech – team leadership	 London	 PP 6664
Head of Medical Affairs UK/ Ire – Oncology 
Global Biotech	 W London	 PP 6652
Medical Manager UK Oncology 
International Pharma – colorectal launch and line management	 Berkshire	 PP 6364
Medical Manager UK Cardiometabolics 
International Pharma – launch and line management	 Berkshire	 PP 6687
Senior Global Medical Advisor 
Specialty Pharma – Oncology launch	 Middlesex	 PP 6695
Senior Global Medical Advisor 
Specialty Pharma – GI	 Middlesex	 PP 6696
Medical Manager UK – Fertility 
Global Biotech – leading drug / med tech portfolio	 W London	 PP 6658
Medical Manager UK – Neurology 
Global Biotech – launch in MS	 W London	 PP 6697

Head of Clinical Research 
Global Pharma – Early Development, team leadership	 W London	 PP 6674
Discovery Medicine Physician (Medical Director) Immunology 
Global Pharma – Early Development, FIH, Biomarker	 London	 PP 6699
Medical Fellow/ Associate Director/ Principal Investigator 
Early Development, management role, unique model	 Nottingham	 PP 6483
Director Clinical Development – Oncology 
Global Pharma	 W London	 PP 6634
Associate Director Clinical Development – Oncology / Immunology  
Global Pharma	 W London	 PP 6566
Clinical Research Physician – Oncology 
Growing CRO	 Berkshire	 PP 6683
Senior Study Physician   
Early Development	 South Wales	 PP 6293

Associate Director, Senior PV Physician/Deputy QPPV 
Specialty Pharma – Global team	 Middlesex	 PP 6685
Senior Safety Evaluation Physician  
Global Pharma Full cycle PV, focus on Oncology	 Hertfordshire	 PP 6690
Global Safety Senior Medical Scientist  
Global biotech, Strategic EU role	 Cambridge	 PP 6641
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CARDIFF UNIVERSITY/BRAPP 

POSTGRADUATE COURSE 
IN PHARMACEUTICAL MEDICINE
An interactive, modular course providing broad knowledge-based learning across the specialty of
pharmaceutical medicine; run by BrAPP working closely with Cardiff University. 

Modules are mapped to the syllabus for the UK Diploma in Pharmaceutical Medicine exam.

Ten two-day, non-residential modules run in central London from January 2017 to July 2018. (The exception is
Module 1 which is held at Cardiff University.)

Expert teaching is provided by a wide spectrum of industry and academic experts and includes an Integral
Revision module and a Critical Appraisal workshop run by Dr Richard Kay..

Places are limited to 25 delegates. 

For further information and to register please contact:
PGCPM@brapp.org or visit www.brapp.org or call +44 (0) 118 934 1943
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THE METEOROLOGISTS TELL us that
1 September is the start of Autumn in
the northern hemisphere. Generally
those of us residing in the UK hope for
a so-called “Indian Summer” to make up
for a disappointing July and August –
will it come or not – the tension mounts.  

No-one, however, could accuse this
summer of being dull. The seismic
events of 23 June have yet to settle and
whichever side of the divide you find
yourself, the next months - and perhaps
years - are certainly not going to be
boring. It is still hard to predict the
future implications for our industry in
the UK but it behoves us all to maintain
an outward-facing view and keep our
respective ships on an even keel. As
Winston Churchill, that great European
once said “KBO”.

This issue of PP culminates in the sad
loss of three influential physicians who,
in their individual ways, have made an
impact on pharmaceutical medicine and
BrAPP.  We pay tribute to Drs John
Young, Chris Allen and Gurpal Gosall.
At the same time and in lighter vein we
say farewell to Cheryl Merridew,
administrator of the Cardiff Course for
15 years into the noughties and Dr
Robert Dewdney, Director of Education,
so helpful and committed to the recent
changes in direction and organisation of
the PGCPM, who are retiring from the
Cardiff School of Pharmacy.  Happy
days, we hope, to come.

Our September issue offers its usual mix
of interesting articles.  Tarquin Bennett-
Coles discusses the importance of
company culture; a topic often
discussed when pharmaceutical
physicians get together. As one meets
new entrants to industry it is striking
that cultural change and the
understanding of the prevailing culture
of an organisation are sometimes the
biggest hurdles to be surmounted in
achieving success. Happy people make
successful outcomes!

We are grateful to Anne Hetherington
for, once again, a very useful Regulatory

RoundUp and to Sanjay Jain for a timely
reminder of the specifics of biosimilars
development.

The collection and utilisation of Real
World Data and Real World Evidence
are topics always sure to elicit debate
when physicians in clinical research
meet those directly involved in HTA
preparation.  A report on the 2nd REAL
WORLD challenge Conference may
answer some burning questions or fuel
the debate – don’t miss it.

Hot from a very successful session at
the recent Faculty Education Day, Liz
Clark reviews a handy tome for those
wrestling with the challenge of coaching
and leading people – a book for
everyone.

And Paul Robinson returns to PP with a
further insight into how industry might
harness its resources, expertise, money
and the goodwill of its people to
improve the well-being of patients
around the world.

It only remains to say that if you are
reading this around the time of
publication that we wish all candidates
for the forthcoming Diploma in
Pharmaceutical Medicine examinations
good luck and success.

Dr Madhu Davies

EDITORIAL

Dr Madhu Davies



REGULATORY ROUND UP 

By Anne Hetherington, Senior Regulatory Consultant 

HERE IS THE LATEST ROUND UP OF REGULATORY NEWS FROM THE LEADING

AGENCIES, INCLUDING THE EUROPEAN MEDICINES AGENCY (EMA), THE MEDICINES

AND HEALTHCARE PRODUCTS REGULATORY AGENCY (MHRA) AND THE FOOD AND

DRUGS ADMINISTRATION (FDA).  EMPHASIS IS PLACED ON THOSE NEW

REGULATIONS WHICH IMPACT ON CLINICAL AREAS.

PLEASE CLICK ON THE LINKS BELOW TO TAKE YOU TO THE RELEVANT ITEM.

WE HOPE THAT YOU WILL FIND THIS DIGEST OF INTEREST.  IF YOU HAVE ANY

COMMENTS OR QUERIES PLEASE CONTACT US AT INFO@ENVIGO.CO.UK.30 ST THOMAS PLACE,
CAMBRIDGESHIRE BUSINESS PARK, ELY,
CAMBRIDGESHIRE CB7 4EX, UK 
T +44 (0) 1353 645 590 
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1. EUROPEAN MEDICINES AGENCY (EMA)
News and press releases
• Involving general practitioners in

regulatory decisions on medicines
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/news_and_events/
news/2016/04/news_detail_002519.
jsp&mid=WC0b01ac058004d5c1

• Regulatory information - EU
recommendations for composition
of 2016/2017 seasonal influenza
vaccines
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/news_and_events/
news/2016/04/news_detail_002505.
jsp&mid=WC0b01ac058004d5c

• Antimicrobial resistance
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/special_topics/gen
eral/general_content_000439.jsp&m
id=WC0b01ac058002d4e9

• Progress in science, medicine and
health
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/news_and_events/

news/2016/05/news_detail_002531.
jsp&mid=WC0b01ac058004d5

• Can regulators influence the
affordability of medicines?
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/news_and_events/
news/2016/05/news_detail_002529.
jsp&mid=WC0b01ac058004d5

Updates
• Implementation of the

pharmacovigilance legislation
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/regulation/genera
l/general_content_000520.jsp&mid=
WC0b01ac05804fa031

• Monitoring of medical literature
and entry of adverse reaction
reports into EudraVigilance
http://www.ema.europa.eu/ema/ind
ex.jsp?curl=pages/regulation/genera
l/general_content_000633.jsp&mid=
WC0b01ac05808ce84c

• 2015 annual report of the
European Medicines Agency

Anne Hetherington

info@envigo.co.uk
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http://www.ema.europa.eu/docs/en_
GB/document_library/Annual_repo
rt/2016/05/WC500206482.pdf

