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CLINICAL GUIDELINE TITLE Alemtuzumab (LEMTRADA®) ¥ IV — Use in the Treatment of
Multiple Sclerosis in Adults

1) SUMMARY
A guideline for the use of intravenous (IV) alemtuzumab in adult Multiple Sclerosis (MS) patients.

2) INTRODUCTION
Alemtuzumab is recommended as a single disease modifying therapy (DMT) in adults with highly active
relapsing remitting multiple sclerosis (RRMS) for the following patient groups:

« Patients with highly active disease despite a full and adequate course of treatment with at least one
DMT), OR

« Patients with rapidly evolving severe (RES) RRMS, defined by two or more relapses in the previous
year, and baseline MRI evidence of disease activity

In May 2014, NICE published original guidance (TA312) recommending alemtuzumab as an option for
treating adults with highly active RRMS (National Institute for Health and Care Excellence, 2024). However,
in January 2020, a European Medicines Agency (EMA) safety review was finalised, resulting in a change to
the alemtuzumab (LEMTRADA®)VY marketing authorisation indications and warnings, and recommended
restrictions on its use. The review concluded that serious cardiovascular reactions can rarely occur within 1
to 3 days of alemtuzumab infusions in people without any identifiable risk factors. Reactions included
myocardial ischaemia, cerebral haemorrhage, arterial dissection of the cervicocephalic arteries, pulmonary
alveolar haemorrhage, and non-immune thrombocytopenia (European Medicines Agency, 2020).

The review also found unpredictable and potentially fatal immune-mediated reactions could occur within
months and up to at least 4 years after treatment with alemtuzumab. Reactions included autoimmune
hepatitis, haemophagocytic lymphohistiocytosis, and acquired haemophilia A. The review also identified
serious cases of Epstein-Barr virus reactivation reported after treatment, including hepatitis. Some patients
developed more than one autoimmune disorder following treatment (European Medicines Agency, 2020).

The EMA review was shortly followed by a Medicines and Healthcare products Regulatory Agency (MHRA)
Drug Safety Update, which applied restricted indications for the use of alemtuzumab in the UK, as well as a
an updated risk management programme (Medicines and Healthcare products Regulatory Agency, 2020).
These indications have since been reviewed further by NICE in May 2024, and are reflected above in
accordance with the current version of NICE guidance TA312. These changes addressed concerns raised
by the clinical community and company that the previously used definition of RES was overly restrictive. This
is because the requirement for 2 MRI scans places significant burden on a limited diagnostic and monitoring
resource. The wording has now been changed to better reflect clinical practice (National Institute for Health
and Care Excellence, 2024).

Alemtuzumab is a humanised anti-CD52 monoclonal antibody with selective immunodepletive effects on
circulating T- and B-cells, which leads to a distinctive pattern of re-population in these cells (Sanofi, 2024).
The way in which alemtuzumab slows the decline of active RRMS is not fully understood. However, it is
suggested that the depletion and repopulation of B- and T-cells may account for its immunomodulatory effect
(Sanofi, 2024).


https://www.gov.uk/government/organisations/medicines-and-healthcare-products-regulatory-agency
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3) DEFINITIONS

MS = multiple sclerosis

RRMS = relapsing-remitting multiple sclerosis
DMT = disease modifying therapy

HBVCcAb = hepatitis B core antibody

HBVsAg = hepatitis B surface antigen
HCVADb = hepatitis C antibody

4) SCOPE

The scope of this guideline is to provide a prescribing and screening support tool for use only by appropriate
registered healthcare professionals working within the neurology speciality. It should be used in conjunction
with the full Summary of Product Characteristics (SmPC) for LEMTRADA®Y .

5) FULL GUIDELINE
5.1 General Principles:

Alemtuzumab treatment should be started and monitored by a neurologist experienced in the treatment of
multiple sclerosis in a hospital with immediate access to specialists and equipment required for the diagnosis

and management of adverse reactions, including intensive care facilities.

Patients will be admitted to the ward on the morning of their planned infusion. In these treatment years,
patients will have pre-dose tests completed and receive the infusion once these results are confirmed in the
afternoon.

