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Hellos and Goodbyes

First, to bring you up to date on changes in the team over the past
18 months...

Nurses

Sarah Cunningham joined the aHUS specialist
nursing team in May 2024, bringing a wealth of
experience. Sarah trained in Newcastle as a
children’s nurse and qualified in 2001. Her
background is: Staff Nurse on a children’s surgical

(._ D
ward (2001-2006); Children and Young People’s ﬁi

Specialist Nurse (Stoma and Urology) (2006-

2008); Children and Young People’s Specialist

Nurse (Gastroenterology and Nutrition) (2008-2016): Specialist
Community Public Health Nurse (Health Visitor) (2016-2024).

Sarah has worked extensively at a senior nursing level, managing
and co-ordinating the care of complex patients with ongoing health
conditions. She is passionate about the services in which she
works, the development of these services and quality improvement.
During her career, Sarah led the development and establishment of
a highly specialized multi-disciplinary Paediatric Parenteral and
Enteral Nutrition service and has led on the delivery of award
winning and published service improvements. We are looking
forward to utilising Sarah’s knowledge and experience in the
National aHUS Service, for the benefit of patients.

Doctors

Dr Patrick Walsh is a paediatric clinical lecturer at
the National Renal Complement Therapeutics
Centre. Dr Walsh graduated in Medicine and
Genetics from University of Leicester in 2013. He
was previously on the Academic Foundation
Programme at the University of Bristol and worked
as an Honorary Research Collaborator at the
Institute of Child Health & Great Ormond Street.
He moved to Newcastle in 2015 to take up an




Academic Clinical Fellow post at the NRCTC. He obtained his PhD
from the University of Newcastle in 2023 on the genetics of
Eculizumab resistant atypical haemolytic uraemic syndrome.

Service Manager

Lee-Ann Naidoo became our service manager over
a year ago. If you attended some recent patient
roadshows you may have met her. Lee-Ann has a
wealth of experience both inside and outside of the
NHS, and continues to help develop the aHUS
service and drive our team forwards.

Admin ’ '~' .

We welcomed Debs Beck into the service early
this year, and she is a fantastic addition to the
admin team. Some of you may have spoken with
her already!
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M | ast but certainly not least — our new mascot
joined the team. A warm hello to SeAmMHUS
who has been busy over recent months.

, You can follow him on X (formerly Twitter) to
keep up with his activities

@NationalaHUS

We said farewell to Gemma Allen, who worked in ﬁ
the aHUS service for 2.5 years, and left us to [+
become a Matron in Critical Care in Newcastle. b
This took Gemma back to her roots in critical care. |-
We thank Gemma for everything she did whilst
working in the aHUS Service — she certainly made
a huge contribution, and we miss her.




Meet the Rest of the Current Clinical and Admin Team

Consultants
Professor David Kavanagh

David Kavanagh is the Professor of Complement
Therapeutics at the NRCTC. Professor Kavanagh
is the clinical lead for the service.
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Professor Neil Sheerin

~ Neil Sheerin is the Professor of Nephrology
S ﬁ" at Newcastle University and a Consultant

' Nephrologist at the Freeman Hospital,
Newcastle upon Tyne. Professor Sheerin is
the Lead Clinician for transplant for the
NRCTC.

Dr Edwin Wong

Dr. Wong is a consultant nephrologist at
Newcastle upon Tyne Hospitals NHS Foundation
Trust. His time is divided between the National
Renal Complement Therapeutics Centre and the
Trust’s Renal Services. His main clinical role is
providing expert advice for the diagnosis and
management of atypical haemolytic uraemic
syndrome (aHUS) and C3 glomerulopathy (C3G)
nationally.




Dr Emma Montgomery

Dr Montgomery is a Consultant Nephrologist
based at the Freeman Hospital and National
Renal Complement Therapeutics Centre.
Her interests include renal transplantation,
advanced chronic kidney disease manage-
ment and nephron-oncology.

Dr Sally Johnson

Dr Johnson is a paediatric renal Consultant
Nephrologist and leads the aHUS service from a
paediatric perspective.

Dr Michal Malina

Dr Michal Malina is a consultant for paediatric
nephrology at Newcastle upon Tyne Hospitals
NHS Foundation Trust where his time is divided
between the National Renal Complement
Therapeutics Centre and Paediatric Services.