• Guidance for implementation of
eligibility requirements
http://www.ema.europa.eu/docs/en_
GB/document_library/Regulatory_a
nd_procedural_guideline/2015/05/
WC500187018.pdf

• Adaptive pathways
http://www.ema.europa.eu/docs/en_
GB/document_library/Regulatory_a
nd_procedural_guideline/2015/11/
WC500196726.pdf

• Needs for paediatric medicines
www.ema.europa.eu/ema/index.jsp?
curl=pages/regulation/document_lis
ting/document_listing_000096.jsp

Scientific guidelines
• Reflection paper on extrapolation

of efficacy and safety in paediatric
medicine development (draft)
http://www.ema.europa.eu/docs/en_
GB/document_library/Regulatory_a
nd_procedural_guideline/2016/04/
WC500204187.pdf

• Draft concept paper on an
addendum to the guideline on the
evaluation of medicinal products
indicated for treatment of bacterial
infections (CPMP/EWP/558/95 Rev.
2) to address paediatric-specific
clinical data requirements (draft:
consultation open)
http://www.ema.europa.eu/docs/en_
GB/document_library/Scientific_gui
deline/2016/04/WC500205026.pdf

• Draft guideline on clinical
investigation of new medicinal
products for the treatment of acute
coronary syndrome (draft:
consultation open)
http://www.ema.europa.eu/docs/en_
GB/document_library/Scientific_gui
deline/2016/04/WC500205365.pdf

• Compilation of individual product-
specific guidance on demonstration
of bioequivalence (Revision 3)

(adopted)
http://www.ema.europa.eu/docs/en_
GB/document_library/Scientific_gui
deline/2016/04/WC500204549.pdf

• Appendix 2 to the guideline on the
evaluation of anticancer medicinal
products in man
http://www.ema.europa.eu/docs/en_
GB/document_library/Other/2016/0
4/WC500205159.pdf

• Concept paper on the revision of
the 'Guideline on the
environmental risk assessment of
medicinal products for human use'
(draft: consultation open)
http://www.ema.europa.eu/docs/en_
GB/document_library/Scientific_gui
deline/2016/05/WC500205987.pdf

• Draft guideline on good
pharmacogenomic practice (draft:
consultation open)
http://www.ema.europa.eu/docs/en_
GB/document_library/Scientific_gui
deline/2016/05/WC500205758.pdf

2 MEDICINES AND HEALTHCARE
PRODUCTS REGULATORY AGENCY
(MHRA)

• Devices which incorporate an
ancillary medicinal substance
https://www.gov.uk/government/pub
lications/devices-which-incorporate-
an-ancillary-medicinal-substance
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MHRA AND MAKING A
SUCCESS OF BREXIT
The Agency's response to the outcome
of the EU referendum.
FOLLOWING THE OUTCOME of the EU
referendum, the Medicines and
Healthcare products Regulatory Agency
(MHRA) is working closely with the
Government to analyse the best options
and opportunities available for the safe
and effective regulation of medicines
and medical devices in the UK.

While negotiations continue, the UK
remains a full and active member of the
EU, with all the rights and obligations of
EU membership firmly in place.
Working with our partners, stakeholders
and customers, our focus remains:
protecting health and improving lives.

■

Medicines regulation
PLAYING A FULL, active role in
European regulatory procedures for
medicines remains a priority. We
contribute significantly in both the
centralised and decentralised regulatory
procedures, including new rapporteur
and reference member state (RMS)
appointments, and maintain our
programmes for implementing EU
legislation as required by our
obligations as a Member State. We are
also fully engaged in European and
national scientific advice services and in
delivering our EU inspection-related
duties.

■

Devices regulation
Our role in regulating medical devices
and in vitro diagnostic (IVD) devices

remains integral. We oversee the
essential work of the five UK Notified
Bodies; together they are responsible
for assessing the majority of devices
currently placed on the EU market. Our
preparations to implement proposed
new Regulations for Medical Devices
and IVDs continue.

■

Vigilance and market surveillance
WE MAINTAIN OUR role in vigilance,
market surveillance and taking direct
action, where needed, to protect
patients and public health, and we
continue to co-ordinate with other
Competent Authorities, across Europe
and internationally, in these and other
areas.

MHRA will be engaging widely with our
stakeholders to fully understand and
maximise the opportunities of Brexit.

Statements are also available from the
British Pharmacopoeia and the National
Institute for Biological Standards and
Controls (NIBSC)

Customers, partners and stakeholders
approaching MHRA continue to have
access to our internationally recognised
expertise and we maintain the highest
quality services. For further information,
please get in touch with your usual
contact points in the Agency.

■
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I JOINED THE life science talent search
sector after a rewarding period as a
teacher. It was clear to me in the
classroom that if you created the right
environment then the students were
much more receptive to the curriculum
being delivered. This was never easy as
you not only had to convince a
sceptical group that you were acting in
their interests whilst considering that
each child would learn and develop at
different speeds throughout the course
of the year. I often reflect on how
similar this is to creating a new
company and then forming the right
culture.

New people joining a business can have
a big impact on the overall performance
of the group. If the culture is strong
then the existing team will gently re-
inforce the expectations, behaviours and
key messages of the business when
new people come on-board. If the
culture is weak then what can get
passed on is the individual line
manager’s views, which may not be
aligned with the leadership.

Great culture and corporate identity are
crucial parts when it comes to the
successful retention of staff.
Understanding exactly what you want
your company culture to represent and
stand for is the first step. The raw
energy of a start-up culture is what can
drive the team to work beyond any
contractual hours and have them preach
passionately about the company’s
mission to the taxi driver, friend or
relative. It is also what keeps them loyal
in a highly competitive market.

Staff will be looking for a culture where
they feel they belong. I still recall the

powerful Apple TV campaign from 1997
“Think different” and it making me feel
comfortable being part of the “Apple”
family. Who doesn’t want to be
associated with Gandhi, Einstein,
Picasso or Kermit? Shire pharmaceuticals
have got the right idea with two core
messages for the business – “to be as
brave as the people we help“ and
“enabling people with life-altering
conditions to lead better lives.” These
are noble phrases and make it easy for
employees to feel proud to be part of
the company and to defend the mission.

The particulars of how team culture is
enacted might change and evolve over
time, but as long as staff remain
motivated by the core values then the
culture will persist. That said the culture
that has been so instrumental in getting
the business to where it is today, may
be the very thing that holds it back in
the future. Keep an open mind. Be
prepared to accept that there are
aspects of your culture that may need to
change. Disruptive market changes may
take the company in a new direction.

One local firm that has successfully
transitioned from just 45 to nearly 1,000
staff and from one to 10 offices in a
decade is Abcam. How have they
maintained their culture? According to
Jane Cooke,  Director People &
Organisational Development, the key
focus has been; scalability, flexibility,
adaptability and making sure they kept
their entrepreneurial focus by hiring
staff who could continue to drive
innovation and keep them ahead of the
game. They also built a formal culture
assessment into their recruitment
process. If you can clearly articulate
your culture then you can begin to

Tarquin Bennett-Coles
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piece together interview questions and
assessments that will unearth the
presence of these qualities in potential
employees. This will seriously help
mitigate the risk of hiring the “wrong”
person particularly when you may have
to hire people who might be working
remotely for you.

Don’t be afraid to base culture-related
decisions around behaviours that are
already delivering unique value to your
company. If you’re planning a big office
move and the team is spending half
their time collaborating in the kitchen,
this might be the cue to create more
inviting communal areas. If the staff is
composed mostly of millennials who
always hit their targets, then instituting
early-morning start times might work
against productivity instead of for it.

Preserving culture in a company that is
several times larger than it was a few
years ago is difficult and it might not
even be a realistic goal. On the positive
front culture is a moveable feast. It is
adaptable and renewable. Rather than
mandating company-wide practices,
embrace the notion of individual team
culture. Having recently read the
excellent “Small Big” by Steve Martin
(ex-life science industry) and Robert
Cialdini it is clear that small changes
can spark big influence and that
different units or country teams may
need to be allowed to generate their
own distinct personalities, as long as
they’re all moving in a unified direction
in tune with the vision.