In year 1, patients must stay overnight. At year 2, if deemed clinically and geographically appropriate by the
MS team, patients may be able to attend daily for the infusion. Patients require 2 hours of monitoring after
the alemtuzumab infusion is complete; this applies to year 1, 2, and 3 patients, on the last day of their infusion.

5.2 Contraindications:

Alemtuzumab is contraindicated in patients with:
e Severe active infection (i.e. requiring inpatient admission/IV antibiotics) until complete resolution
e Uncontrolled hypertension
e A history of arterial dissection of the cervicocephalic arteries
e A history of stroke
e A history of angina pectoris or myocardial infarction
e Clotting abnormalities including treatment with antiplatelet or anticoagulant therapy
e Autoimmune diseases (apart from multiple sclerosis)
o Hypersensitivity to the active substance, or any of the excipients
e Human immunodeficiency virus (HIV) infection

Monitor patients:

e Closely before, during, and after alemtuzumab infusions for cardiovascular reactions and non-
immune thrombocytopenia

e For autoimmune disorders for at least 48 months after the last infusion. Some autoimmune
reactions have been reported after this routine monitoring period (see Section 5.10).
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5.3 Screening and Baseline Investigations

Provide clinical screening for infection prior to infusion

o If signs of severe active infection/s, delay treatment until infection/s resolved completely
Screening for hepatitis B and C is recommended before commencing treatment; check HBsAg,
HBcAb, and HCVADb. For guidance on hepatitis risk, please refer to the ‘Hepatitis B Screening and
Prophylaxis for Patients Prescribed Immunosuppressive Therapy (IST)’ guideline (located on the
Intranet)
Tuberculosis (TB) screening is required (TB Elispot/Quantiferon assay); all patients should be
evaluated for active or latent tuberculosis before starting alemtuzumab treatment

o Patients who have an indeterminate TB Elispot or borderline Quantiferon assay should have
this repeated prior to starting alemtuzumab. For patients who have:

a) A reactive TB Elispot / two indeterminate results, OR
b) A positive Quantiferon / two borderline results

A chest X-ray and clinical TB assessment should be undertaken. A chest X-ray up to 3
months prior is acceptable, provided the patient is clinically stable (no history of chronic
chest infection/s or history of exposure to pulmonary tuberculosis). A referral to the TB team
should be made.

o Re-screen only with a chest X-ray at year 2 and 3 if there has been a change in clinical
circumstances (i.e. travel to high-incidence country, TB contacts, chronic respiratory
symptoms)

o Please refer to Appendix C of the TB Screening for Targeted & biologic Agents: Prescribing
including Anti-Tumour Necrosis Factor drugs, (which can be found on the intranet)

o Patients with latent TB should be given information on what this means

Patients should be tested for antibodies to the varicella zoster virus (VZV) and vaccination of VZV
antibody-negative patients should be considered 6 weeks before starting treatment with
alemtuzumab

Urinalysis with microscopy

Pregnancy test (in women of child-bearing potential)

HIV serology

Human papillomavirus (HPV) screening should be carried out in female patients annually and in
accordance with national guidance. In patients with active infection, a delay in initiation of
alemtuzumab treatment should be considered until the infection is fully controlled. Ensure the GPs
is aware of this guidance

Baseline electrocardiogram (ECG) prior to each infusion

Blood pressure and heart rate (baseline and at minimum every hour during the infusion)
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Table 1: Summary of Screening Tests Required Prior to Each Treatment Course

Screening Test

Baseline
Required result before
initiation*

Year 2 onwards
Required result before
subsequent doses*

Monthly bloods
Required result monthly
for 48 months after last
infusion*

Full blood count
(FBC)

platelets >130 x 10%/L
lymphocytes >0.8 x 10%/L

platelets >130 x 10°%L
lymphocytes >0.2 x 10%/L

TB risk Clear of risk of developing N/A
assessment B

TB Elispot for Only needed if history of

immunocompromised travel, known TB contact,
Interferon- patients: non-reactive chronic respiratory
Gamma Release symptoms etc. N/A
Assays (IGRASs) Quantiferon assay for non-

immunocompromised

patients: negative

Clear/no infections 6 Year 2 - only needed if
Chest X-ray months prior to first dose history of trave_l, known TB N/A

contact, chronic
(year 1) )
respiratory symptoms etc.