Nursing Team

Christine Maville

Having worked with us for over four years,
Christine has very recently been promoted into
a new role as a Nurse Consultant in the service.
She will continue to lead the aHUS nursing
service.

Claire Turnbull

Claire is a clinical nurse specialist who has been
with the aHUS team for 3.5 years now.

Admin Team
Sarah Winn

Sarah leads the admin team, and has worked in
the service for nearly 5 years.

d Diane Castledine

Diane joined our team almost 2 years ago, and is
a valued member of the secretarial team.




Introduction of Biosimilar Eculizumab

“Biosimilar” eculizumab became available earlier in 2024.

Soliris is the brand name of the original form of eculizumab (made by
Alexion Pharmaceutical Company). Soliris is classed as a biologic
medicine. Biologics are complex medicines made from a biological
source such as living cells, rather than being synthetically
manufactured.

As well as their use in aHUS, biologics are widely used to treat a
variety of conditions such as some kidney diseases, arthritis and other
auto-immune diseases.
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What is a biosimilar medicine?

Some patients with aHUS on treatment, are currently receiving the
original form of eculizumab. Eculizumab is a biologic medication, which
blocks a part of the immune system known as complement in order to
prevent damage to the kidney.

“Biosimilar” eculizumab is currently made by two manufacturers. Their
products are very similar to Soliris, and were approved by the
Medicines and Healthcare Regulatory Authority (MHRA) for use in
aHUS earlier this year.

Every new biosimilar Eculizumab must work in the same way as the
original eculizumab, Soliris. There are strict rules to make sure
biosimilars are clinically effective and of a high quality. Biosimilar
eculizumab products from different companies were tested in
patients with another condition where Soliris is used and were
demonstrated to be as safe and effective.

What are the benefits of biosimilars?

All medicines made by pharmaceutical companies have a patent
that lasts a number of years. While the patent lasts, only the
company who originally made the medicine is allowed to sell it.




When patents on biologics expire, other pharmaceutical
companies can make biosimilars - and these are gradually
becoming available to the NHS.

The original product can be very expensive. Biosimilars are less
expensive to develop, and lead to significant cost savings for the
NHS.

Biosimilars have been used successfully across the NHS in
recent years for lots of medical conditions.

Biosimilars have been used successfully across the NHS in
recent years for lots of medical conditions.

What this means for patients in England on Soliris

Some patients have already been switched from the original form of
eculizumab, Soliris, to a biosimilar form of eculizumab. Others may be
approached by their local kidney teams over the next few months
about the possibility of switching over.

What this means for patients in Scotland on Soliris

The position for aHUS patients in Scotland who are being treated with
the original form of eculizumab seems to vary from region to region in
terms of whether biosimilars will be mandated. There is not a
centralised approach to this in Scotland.

What The National aHUS Service has done in relation to the introduction
of biosimilar eculizumab

Our service has worked with local kidney teams across England in
relation to this over recent months, and ensured that regular
communications have been sent out to clinical teams with aHUS
patients to give them up-to-date information, and mapping out the
processes for patients to switch to a biosimilar if the patients are happy
to be switched.

We have also worked very closely with the two drug manufacturers of
biosimilar eculizumab to advocate for the needs of our aHUS patients.
Our aim is to ensure they have a good understanding of the needs of
aHUS patients an can mirror the processes we have already put in
place through homecare companies looking after our patients.
Homecare for patients on Soliris has been funded by Alexion, and they
had agreed to add processes to the homecare package that benefit




aHUS patients. These processes, which the biosimilar manufacturers
have also agreed to, include:

Continuing to be able to monitor annual meningococcal titres
when having homecare infusions

Continuing to be able to monitor the re-measurement of
meningococcal titres after a booster to assess response, when
having homecare infusions

Continuing to be able to monitor anti-factor H autoantibodies in
the patient group who have been positive in the past, who
receive the drug via homecare

Drug procurement for urgent and non-urgent situations —ensuring
they have robust processes in place to meet the needs of aHUS
patients

We have worked closely with the manufacturers to map out the
practicalities regarding switching patients from original eculizumab to a
biosimilar eculizumab.