Look outside your sector as this may
help you spot new ways of supporting
employees that will help highlight what
top talent is looking for in terms of
culture, benefits, compensation and
lifestyle. It is useful to remember that
culture is made of people – their
attitudes, work ethics, and personalities.
It is not made out of processes and
checklists. Hire well and be open to
take on new people who will not only
fit with your culture, but who will also
add to it.

When bringing on new people take
time to introduce them to the history of
the company and get them excited
about where the business is going.
Inductions are an incredibly important
part of this communication. Ensure that
the induction takes time to introduce
the company and culture to every
employee. As businesses grow, one of
the biggest problems experienced is that
the company starts to develop silos. It is
part of human nature to develop
connections with people that we feel
we have most in common with,
however, this can cause problems and
weaken the culture at work if the
“division” makes others feel alone or
not part of the ‘it crowd’.

Think about ways you can still treat
people differently so they feel like
individuals as you expand. Flexible
benefits systems can be very useful in
allowing staff to choose benefits that
they want during a particular stage of
their working life – swapping pension
contribution for paid holiday can be a
powerful motivational tool. Consider
offering events and activities that
encourage interaction such as sports
clubs, outings or a social committee.
These activities can help create
friendships and positive working
relationships between different
departments.

Ultimately culture is a living thing that
will change over time and will alter
with the number of people and
partnerships the company is involved
with. Get it right and you can create an
environment that will help retain your
best staff, energise your innovators and
drive sales growth in the business. But
be watchful because it can go the other
way too.

This article has also been posted by
Tarquin on the onenucleus site.

tbennett-coles@carmichaelfisher.com
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INTRODUCTION[1-4]

A RECENT REVOLUTION in
biotechnology has resulted in a new
class of medicine, the biologic – a
large molecule (200-1000 fold the size
of a small molecule) typically derived
from living cells and used in the
treatment, diagnosis or prevention of
 disease. These medicines have a
successful track record in treating
human disease as nearly 200 biologics
have transformed the lives of over 800
million patients with serious illnesses
across the globe. By understanding the
mechanisms of diseases, e. g. multiple
sclerosis, biologic medicines can be
developed to target and modify
potentially altering the course of
disease rather than simply treating
symptoms. Currently, over 400 biologic
medicines worldwide are being studied
in serious illnesses, e. g. Alzheimer’s
disease. 

The on-going expiry of data
protection/patents for the original bio-
therapeutics has led to the development
and subsequent authorisation of copy
versions, termed 'similar biological
medicinal products' (biosimilars) by
various regulatory authorities across the
globe. Recent years have demonstrated
that biosimilar medicines are a rapidly
growing field and now emerging as a
new segment in the biopharmaceuticals
sphere. In general, the principles of
biosimilar drug development apply to
all biological medicinal products.
Regulatory agencies have established a
portfolio of guidance to support the
increasing number of applications they
are receiving for biosimilar-related
scientific advice and subsequently
marketing authorisations of these
medicines. 

BIOLOGICS AND BIOSIMILARS
VS. GENERICS DRUGS[1-4]

A ‘biosimilar’ or ‘similar biological’ or
‘follow-on’ medicine is similar to
another biological medicine which has
already been authorised for use. It is a
medicine that contains one or more
active substances made by or derived
from a biological source (e. g. cellular
or complex organisms; bacterium or
yeast) often by genetically modifying
cell constructs or cell lines. Some of
them may be already present in the
human body and can be relatively small
molecules (e. g. human insulin), or
complex molecules (e. g. monoclonal
antibody, mAb). 

A biological substance is produced by or
extracted from a biological source and
needs a combination of physicochemical
and biological testing together with the
production process and its control for its
characterisation and the determination of
its quality, e. g. recombinant proteins,
mAbs, medicinal products derived from
human blood and human plasma,
immunological medicinal products and
advanced therapy medicinal products.
The manufacturing process for biologic
medicines requires dozens of steps
involving hundreds of variables and is
generally more complex than
manufacturing processes for chemical
drugs.

The active substances of these
medicines are larger and more complex
than those of non-biological medicines.
Only living organisms are able to
reproduce such complexity and the way
they are produced may result in a
degree of variability in molecules of the
same active substance, particularly in
different batches of the same medicine.

Sanjay Jain
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These inherent features result in greater
complexity surrounding the regulation
of such products. Therefore, biosimilars
cannot be considered generics. The later
have simpler chemical structures and
are considered to be identical to their
reference medicines.

EUROPEAN MEDICINES
AGENCY[1]: GENERAL
CONSIDERATIONS:
Under the authority of the European
Commission (EC), the Committee for
Medicinal Products for Human Use
(CHMP) is responsible for managing the
European Medicines Agency’s (EMA)
position regarding medicines for human
use, including biosimilars. In a joint task
force, the CHMP works in partnership
with the Biosimilar Medicinal Products
Working Party (BMWP), the Biologicals
Working Party (BWP), the Safety
Working Party (SWP) and the
Pharmacovigilance Working Party
(PhVWP) to provide European
guidelines for biosimilars.

Compared to the Food and Drug
Administration (FDA)’s current
standpoint on biosimilar legislation, the
EMA has provided a more established
and experienced mechanism for
consultation. A biosimilar application has
to meet the “8+2+1” rule - it cannot be
filed until eight years after the reference
product approval. Further to this a
biosimilar cannot be approved (or
marketed) until ten years after the
reference approval. The market
exclusivity may be extended by a further
year for the reference product if the
sponsor obtains approval for a second
significant new indication during the
initial eight year exclusivity period (this
is the “+1” in the rule).  Biosimilars can
only be authorised (or marketed) for use
once the period of data exclusivity
(normally 10 years in the European
Union, EU) on the original 'reference'
biological medicine has expired. 

PRE- AND POST-MARKETING
PROCEDURES:
At the time of submission of the similar
biological application, the protection

period of the reference medicinal
product (RMP) should have expired in
order to allow the applicant to rely on
the dossier of the RMP, identified for the
purpose of calculating expiry of the
period of data protection, may be for a
different strength, pharmaceutical form,
administration route or presentation than
the similar biological medicinal product
or biosimilar. The details of the RMP
used for the comparability exercise must
be stated. It is a requirement to identify
a RMP which is authorised in the
European Economic Area (EEA). With
the aim of facilitating the global
development of biosimilars and to avoid
unnecessary repetition of clinical trials,
the EC has confirmed that it intends to
accept batches of RMPs sourced from
outside the EEA in certain studies for the
comparability exercise. The batches
sourced outside the EEA must be
representative of the RMP authorised in
the EEA, as demonstrated through an
extensive analytical comparison and may
require comparative pharmacokinetic
(PK) and pharmacodynamic (PD) data.
A close collaboration with the United
States (US) FDA is foreseen to ensure
harmonisation of requirements, with
regard to the acceptance of US-sourced
RMP.

When referring to a centrally authorised
RMP, the 10-year or 8-year protection
period, as applicable, should have
expired and the eligibility should have
been confirmed. The relevant protection
period should be counted as starting
from the date of notification of the
marketing authorisation (MA) decision
to the Marketing Authorisation Holder
(MAH) and can be found in the Official
Journal of the EU as well as in the
Community register of medicinal
products for human use on the EC
website. The calculation of the
protection period should take into
account the notion of global MA. It
contains the initial authorisation and all
variations and extensions granted to the
MAH of the initial authorisation. 

To verify compliance with EC Good
Manufacturing Practice (GMP) Principles
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and Guidelines and/or to verify specific
manufacturing and control activities
related to the assessment of an
application, pre-authorisation GMP
inspections are possible. The Good
Clinical Practice (GCP) standards applied
to clinical trials carried out for
biosimilars are the same as those
applied to any other medicinal product.

The requirements for submission of a
summary of the pharmacovigilance
system are the same as for any MA
application. 