Hepatitis B virus
surface antigen
(HBVsAg) AND Confirm no risk or

Negative exposure since last N/A
Hepatitis B virus screening test results
core antibody
(HBVCcAD)
Human Confirm no risk or
immunodeficiency . exposure in the last 6
virus (HIV) Negative months (e.g. unprotected N/A
serology sex)

Positive (> 150 mIU/mL) If
Varicella zoster negative consider giving a | Not required (confirmed at N/A
1gG (VZV IgG) full vaccination course, as | year 1)

described in Section 5.12

In range: In range: In range:

platelets >130 x 10°/L
lymphocytes >0.2 x 10%/L

and heart rate

LFTs In range (LFTs <3x ULN) [ Inrange (LFTs <3x ULN) | Inrange (LFTs < 3x ULN)
Creatinine In range In range In range
UIIEIE RME In range In range In range
tests (TFTs)

Urinalysis Negative Negative Negative
Pregnancy test

gr?il\g%rggﬂng Negative Negative N/A
potential)

HPV screen Negative Negative N/A
ECG Normal Normal N/A
SEE EIreesire In range In range N/A

*If results are out of range, please contact the MS service for advice.
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The recommended dose of alemtuzumab is 12 mg/day administered by intravenous infusion for the following
treatment courses:

1. Initial treatment course (Year 1): 12 mg/day for 5 consecutive days (60 mg total dose)

2. Second treatment course (Year 2): 12 mg/day for 3 consecutive days (36 mg total dose)
administered 12 months after the initial treatment course

3. Third treatment course (Year 3)*: 12 mg/day for 3 consecutive days (36 mg total dose)
administered 12 months after the prior treatment course

*If needed, a third or further treatment course can be offered at the discretion of the MS multi-disciplinary
team (MDT).

Missed doses should not be given on the same day as a scheduled dose. If a dose is given late in the day,
the subsequent doses can be shifted by 2 hours each day to bring the dose forward (this allows for the
monitoring and discharge to be completed earlier on the last day of the infusion).

5.5 Irradiated Bloods

As per the British Society for Haematology (BSH) guidelines, irradiated bloods are no longer recommended
for patients who have received alemtuzumab for MS, at the licensed dose for this indication. Patients who
have received the licensed dose of alemtuzumab for MS are not considered ‘at risk’ for graft versus host
disease (GvHD) and there are no associated case reports of this (Foukaneli et al., 2020).

5.6 Pre-medications and Supportive Medications

Prescribe:
Methylprednisolone IV 1000mg once only (on the first three days of each alemtuzumab course).

Patients should be pre-treated with corticosteroids 30 minutes prior to alemtuzumab administration on each
of the first 3 days of any treatment course.

Prescribe:

Oral prophylaxis for herpes infection;

Aciclovir 200mg orally twice a day, to begin on the first day of each alemtuzumab course and for 28
days following treatment, then as per clinical decision based on individual patient risk.

Note: at least 28 days’ supply needs to be prescribed on the discharge summary.

This should be administered to all patients starting on the first day of each treatment course and continuing
for a minimum of 28 days following treatment with alemtuzumab.

Prescribe:

Co-trimoxazole 480mg orally twice daily, three times per week (e.g. Mon/Wed/Fri), to begin on the first
day of each alemtuzumab course and for 28 days following treatment, then as per clinical decision
based on individual patient risk, in accordance with ABN guidance (Coles et al., 2017).

Note: at least 28 days’ supply needs to be prescribed on the discharge summary.

If allergic to co-trimoxazole, give amoxicillin 500mg TDS during infusions and for 28 days at discharge.
If allergic to both co-trimoxazole and amoxicillin, contact infectious diseases/microbiology team.