This work includes:

Asking the manufacturers of biosimilar eculizumab to produce a
range of information for patients and clinicians, including:
explaining what biosimilar medicines are; procuring drug;
practical guides to switching patients etc. All this information can
be found on our website https://www.atypicalhus.co.uk/switching-
patients-to-biosimilar-eculizumab/

Co-ordinating with homecare companies

Linking in with clinicians, pharmacists and high-cost pharmacists
across England to ensure a co-ordinated approach

Dissemination of information about the introduction of biosimilar
eculizumab to the National Renal Pharmacy Network

Updated our website to host information about biosimilar
eculizumab that can be used as a resource for local kidney
teams if patients are switched to biosimilar eculizumab https://
www.atypicalhus.co.uk/switching-patients-to-biosimilar-
eculizumab/

If you would like to discuss this with our service please get in touch with
us via email on atypical.hus@nhs.net or telephone 0191 282 0385.




Drug availability for patient pre-approved to receive
eculizumab at the point of kidney transplantation

Some patients need to start on eculizumab therapy at the time of
kidney transplant, and the first dose has to be given just before the
new kidney is transplanted.

In the past, transplant centres with patients pre-approved to received
eculizumab at the point of transplantation could struggle to get a
supply of the drug at short notice. This is because the drug companies
must adhere to MHRA regulations, including having assurance that
strategies were in place to reduce the meningococcal risk for that
patient.

To get around this problem, some hospital
pharmacy teams bought in a supply of
eculizumab for the patient, at risk of it being ¢
wasted if a transplant did not go ahead and P
the drug expired. Given the high cost of P eybpiomned
the drug, this had significant implications %f
for their drug budgets. Other pharmacy ==
teams relied on the hope of getting the drug |
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To overcome this, the aHUS Nurses worked closely with Alexion (the
drug company who manufacture eculizumab) to share the problem and
discuss possible solutions. As of December 2022, Alexion now offer a
formal process that allows a transplanting centre to purchase the first
two doses of eculizumab on a named-patient basis in advance of the
drug being required. Then, if the drug is not used for that particular
patient before expiry (because the patient was not transplanted within
that timeframe), Alexion will provide replacement stock without further
charge.

We have recently worked with the manufacturers of
biosimilar eculizumab to offer the same process as
Alexion.

This is a very positive step for this group of patients,
because the new process allows the transplant centre
to hold the drug for the patient on a “just in case” [of
transplant] basis, meaning the right drug is available at
the right time to the right patient. It has the added
benefit that there are no financial penalties to the
transplant centre in ordering the drug for the pre-
approved patient and it also saves a lot of money for
the NHS.

= ¢¥ £

Patients requiring pre-emptive eculizumab who are called up for kidney transplant now have access to
eculizumab on a named-patient basis.




Nursing Awards

Centralising the meningococcal titre monitoring

We recommend annual titre measurement for meningococcal
serotypes C, W and Y. The rationale for this is to identify patients
whose titres are considered to be below the protective range and offer
them meningitis booster vaccinations. We hope that by offering a
booster, immunity may be enhanced to help reduce the patient’s risk of
contracting meningitis on eculizumab or ravulizumab.

Since 2021 we have adopted a centralised approach to meningococcal
titre monitoring for patients on eculizumab and ravulizumab, building
on our previous processes where local teams were expected to
arrange blood tests following our meningococcal titre
recommendations.

Our centralised approach has streamlined the process and at the
consultation stage involved all of the relevant stakeholders. Patients
have told us that this has reduced the number of healthcare
interventions they require because blood samples can now be
obtained during their infusion appointments, instead of as a separate
appointment.

The aHUS specialist nurses won The Nursing Times Award in the
Patient Safety Improvement category.

The ‘Patient Safety Improvement’ category sought nominations of
initiatives which could show how they have addressed factors known
to place patients at risk with clear demonstrations of improvements in
patient safety. This much coveted award recognises our initiative ‘A
collaborative model of meningococcal vaccination response monitoring
for patients receiving complement inhibition‘, which seeks to enhance
effective monitoring to help prevent potentially life-threatening
infections caused by a known side effect of eculizumab and
ravulizumab.

The intention of the initiative — designed, led, implemented, and
audited by the aHUS nurses — was to improve the percentage of
patients undergoing an annual blood test to measure protection
against meningitis.




We established new collaborative pathways whereby a blood sample
for titres could be taken alongside the patient’s infusion at home which
has significantly increased uptake (from 57% to 97%) and
consequently improved patient safety by reducing their risk of
contracting meningococcal infection.