US FDA[2]: GENERAL
CONSIDERATIONS:
The US has been slower to provide an
established legal pathway for biosimilar
approvals. In the US, most, but not all,
biological products are licensed under
the Public Health Service Act (PHS Act).
Small-molecule prescription drugs are
approved under the Food, Drug and
Cosmetic Act (the FD&C Act).  The Act
requires a firm who manufactures a
biologic for sale in interstate commerce
to hold a license for the product. A
biologics license application (BLA) is a
submission that contains specific
information on the manufacturing
processes, chemistry, pharmacology,
clinical pharmacology and the medical
effects of the biologic product. If the
information provided meets FDA
requirements, the application is
approved and a license is issued
allowing the firm to market the product.

The FDA has stated that under certain
circumstances, data from animal/clinical
studies performed against a reference
product that does not hold a US licence
may be used to address biosimilarity.
However, data would need to be
submitted to bridge to a US licensed
reference product. The agency has
strongly advised in-depth consultation
for any company wishing to develop a
biosimilar so as to best optimise the
procedure.

By and large, the FDA has openly
acknowledged their lack of guidance
and experience in the area of

biosimilars and is happy to consult the
EMA for advice. However, there remain
certain and significant differences in
legal frameworks. An “interchangeable”
biological product is biosimilar to the
reference product, and can be expected
to produce the same clinical result as
the reference product in any given
patient.  If administered more than once
to an individual (as many biological
products are), the risk in terms of safety
or diminished efficacy of alternating or
switching between use of the biological
product and the reference product will
not be greater than the risk of using the
reference product without such an
alternation or switch.  Once determined
“interchangeable” two biological
products will thus be able to be
substituted for each other (i. e.
interchanged) by a pharmacist without
the intervention of the health care
provider. Pharmacists will be
responsible for knowing which
biological products are interchangeable
and which will require prescriber
prescription before substitution. To date,
the FDA has not approved a biological
product as a biosimilar or
interchangeable.  However, since the
passage of the Affordable Care Act in
2010, the FDA has been establishing
standards for licencing to ensure the
safety and effectiveness of biosimilars.
The FDA understands that several
companies are developing biosimilar
products and may submit applications
for approval under the new law.
Scientists, clinicians, and other
personnel at FDA are currently working
out the details of the review and
licencing process.  

WHO AND OTHER
REGULATORY AGENCIES[3,4]:
In 2009, the WHO developed a set of
globally accepted standards to assure
the safety, efficacy and quality of
biosimilars. These have been developed
in the wake of increased interest in
these medicines by local regulatory
authorities seeking to develop national
standards.  

In general, the reference product should

be authorised in the country or region
in question. All aspects of quality and
heterogeneity should be assessed,
including direct comparisons with the
reference product. Non-clinical data
should include pharmacodynamic,
pharmacokinetic and comparative
repeat-dose toxicity studies in a relevant
species, and clinical studies are required
to demonstrate similar safety and
efficacy. Immunogenicity should always
be investigated in humans before
authorisation.  A pharmacovigilance
plan is required when an application is
submitted and a risk management plan
may be necessary in some cases.

PHARMACOVIGILANCE,
INTERNATIONAL NON-
PROPRIETARY NAME,
SUBSTITUTION AND
INTERCHANGEABILITY[4-11]:
Extensive pharmacovigilance programs
are needed to protect patients and
ensure any adverse events (AEs,
including immunogenicity) are quickly
detected, reported and attributed to the
correct product and manufacturer.
Healthcare systems must ensure that all
biosimilars can be rapidly and accurately
identified by national regulators,
healthcare providers and patients. In
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Europe and the US, it is obligatory for
the manufacturers of all biosimilars to
submit comprehensive
pharmacovigilance and risk
management plans when applying for
approval. These should include: pre and
post-authorisation comparative testing,
regular tests to ensure that the
manufacturing processes are the same,
and risk management in case of AEs.

WORLDWIDE EXPERIENCE:
MARKET POTENTIAL OF
BIOSIMILARS[12-17]:
Over the coming years, it is anticipated
that a new generation of simple as well
as complex biosimilars will be
developed as leading biologic
medicines. These are worth an
estimated US $81 billion in global
annual sales, and likely to lose their
patents by 2020. The biologics market is
expected to grow significantly in the
coming years, with biosimilars a small
but growing proportion of it.

Biosimilar manufacturers are
required/expected to invest in clinical
trials, manufacturing and post-approval
safety monitoring programs similar to
that of the original innovator companies.
The cost of developing a generic small
molecule is around US $2-3 million,
whereas biosimilars have been estimated
to cost around US $75-250 million to
reach approval. This is largely owing to
the clinical and comparability studies
required demonstrating biosimilarity. 

More than 700 follow-on biologic
therapies are currently in development
and 245 biopharmaceutical companies
and institutes now developing or already
marketing biosimilars throughout the
world. Biosimilars promise to produce
big savings, typically offering 20-30%
discounts on innovator biologics and
likely to deliver savings of as much as US
$33 billion by 2020 across the EU alone.
The US will permit interchangeability,
and this is expected to speed uptake of
biosimilars there. A WHO proposal for a
voluntary global naming scheme could
level the playing field for biosimilars and
their reference biologics.

Germany provides the most favourable
environment for biosimilar drugs, while
Italy is the least favourable. Differences in
reimbursement practices and incentives, as
well as variations in medical and clinical
practices, have resulted in different
outcomes across EU member states. The
UK is also viewed as a favourable
environment for biosimilars, with its long
culture of generic utilisation and relatively
high launch prices. Italy seems to have the
least favourable environment for
biosimilars, with a strict price regulation
system. France also has a strict price
regulation system and compulsory
discounts for biosimilars. Sweden has
some of the highest manufacturer-level
prices in Europe. The US market situation
for biosimilars is of particular interest
because it is the centre for biotech
innovation; and it spends more on
biologic products than any other nation.  

SUMMARY AND
CONCLUSION[18-24]

Biosimilars are not generic medicinal
products, since it could be expected
that there may be subtle differences
between similar biological medicinal
products from different manufacturers
or compared with reference products.
Transforming complex therapeutic
proteins from the laboratory into the
large-scale production of safe and
effective medicines requires highly
specialised knowledge, processes,
scientific standards and on-going
investment in quality. 

Biosimilar development is a potentially
competitive area with high-value follow-
on products. EU guidance and
experience in this field is more mature
compared to the US. There is an
acceptance that reduced data packages
may be acceptable, but only if
appropriate justification can be made.
The EMA/CHMP guidelines are widely
considered the standard, with countries
such as Australia, Canada, Japan, Korea
and South Africa using them as a basis
for their own regulations. 

The harmonisation of the biosimilars
application procedure between the FDA
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and EMA seems challenging in the near
future. Aside from this, now that a long
wait for new US guidelines is over, the

new focus is on the future and industry
widely anticipates their finalisation by
the FDA, post public opinion. Whether

follow-on guidelines are more product-
specific is yet to be disclosed. 

Biosimilars are a relatively new and
emerging market. Although a number of
biosimilar proteins have been approved,
especially in Europe, issues on
substitutability, extrapolation to other
disease indications, and selection of
reference standards and comparators,
remain to be standardised at a global
level. Also, in order to support
pharmacovigilance monitoring, the
specific medicinal product given to the
patient should be clearly identified. 

In conclusion, based on the rapid
expansion of biosimilars and investment
within this area, this field has emerged
as a new biotechnology segment and
many more biosimilars are likely to be
approved in the coming years. Seeking
scientific advice is highly recommended,
and if a putative biosimilar product is
not considered ‘similar’, the developer
will be facing a full development
programme.
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INTRODUCTION
THIS MEETING REPORT summarises
the presentations and discussions at the
second annual ‘REAL WORLD
Challenge’ conference, hosted by pH
Associates in collaboration with the
ABPI at the King’s Fund on the 26th
April 2016. The theme of this year’s
conference was ‘Demanding a More
Targeted Approach?’ focusing on the
challenges associated with measuring
the most relevant, robust and persuasive
outcomes in ever more targeted patient
populations.

The conference was chaired by Sam
Oliver and Amanda Pulfer (Joint
Managing Directors, pH Associates) with
panel members Dr Katie Pascoe (ABPI
Value and Access Manager) and
Dr Rebecca Lumsden (ABPI Head of
Science Policy), and presentations from
Professor Richard Barker OBE (Director,
Centre for the Advancement of
Sustainable Medical Innovation),
Professor Sarah Garner (Associate
Director Science Policy and Research,
National Institute for Health and Care
Excellence), Sebastian Stachowiak
(General Manager, UK & Ireland, Shire
Pharmaceuticals), Professor Atul Mehta
(Consultant Haematologist, Royal Free
Hospital) and Professor Nancy J Devlin
(Director of Research, Office of Health
Economics). The conference was
attended by more than 100 delegates
who participated in lively discussions.

THE WORLD OF
PHARMACEUTICALS IS
CHANGING
Randomised clinical trials (RCTs) remain
the ‘gold standard’ in terms of the least
biased way of demonstrating the
efficacy of new medicines and

therapies. Ensuring that patients have
timely access to effective and safe
treatments remains one of the key
challenges of the global healthcare
system; therefore, how best to consider
data from clinical trials alongside
complementary evidence remains a
challenge for decision makers and may
vary depending on the disease, the
treatment and a range of confounding
factors. Real world data (RWD) is
important for demonstrating the wider
benefits of treatments used in normal
clinical practice, enabling demonstration
of the effectiveness, safety and value
(both economic and patient-centric).
Furthermore, real world evidence (RWE)
is increasingly recognised as an
important component of the clinical and
economic evidence base supporting
pharmaceutical company
communications with key stakeholders
(payers, healthcare professionals and
patients) and health technology
assessment (HTA) submissions to
regulatory bodies. 

RWE: PUTTING PATIENTS AT
THE HEART OF THE
MEDICINE LIFECYCLE
RWE and Targeted Medicines 
Professor Barker provided an overview
of the role of RWE in supporting the
development of and access to targeted
medicines.

Innovative targeted medicines are being
developed to treat ever more clearly
defined sub-groups of patients,
particularly in the field of oncology but
also in more common diseases such as
diabetes. There has also been a gradual
increase in the number of drugs
developed for treating rare diseases.
The smaller and often more disparate



nature of the target patient groups for
new treatments can lead to obvious
challenges for efficiently recruiting
eligible patients into clinical trials.
However, the increasing access to RWD
creates the opportunity to provide much
needed patient outcomes data, although
there remains a need for more targeted
patient-centric outcome measures to sit
alongside the traditional clinical
outcome measures. 

Recent UK initiatives such as the
Precision Medicine Catapult[1], aimed at
making the UK a global leader for
targeted medicines development, and
the opportunities afforded by the
availability of a wide range of
population-based RWD assets, such as
the UK Biobank (a national health
resource with wide therapy area focus)[2],
the Systemic Anti-Cancer Therapy
(SACT) chemotherapy dataset (includes
data from all cancer chemotherapy
providers)[3] and the 100,000 Genomes
Project (focused on patients with rare

diseases and those with cancer)[4], place
the UK in a uniquely strong position in
the precision medicines arena. The UK
position is further strengthened by a
number of new developments, including
the European Medicines Agency
Adaptive Pathways to Licensing
scheme[5], based on staged approval and
RWD collection for safety, efficacy and
value evidence generation; the new
Cancer Drugs Fund[6]; and the UK
Government Accelerated Access Review,
aimed at speeding up NHS patient
access to innovative medicines[7].

Obtaining fit for purpose RWD,
appropriately presenting and adequately
justifying the use of RWE in submissions
to regulatory bodies is essential to
ensuring decision makers fully
appreciate the sources of bias and
confounders inherent in RWD when
considering RWE alongside all other
available data including RCTs. The
conference participants acknowledged
the value of RWE in facilitating the

development of and access to targeted
medicines and identified a variety of
challenges associated with data
collection and use of RWE, summarised
in Box 1.

Professor Garner provided an overview
of the role of RWE in supporting early
access to medicines.

The current HTA framework requires a
sequential approach from regulators
then HTA assessors with regard to the
decision to fund access to new
treatments. In the event that the HTA
decision is not favourable or where
there is uncertainty about the decision
there is no clear way of collaborating to
identify evidence gaps and plans to
address them. There is a wealth of RWD
captured by the NHS which provides a
unique opportunity to develop novel
approaches for bringing data together
for consideration by NHS decision
makers and HTA bodies. However, the
inherent variability and bias associated
with RWD can lead to uncertainty in
how best to utilise RWE for HTA. An
ideal approach would involve an
adaptive licensing framework, with early
engagement of the pharmaceutical
company with decision makers to agree
on the best approach and
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| BOX 1: Challenges and value of real world evidence in supporting
development and access to targeted medicines

RWE Value RWE Challenges

• RWE is more representative of the whole
population, as opposed to a clinical trial
population

• RWE allows the study of populations who
would be excluded from RCTs

• RWE is relatively quick to collect

• RWE can supply different outcomes to a RCT 

• RWE gives a better indication of value of a
medicine, not just safety and efficacy 

• RWE can show the resource implications of
managing adverse events

• RWE can reflect the effect of real life, such as
a busy schedule, polypharmacy or co-
morbidities on compliance and outcomes

• Missing/inconsistently recorded/inaccurate
data recorded in medical records

• Lack of patient reported outcomes in medical
records

• Potential for bias impacts conclusions

• Need for adjustment to deal with potential
confounders 

• Capacity/willingness of health care
organisations to work with pharmaceutical
companies to collect data 

• Fear of contradicting RCT results

• Systems integration to link/extract datasets
is costly and time consuming 

• Data linkage between sectors (e.g. primary
and secondary care) remains difficult

• Absence of comparators in the analysis

• RWE often generated in an early use group
not representative of a typical population

• Uncertainty over acceptance of RWE by policy
makers



MEETING REPORT:
The REAL WORLD Challenge:    

Demanding a More Targeted
Approach?

PHARMACEUTICAL PHYSICIAN

methodologies to be employed to
present RWE for HTA.  Such an
approach would not only work in the
best interests of commercial
stakeholders and decision makers but
ultimately also patients.

One approach to an adaptive
framework would be to conduct a
concurrent regulatory and HTA review
of the evidence base for new
medicines to allow funding
agreements to be put in place and
enable early access to innovative
treatments during Phase III for
patients with no other treatment
choices. This approach would provide
decision makers with access to
increased relevant RWE on which to
base regulatory and funding decisions,
whilst ensuring that patient safety
remains the cornerstone of access to
new medicines. Collaboration at this
early stage would also allow the
identification of evidence gaps within
the initial submission, allowing the
various stakeholders to mutually agree
suitable approaches and
methodologies for filling these gaps
prior to final regulatory and HTA
review. Professor Garner
acknowledged that NICE recognises
assessment of RWD methodologies as
a current challenge due to a clinical
trial heritage; however, she challenged
the industry to use RWD in
submissions emphasizing the
importance of clearly justifying its

inclusion. The conference participants
highlighted the importance of
evidencing the robustness of the data,
clearly acknowledging sources of bias,
and the wider context (including the
lifecycle of the product and
consideration of UK data in the global
context), when preparing HTA
submissions.

RWE and Rare Diseases
Mr Stachowiak and Professor Mehta
provided an overview of the role of RWE
in developing therapies for rare diseases.

The number and scale of the hurdles
the pharmaceutical industry must clear
in order to deliver life-saving rare
disease medicines to patients are
immense, sometimes insurmountable.
These include the small numbers and
wide geographic spread of patients,
poor disease awareness amongst
clinicians due to limited clinical
exposure, and misdiagnosis due to the
heterogeneity of rare diseases. The
challenge of running clinical trials in
the face of these hurdles and the
limited opportunity to recover the
capital investments for product
research and development has led
regulatory agencies to implement
incentives for health and biotechnology
industries, including the adoption of
the Orphan Drug Act in the US, Japan
and Australia, and a common policy on
orphan drugs in European Member
States.