Ecu given )
at home &
sample taken
Safe box to Sample sent to
patient reference lab

< >

Review Titres
results & measured
action

Results to
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Diagram showing the process to monitor meningococcal (and factor H
autoantibodies) via homecare.




The Nursing Times Awards judges said, “the Newcastle atypical
haemolytic uraemic syndrome (aHUS) service clearly described how
current approaches to effective monitoring did not work for this rare
disease in a complex health landscape. “The team recognised a gap in
local management and put in place a new national collaborative
pathway involving patients, multiagency partners including health,
home care providers, independent sector, and pharma to reduce risk
which has significantly improved patient safety.”

For the same work, we were shortlisted for “Acute sector innovation of
the Year” at the Health Service Journal 2023 awards

Left to right: Lee-Ann Naidoo, Professor Neil Sheerin, Sarah Winn, Dr
Emma Montgomery, Christine Maville, Professor David Kavanagh




Visitors to Our Service

This year the National Renal Complement Therapeutics Centre
welcomed Smeeta Sinha, the National “Renal Tsar”. It was a great
opportunity for the service to discuss our clinical practice with
Professor Sinha, and share our recent developments and the
continued quest to improve our patients’ experience.

The Newcastle upon Tyne Hospitals

NATIONAL

RENAL
ik
CENTRE

Left to right: Gemma Allen, Christine Maville, Lee-Ann Naidoo, Profes-
sor David Kavanagh, Professor Smeeta Sinha, Professor Neil Sheerin,
Dr Edwin Wong

International Visitors

The NRCTC has hosted visits from several prominent European
nephrology leaders and HUS experts. Over the past 18 months we
hosted Dr. Kathleen Claes, head of the Belgian Renal Association;
Professors Nicole van de Kar and Jack Wetzels from the Dutch
National aHUS Service; Dr Kati Kaartinen from Helsinki, Finland, and
Dr Anuja Java, from Washington University School of Medicine in St
Louis, USA.
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Dr Kathleen Claes, from
Leuven, Belgium,
speaking at the NRCTC

From left to right:

Christine Maville, Professor
David Kavanagh, Dr Kati
Kaartinen (Consultant
Nephrologist from Helsinki,
Finland), Dr Michal Malina,
Professor Neil Sheerin

Dutch aHUS Service,
visiting NRCTC
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Professor Anuja Java — June
2024, talking about
complement mediated
diseases — the US
experience




Education

Improving Clinician Knowledge

The team at the NRCTC is committed to improving clinician knowledge
to enhance patient care. As part of this programme, we have delivered
virtual and in person lectures to thousands of delegates across local,
national and international platforms.

Edwin at the World Congress
Nephrology 2023
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Professor Sheerin chairing a
session at UK Kidney Week,
Edinburgh, 2023

vm THE 29" INTERNATIONAL
PICW 2023N  COMPLEMENT WORKSHOP 2023

EWCASTLE -

NEWCASTLE, UK | SEPTEMBER 2023
ICW 2023 | Friday 01 - Tuesday 05 September
Teaching day | Thursday 31 August




That Newcastle was chosen to host the ICW 2023 owes much to the ini-
tial work of the NRCTC’s Professor Tim Goodship, who defined the role
of complement in aHUS, which ultimately led to the successful introduc-
tion of Eculizumab into clinic practice.

This work spawned the next generation of complement researchers cur-
rently investigating a broad range of complement mediated diseases in
Newcastle. This critical mass of complement researchers made Newcas-
tle a logical choice for the meeting. With 400 delegates from more than
30 countries representing Healthcare, Academia and Pharma, the ICW
proved a truly international forum to drive research and innovation into
therapies aimed at diseases driven by the complement system. The
NRCTC was delighted to welcome the complement world to our home
city of Newcastle in 2023 and we believe the collaborations fostered dur-
ing this meeting will further drive complement therapeutics in the clinic.