September 2016 
volume 26 | No 6

�� Continues from page 15

16

Professor Richard Barker OBE



Given the increasing availability and
access to RWD it represents a vital
resource for evidence generation in
support of the development and
evaluation of treatments for rare
diseases, by improving disease
understanding and demonstrating long
term safety and effectiveness of
treatments to inform the budgetary
decisions of healthcare providers. RWE,
in particular evidence derived from
disease registries, has already played an
important role in improving
understanding of rare diseases such
Fabry Disease. The speakers emphasised
the importance of collaborative working
between the pharmaceutical industry,
physicians, the NHS and regulatory
bodies in order to solve the challenges

posed by orphan drug development and
ensure timely access to treatment for
patients in need.  Conference
participants agreed that RWE is vital in
an area where patient groups are too
small to determine significant differences

in clinical trials. A wealth of RWD are
available, including from the expert
patients themselves, yet currently these
data remain vastly under-utilised.

RWE and Patient Preference – beyond
the Quality Adjusted Life Year (QALY)
Professor Devlin gave an overview of
the role of patient reported outcomes as
a source of RWE supporting HTA
submissions, summarising that “Nobody
knows the patient better than the
patient themselves”.

Traditional Patient Reported Outcome
(PRO) instruments including assessments
of quality of life often overlook patient
preferences for particular treatment
attributes, such as mode of

administration of treatment, and wider
societal impacts. With the increased
emphasis on a more patient-centric
approach to medicines development,
there is a greater need to understand
the broader impact of treatment,

including: patient preferences for
treatment; the impact of disease and
treatment on patients health and
wellbeing; the impact on their
carers/family; and the wider societal
implications of disease and treatment,
such as work productivity. Importantly,
HTA bodies worldwide are moving
towards more explicit, transparent
consideration of patient-reported data
beyond the traditional QALY used in
cost-utility modelling. This change in
emphasis has sparked increasing interest
in the development of individualised
PRO instruments, which seek to
measure the domains of health of
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importance to each individual, and the
weight they place on each domain, in
order to create a more ‘personal’ picture
of the patient’s health and wellbeing.  

Professor Devlin highlighted the future
potential for a greater consideration of
the patient perspective on health and
experience of treatment and an

increased emphasis on use of RWE in
HTA. Conference participants agreed
that the patient voice is not adequately
considered in HTA decisions and
expressed the view that in the current
patient-centric era consideration of
patient preference when conducting
risk/benefit analyses during the decision
making process is essential.
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Continuing delegates who have just completed YEAR 1 should re-register and taught modules recommence in October 2016.

New registrations for this academic year can be accepted at any time but places are limited to 25 attendees and taught modules
will commence in January 2017.

The Course is modular and follows the syllabus for the Diploma in Pharmaceutical Medicine. Each module is of two working days’
duration. 

Module 1 is conducted in Cardiff at the University but the remaining 9, including a tailored Revision session, are delivered in
London in a modern purpose-designed, well-resourced training venue.  The Course is not residential and many attendees living in
and around London have found daily attendance easy and better for their own quality of life.

The course has undergone serious remodelling over the past two years to enhance delivery and ensure busy candidates and
pharmaceutical physicians in training can learn constructively and proactively.

CARDIFF UNIVERSITY/BRAPP 

POSTGRADUATE COURSE 
IN PHARMACEUTICAL MEDICINE
Academic year 2016/2017
BrAPP is pleased to announce that we are now accepting registrations for the
PostGraduate Course in Pharmaceutical Medicine (PGCPM).

For further details:
please visit the BrAPP website www.brapp.org and use the PGCPM button
and to register, please call the BrAPP office on +44 (0) 118 934 1943 and

speak to Liz Langley or Karen Young.  Email PGCPM@brapp.org 
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IN 2013, WE described an MSD multi-
agency project to eliminate River
Blindness with the use of our anti-
helminth, Mectizan1. But pharma
companies have more to offer than just
medicines & vaccines – we have our
expertise, our financial resources and,
most importantly, the good will of our
employees to improve wellbeing around
the world.  Take a look at ‘MSD-for-
Mothers’ (or ‘Merck for Mothers’ as it is
known in the US & Canada).

MSD-for-Mothers has a very simple
vision – that no mother should die from
pregnancy or childbirth. Thankfully, in

our high tech, well-resourced NHS,
these events are extremely rare, but
they do happen. UK maternal mortality
is estimated at 9 per 100,000 live births,
equating to about 70 deaths per year2.
Morbidity, of course, will be much
higher. But across Europe, figures
(where they are reliably collected) can
be much higher with something close to
2000 deaths per annum. 

And the sad truth is that most if not all
of these can be prevented by access to
reproductive education, contraception,
early contact with healthcare
professionals during pregnancy, access

Paul Robinson

| BOX 1: Problem: Post-partum haemorrhage (PPH)

PPH is the leading cause of maternal
mortality in low-income countries
and contributes to nearly a quarter of
maternal deaths globally. The
commonest intervention for PPH,
oxytocin, is limited its need for
refrigeration to maintain potency.
The ability to maintain cold-chain
across the drug distribution and
storage network is inconsistent, thus
restricting their use in the very
countries with the highest burden of
maternal mortality.
Ferring Pharmaceuticals had
available a room-temperature-stable
(RTS) carbetocin, which could be a
practical intervention for reducing
PPH. Together, Ferring
Pharmaceuticals, MSD and WHO
have initiated a randomized, double-
blind, non-inferiority trial to evaluate
the effectiveness of RTS-carbetocin
compared to oxytocin in 30,000
women delivering vaginally across 10
countries. If the results of the study
show that RTS-carbetocin is a safe
and an effective alternative to
oxytocin, this could have substantial
impact on the prevention of PPH and
maternal survival worldwide[3]. 



to good quality healthcare facilities for
the birth itself and escalation of care if
necessary. This is not just important for
the mother – the prognosis of a child

whose mother does not survive is
affected too, with a doubling of
mortality before the age of 2 years. The
life of the family is changed forever.

Recognising that this is a multi-factorial
problem, no one company, agency or
government can solve it alone. That is
why 5 years ago, MSD set aside $500m
and made a 10 year commitment to
work with others to help reach the UN
Sustainable Development Goal 3.1 of
reducing maternal mortality globally to
less than 70 per 100,000 live births.
Whilst the money is important, the
commitment of the company to use its
skills and resources are equally so.
Where the problem has been a secure
supply chain for medicines, our supply
chain experts have helped. Where the
issue has been one of setting standards
for birthing facilities and then training to
those standards, our training and quality
expertise has been invaluable. And
where changing behaviour of health
care workers is needed, who better than
our marketing teams?

We have been joined in this effort by a
cross-functional alliance, who have
established “Safe Motherhood Week”,
worked closely with governments, other
pharma companies and non-
governmental bodies such as “Doctors
of the World”. Our employees are
engaged by supporting in a variety of
ways, from maternity-related donations
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| BOX 2: Problem: Accessing healthcare services

Despite universal health coverage across many European countries, access to healthcare is limited
for many vulnerable groups, such as migrants and refugees who may not know how to access
care or lack the necessary documentation. Consider the current refugee crisis in Greece, with in
excess of 300,000 refugees, many of whom are pregnant women or with young children
Living in makeshift camps, in disused airports and old Olympic stadiums, these young women rely
on mobile health units, walk-in polyclinics and social pharmacies using donated and unwanted
pharmaceutical supplies. MSD for Mothers is working with Doctors of the World (Greece) to
provide these services, but also to demonstrate their clinical value to policy makers in the hope
that they become government-funded services in the near term.

| BOX 3: Problem: Supply Chain

Despite universal health coverage across many European countries, access to healthcare is limited
for many vulnerable groups, such as migrants and refugees who may not know how to access
care or lack the necessary documentation. Consider the current refugee crisis in Greece, with in
excess of 300,000 refugees, many of whom are pregnant women or with young children
Senegal has made significant progress in reducing maternal mortality, from 540 deaths per
100,000 live births in 1990 to 315 in 2015. One of the factors contributing to maternal mortality is
a lack of access to a reliable supply of contraceptives. In 2011, nearly 80 percent of government
health facilities experienced stock-outs of contraceptive supplies and only 30 percent of women
seeking contraceptives were able to obtain them.
Together with the Gates Foundation, and working with the Senegalese Ministry of Health and
Social Action, MSD for Mothers has introduced an innovative supply chain model designed to help
improve the availability of contraceptives at health facilities.
The model has three key features:
• Private sector logistics specialists are rewarded based on their performance to forecast and

order contraceptives, distribute them and collect data on actual consumption, freeing the
healthcare workers to focus on essential medical tasks.

• Improved contraceptive choice helps ensure that women can choose and continue to use the
method that best meets their needs.

• Improved data on deliveries and payments using a new, electronic information system.
Stock-outs have reduced to <2%, and the feasibility of expansion is now being assessed, to other
parts of the region and to other essential medical supplies.
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through to 3 month volunteering
secondments around the world.

We have a long way to go before our
vision is realised, and like most multi-
stakeholder projects, it will not be

possible to tease out our contribution
from the synergy of the whole. 

The important thing is that we strive for
a day when no woman dies, giving
birth to life.
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THE COACHING HABIT: SAY
LESS, ASK MORE & CHANGE THE
WAY YOU LEAD FOREVER
Michael Bungay Stanier
ISBN: 9780978440749
THIS SMALL BOOK is about
empowering others and doing so
efficiently through getting them to
answer their own questions through
exquisite focus.  Whilst its
title risks giving the
impression that this is a
book for coaches or leaders,
its content is actually
broadly applicable to
helping someone deal with
an issue which requires
resolution.  As experienced
experts in a time constrained
world it is easy to slip into
the habit of giving advice
when a more empowering
approach might be appropriate, and yet,
as the author remarks, "the seemingly
simple behaviour of giving a little less
advice and asking a few more questions
is surprisingly difficult".  This book
gives you tools to do just that.

The backbone of the book consists of
seven core coaching questions,
accompanied by a brief rationale for the
approach described and practical
guidance on implementing behaviour
change. Of the seven questions, my
personal favourite is "What's the real
challenge here for you?"  Those seven
words invariably refocus the issue at
hand, cutting through the mists of what
might be going on, most of which is not
actually of use in sorting things out.  

Presented alongside the seven core
questions themselves are elements of a
"Question Masterclass" which guides the

reader through using the questions in a
coaching encounter.  Videos illustrate
each point alongside examples of the
sort of concise and incisive phraseology
that can be so elusive when involved in
real life exchanges of this nature.
Unlike some books, it is not
overburdened with examples – the ones
given are all “best in class”, obviating

the need for more.

Despite having undertaken
extensive coach and
management training over the
years, I still got an immense
amount out of this book. One
of the things I particularly
liked is that it is a true
distillate of wisdom and
experience in this area and its
extensive signposting to
reference material including

TED talks, websites and podcasts, which
invites the reader to explore further,
particularly if reading the e-book on an
Internet enabled device; functionality I
find that I am using more and more. 

In summary, an immense amount of
distilled wisdom and material to explore
further in a nutshell which deserves it’s
4.5 Amazon star rating.

Liz Clark
Vice President, 

Medical Affairs, Norgine

THE PATIENT GROUP
HANDBOOK
A practical guide for research and
drug development 
Eds Anthony Hall and Nicolas Sireau
Publisher Findacure Publications. ISBN
978 15233201032
THE EDITORS ARE to be congratulated
on bringing together the elements that



make up highly relevant and
interesting guide book.
People come to clinical
research for all sorts of
reasons. Many of us study
science and find that clinical
development is a good way
to utilise our interests and
capabilities. Others come to
clinical research through need
or desperation. Dr Nick
Sireau has a professional
interest in rare diseases having served in
various capacities with various
organisations. His day job is in pharma.
And he has sons with alkaptonuria. This
rare disease is poorly served by pharma.
So not only did Dr Sireau set up a
consortium which was then successful
in being funded by the European Union
7th Framework programme to repurpose
a drug for the condition, now in clinical
trials, but he has also educated,
campaigned, set up a ‘fundamental
diseases partnership’ (Findacure) and
found time to collaborate on books to
help the rest of us with pharmaceutical
physician, Dr Tony Hall. 

I wasn’t sure what to expect when I
picked the guide up. Possibly dry,
possibly impenetrable? No. The editors
have harnessed the skills of 52 authors
contributing 25 lively chapters to bring
anyone working in any aspect of
pharma, pre or post-authorisation, a
practical playbook of how to go about
developing a drug as an ‘outsider’.
Whilst ostensibly focussing on the
challenges of rare diseases with their
specific considerations, the guide spans
all types of clinical development and is
relevant to commercialisation as well
since it considers in detail engagement
with the key stakeholder groups
including patients and payers. 

I found the perspective refreshing and
illuminating. Having had a very
traditional pharma upbringing it was
useful to be reminded of what it feels
like to be breaking in across established
pharma and building new bridges and
relationships with a relentless focus on
success: getting a useful drug to patients

who need it. – Hence also
highly relevant to any reader
working for a start- up or
young company trying to
make its mark amongst the
behemoths.  Creativity,
communication, collaboration:
these are the strands which
link the chapters for me and
whether you work for a
company employing 105,000
or 5 individuals there is much

to reflect upon and consider harnessing
for your own development- be that
personal or work-related. 

The book is clearly laid out and the font
easy to read. The chapters flow
smoothly with each author projecting
their ‘voice’ in their own style. The
book feels very personal whilst at the
same time factual, practical and
accessible.  This is a book for the lay
reader and professional reader alike and
could lead to interesting and productive
conversations between these groups. 

This is a ‘buy’.  
Madhu Davies

PS: All proceeds from book sales go to
Findacure’s charitable projects. You can
view the full contents and purchase your
copy (in both Kindle and paper format)
from Amazon.
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DR JOHN YOUNG FRCP
FRCPATH FFPM
IT IS WITH immense fondness that I
remember Dr John Young, who was
Medical Director at MSD for over 20
years, retiring in 2007. During his tenure,
MSD contributed to huge progress in
medicine including the launches of
Innovace, Zocor, Cozaar, Singulair,
Fosamax and many more. John was an
all-rounder, in the days when Medical
Director was responsible for Medical
Affairs, Clinical Research, Regulatory
Affairs and Drug safety. He had a canny
ability to spot trouble and take avoiding
action before it became a crisis, and if it
did become a crisis, his cool logical head
negotiated it with minimal fuss. He had a
strong sense of fairness, trusted those
around him and was always available for
advice but never micro-managed. Many
of the senior pharmaceutical physicians
of today passed through his medical
department during their training and
were the better for it. 

John qualified from St Thomas’ Hospital
in 1968, and trained as a clinical
biochemist in the NHS before joining
the pharmaceutical industry. He held
senior positions with the Faculty of
Pharmaceutical Physicians and the ABPI
during his career. He was a staunch
supporter of the Diploma in
Pharmaceutical Medicine and of BrAPP. 

In retirement he enjoyed spending time
with his family and his beloved boat.
He died soon after the diagnosis of
advanced pancreatic cancer, highlighting
the ongoing need for better medicines
for this challenging disease. 

Paul Robinson

I WAS GREATLY saddened to hear of
the sudden death of my friend and
colleague John.

I first encountered him as a newly
appointed associate medical director at
E R Squibb and Sons. My portfolio had
the soon to be approved ACE inhibitor
Captopril and Pravastatin. MSD was at
the same time preparing to launch
enalapril and simvastatin. 

Both pairs of drugs were new and quite
a challenge for clinicians and John and I
were the “brokers” trying to stop the
respective marketing teams from
knocking lumps out of each other in
their efforts to gain a small advantage in
pursuit of sales dominance.