Other conferences our team have talked at include the following:

. Dr Michal Malina — speaking at The First State Conference on
Paediatric Nephrology (Patna, India, March 2023)

. Professor David Kavanagh — talking at The Renal Pathology
Meeting (June 2023, Liverpool)

. Dr Michal Malina — speaking at European Society for Paediatric
Nephrology, Paediatric Kidney Week (Vilnius, Lithuania, Sept
2023)

. Professor David Kavanagh — talking at La Society Quebec de
nephrology Meeting (October 2023)

. Professor David Kavanagh, Professor Neil Sheerin and Dr Vicky
Brocklebank — all gave talks at the International Society of
Nephrology, Kidneycare aHUS International Forum (Prague,
December 2023)

. Professor David Kavanagh — speaking at RSM Frontiers in
Glomerulonephritis (January 2024)

. Professor David Kavanagh — discussed thrombotic
microangiopathies (Riyadh, Saudi Arabia, February, 2024)




. Dr Sally Johnson spoke at British Association of Paediatric
Nephrology - aHUS in children: Recent experience from the UK
(Oxford, March, 2024)

. Professor David Kavanagh and Dr Edwin Wong both spoke at
the European Renal Association — (Stockholm, May 2024)

. Dr Michal Malina spoke at the Complement Masters in Nephrol-
ogy — aHUS and Beyond conference (Warsaw, June 2024)

* Professor David Kavanagh — overview of genetic diagnosis in
aHUS — ALANEPE.ORG, a webinar series for South American
countries (June, 2024)

. Professor David Kavanagh, Professor Neil Sheerin and Dr Vicky
Brocklebank — all gave talks at UKKW (Edinburgh, June 2024)

Professor David
Kavanagh speaking at
the European Renal
Association,
Stockholm, 2024
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Professor Neil Sheerin speaking at the
International Society of Nephrology,
Prague, December 2023




Awards of PhDs

Congratulations to Dr Vicky Brocklebank who successfully completed
her PhD in July 2024 — her Viva was assessed by Professor Fadi
Fakhouri and Professor Nicole van de Kar. Dr Brocklebank’s seminal
work was published in Blood in October 2023 — her research looked at
Atypical Haemolytic Uraemic Syndrome (aHUS) in the Era of Terminal
Complement Inhibition.
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Congratulations also to Dr Kate Smith-Jackson who was awarded her
PhD in June 2024 — her work was on translational models in aHUS.

Left to right: Professor
Kevin Marchbank,
Professor Anuja Java,
Dr Kate Smith-Jackson,
Dr Elena Goicoechea
De Jorge and Professor
David Kavanagh




Nurse Education

The aHUS nursing team continue to offer national teaching for all
homecare nurses who provide care to aHUS patients and administer
infusions of Eculizumab and Ravulizumab to patients across the UK
within the home. The sessions cover the pathophysiology of aHUS,
treatments, patient safety, escalation and red flags as well as a Q&A
session.

We teach a range of nurses working for all different homecare
companies, and have provided some education to a new homecare
called “HealthNet” — who provide a service for some patients receiving
biosimilar eculizumab.

X

(formerly known as Twitter)

Our service is active on X, and we use this platform to share
information about what we are doing, including seAmHUS’ activities!

We have two accounts;
One for the National aHUS Service - @NationalaHUS

The second is in relation to the aHUS Nurses - @aHUSnurses




Online NRCTC

One of our key remits is to provide high quality advice to patients and
clinicians about aHUS and C3G.

Our website (http://www.atypicalhus.co.uk/) provides a hub of
information and advice for patients and clinicians. For our patients,
previous news and events can be viewed, as well as content and
videos to explain about aHUS and STEC-HUS. There is a dedicated
section for patients.

Screenshot
from NRCTC
website.

The website was updated in
2023 following engagement
with patient and clinician

partners.




Patient Roadshows

The NRCTC continues to offer twice yearly Patient Roadshows across
different venues across England and Scotland.

Over the past 18 months, we have hosted Roadshows in:

York — May 2023

Bath — November 2023

London — May 2024

Manchester — planned for November 2024

These roadshows offer a mixture of educational talks given by the
Newcastle team, and the ability for aHUS patients to meet and talk to
one another.

We welcome all family members to attend these roadshows, and can
support with travel costs (and accommodation if it is not possible to
travel there and back home in one day).

We always get amazing feedback from these days, and would love to
see as many of you as possible in Manchester in November 2024!

Aftendees at the Patient Roadshow in London
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The Newcastle upon Tyne Hospitals
NHS Foundation Trust

CONTACT INFORMATION

National aHUS Service
Newcastle upon Tyne
Hospitals NHS Trust
Building 26
Royal Victoria Infirmary
Queen Victoria Road
Newcastle upon Tyne
NE1 4LP
Tel 0191 2820385

Nurse Specialists
ahus.nurses@nhs.net
Tel 0191 2825098