John was on the ABPI medical
committee at the time and so was very
keen not to have his marketing
colleagues appear before the Code of
Practice committee on a recurring basis.
Thus we both needed to find a way to
manage the situation. As a solution, we

Dr John Young



set up informal meetings away from
either company’s offices to talk over
copy that was already signed off to
ensure that we did not need to make
ABPI complaints on a regular basis. Our
debates were what is described
diplomatically as robust as neither of us
wanted to give ground that might put us
at a disadvantage, but in the end sense
prevailed. John could appear quite
stern, but our discussions were cordial
and very helpful as I do not recall either
company needing to make the trip to
Whitehall to during the ACEI campaign.
Life was a bit more contentious when it
came to the statins but we still avoided
the ABPI most of the time.

John and the late John Domenet were
my proposer and seconder for
fellowship of the Faculty and I felt very
honoured to be endorsed by two
physicians for whom I had the utmost
respect.

When later I moved to a global job in a
different company, I had much less
contact with John; I missed our
“sparring” sessions. As we both took on
roles within the Faculty our paths began
to cross again very regularly and it was
always a great pleasure to work with
him. At all times he was professional,
diplomatic but there was a dry wit that
meant that there was often a twinkle in
his eye even when we disagreed.

John’s professionalism, integrity and wit
will be greatly missed, I am sure that he
will be ensuring that copy is compliant
in a much better place.

David Blowers
Hon Chairman BrAPP

DR CHRIS ALLEN – 1963 – 2016
CHRIS WAS BORN in Bristol, and
trained in medicine and subsequently in
anaesthetics at King’s College Hospital,
London. There he met a young nurse,
Janet, who became his wife. After NHS
work, Chris joined Merck Sharp &
Dohme in the UK, as Medical Affairs
Director, working with products that

have become essential medicines in
everyday practice, such as Fosamax
(alendronate), Sinemet and Primaxin.
Immediately prior to his departure to
the US Chris had played an important
role in BrAPP serving on the committee
and becoming Honorary Treasurer.
These were interesting times for the
association and Chris was never afraid
of tackling issues head-on. The training
of pharmaceutical physicians was
important to him and BrAPP’s
developing portfolio of courses which
complemented other offerings was an
important source of income for the
association. He was very much involved
in the decision to relocate from
Wimpole Street to Bedford Row.

In 1997 Chris, Janet and their young
son, Jack, relocated to the United States
and he worked in Medical Affairs at the
global level until his death.

A man of varied interests and passions,
Chris was an avid scuba diver and
earned his 3rd degree black belt in
Karate. He enjoyed family travel and
finding out of the way and unusual
tourist stops. His work presentations
would frequently be interspersed with
beautiful locations he had visited. With
his wife he shared a love for football
and heavy rock concerts. He was a
knowledgeable wine buff and
appreciated quality gin. 

Professionally, Chris was a past
president of the International Federation
of Pharmaceutical Physicians and the
American Research Physicians Society

and served on the selection committee
for the Pharmaceutical Physician of the
Year. 

Chris is survived by his wife Jane, his
son Jack and his parents.

Chris Allen was the spice of
pharmaceutical medicine life.  He
seemed completely immune to the
viscosity of large organizations.
Technically, his versatility was well-
known.  His prior training in
anaesthetics and intensive care, a
whole-body specialty if ever there was
one, had doubtless been a good
preparation.  Unexpectedly, I met Chris
at a specialist conference one day.  We
were both there to learn. Chris had just
taken up this new field with a new drug
development project: 'Did I tell you that
I am now a chylomicron ?' he
announced brightly.  The following year
it was Chris lecturing to the specialists at
the conference, having mastered and
advanced the field in 12 months flat.
Beyond his remarkable medical and
scientific abilities, Chris had wisdom
well beyond his years.  Patient safety
and scientific integrity always came first.
Only secondarily would Chris turn to
(and inevitably succeed in) finding the
diplomatic avenue, through which what
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was best for patients and what was
sound science would be driven; it was
never the other way round. His election
as President of IFAPP, and the success
he made of that role, also reflected
these principles of patients first, science
second, politics a distant third.
Christopher Allen was the epitome of
pharmaceutical medicine.

Tributes from Dr Paul Robinson and
Professor Tony Fox

DR GURPAL SINGH GOSALL
1971-2016
THIS IS YET ANOTHER very sad and
untimely death. Gurpal Gosall,
previously in 2002 winning acclaim for
submitting The World’s Funniest Joke in
a LaughLab experiment conducted by
the University of Hertfordshire and most
recently becoming Deputy Medical
Director and Chief Clinical Information
Officer for Lancashire Care NHS
Foundation Trust, died suddenly
following a myocardical infarction on 14
August.

BrAPP members and colleagues will
remember that Gurpal has assisted us in
delivering a wonderful bespoke two-day
Critical Appraisal Course for the past
four years.  This year he delivered the
first session to PGCPM delegates on 21
July.  He was his usual ebullient and
very amusing self. We will miss him

hugely.  For your interest we include
Gurpal’s own LinkedIn entry:

“I am a Consultant General Adult
Psychiatrist at the Royal Blackburn
Hospital. I am also the Deputy Medical
Director and Chief Clinical Information
Officer for Lancashire Care NHS
Foundation Trust.

Computing, programming and design
have been interests of mine since the
days of the ZX Spectrum and BBC
home computers in the 1980s.
Nowadays I'm into web design and
desktop publishing. Combined with my
interest in education, I have developed
an international reputation for providing
innovative and top quality training
materials in mental health and evidence-
based medicine. 

It started in 2000 with Superego Cafe,
the website for trainee psychiatrists, and
developed into revision courses for the
MRCPsych exams, continuing
professional development and critical
appraisal. In 2013 a new subsidiary, The
Critical Appraisal Company, was
launched to meet the demand for our
unique training approach in healthcare
organisations and the pharmaceutical
industry, not just in the UK but also
across the rest of Europe, the Middle
East and Australasia.

I'm always interested in new
opportunities so get in touch!”

Gurpal was born in 1971 in
Huddersfield, West Yorkshire. Following
his preliminary education in West
Yorkshire, he went on to read Medicine
at Girton College, Cambridge.  After
spending his initial clinical years at his
beloved Guys and St Thomas’ Hospital
London, Gurpal undertook his specialist
training in Psychiatry in the North West
of England. For the last eleven years he
has been Consultant General Adult
Psychiatrist, and of late he had been
awarded the position of Deputy Medical
Director and Chief Clinical Information
Officer at Lancashire Care NHS
Foundation Trust.
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Gurpal and his wife, Narinder, who he
met at school, have gained an
international reputation as medical
educators. As a couple they have
lectured in Australia, Singapore, India,
UAE, USA, Hong Kong, Japan, Thailand
and throughout Europe. Together, Drs G
S Gosall & N K Gosall have recently
published their fourth edition of their
textbook, A Doctor’s Guide to Critical
Appraisal, and work had already
commenced on the fifth edition.

Gurpal’s boundless energy and
enthusiasm touched many lives in his 45

years. His colourful personality, wit,
charm, intelligence and positivity has
left a lasting legacy, and he will be
sorely missed by everyone who knew
him.

This may give you a feel for his
commitment to the education of fellow
doctors as well as to his patients and
most importantly his family. A visit to
various training websites for
psychiatrists will reveal that we are not
alone in feeling the void created by his
death. Our thoughts are with Narinder
and their son, Dilip.
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CHERYL MERRIDEW AND DR ROBERT DEWDNEY
ON A MUCH more upbeat note, we say farewell to two stalwarts of the Cardiff
School of Pharmacy team who have featured in a number of people’s lives over the
years – Mrs Cheryl Merridew who you will remember worked for Profs David
Luscombe and Sam Salek back in the day when the Course was known as the
Cardiff Course.  She has been working for Dr Robert Dewdney, Director of
Education, who also retired at the end of August and was instrumental in revitalising
the PostGraduate Course in Pharmaceutical Medicine in Cardiff and has worked
tirelessly with BrAPP to produce an improved and more focussed curriculum.  We
thank them both for their positive interaction with BrAPP and its members and wish
them a fulfilled and busy retirement from academia.

Cheryl Merridew and Dr Robert Dewdney