Oral prophylaxis for listeria infections should be administered to all patients starting on the first day of each
treatment course and continuing for a minimum of 28 days following treatment with alemtuzumab.
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Prescribe:
Pre-treatment with gastro-protection, antihistamines and/or antipyretics prior to each alemtuzumab infusion
may also be considered if indicated:

Omeprazole 20mg orally once every morning for gastro-protection whilst on methylprednisolone
Cetirizine 10mg orally once a day (to be given 30 minutes pre-infusion)

Paracetamol 1g orally four times a day regularly, or as required

Ondansetron 4mg orally/IV three times a day as required (please check the patient does not have
a history of QTc-interval prolongation and/or cardiac arrhythmias — see the MHRA alert for full details
(Medicines and Healthcare products Regulatory Agency, 2014). Use with caution or use an alternative
antiemetic where ondansetron is contraindicated).

O O O O

5.7 Administration

Alemtuzumab must be diluted in 100 mL of 0.9% sodium chloride solution for infusion or 5% glucose solution
for infusion prior to IV infusion. The infusion solution should be administered via intravenous administration
over 4 hours. If the infusion is not well tolerated, the infusion duration may be extended. Do not infuse if
particulate matter is present or the concentrate is discoloured.

The infusion bag needs to be protected from light for the duration of the infusion. Red light-protective bags
can be ordered from pharmacy stores (request ‘KABI RED LIGHT PROTECTIVE BAG’).

Observation for infusion reactions is recommended during and for 2 hours after an alemtuzumab infusion.
For the management of infusion-associated reactions, hypersensitivity and/or anaphylactic reactions, see
Section 5.10.

During the infusion:

e Continuously monitor patients clinically
¢ Record blood pressure and heart rate continuously, or at least every hour
o Discontinue the infusion if the patient develops adverse reactions such as anaphylaxis or
major cardiovascular or haemorrhagic events

After completing alemtuzumab infusions:

e Monitor patients for infusion reactions for at least 2 hours; consider hospital admission for any patients
developing a serious adverse reaction and continue observing them until it has resolved

o Discuss the risk of delayed infusion-associated reactions with patients (see Section 5.10) and advise
them to seek urgent medical care if they experience any possible symptoms or signs

e Check platelet counts immediately after finishing treatment on days 3 and 5 of the first infusion
course and on day 3 of any subsequent course. Clinically significant thrombocytopenia should be
monitored until it resolves and consider referring to a haematologist for advice on management.

Patients should be monitored for early signs of autoimmune disorders until at least 48 months after the last
dose of alemtuzumab. Patients should be told that more than one autoimmune disorder could develop and
that autoimmune conditions have been reported after this routine monitoring period (see Section 2).

5.8 Storage

Store in a refrigerator (2°C - 8°C). Do not freeze.
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5.9 Follow-up of Patients

Alemtuzumab therapy is recommended initially as two treatment courses, with safety netting and follow-up
of patients from initiation of treatment and until 48 months after the last infusion.

Patients treated with alemtuzumab must be given:

The package Patient Information Leaflet (PIL)

The Patient Alert Card,

The Patient Guide

The trust PIL on ‘Eating while on alemtuzumab (LEMTRADA®) treatment: reducing the risk of
listeriosis’

5. ’to reinforce the advice given at pre-assessment (available on the Intranet / via the MS Service)

PR

Patients must be informed about and understand the risks of serious autoimmune disorders, infections and
malignancies, and the measures to minimise risks (e.g. watching for symptoms, carrying the Patient Alert
Card and the need to commit to periodic monitoring for 48 months after the last treatment). Patients need to
be informed of the cardiovascular and autoimmune serious risks and revised monitoring requirements.

5.10 Monitoring

The risk of autoimmune-mediated conditions may increase during treatment, including immune
thrombocytopenic purpura (ITP), thyroid disorders, nephropathies, and cytopaenias. Patients should be
monitored throughout the course of treatment, as well as at periodic intervals for 48 months following the last
treatment course of alemtuzumab, in order to monitor for early signs of autoimmune disease (consult the
SmPC for further information). Patients with previous/current autoimmune conditions (other than multiple
sclerosis) should be treated with caution.

Table 2: Summary of Conditions Requiring Monitoring and the Associated Monitoring Requirements
Condition Activity Timing

Immune Thrombocytopenic | Full blood count
Purpura (ITP) (FBC)

Monthly until 48 months

Before initiating alemtuzumab . .
after last infusion

Nephropathies (including
anti-glomerular basement
membrane disease)

Monthly until 48 months

Serum creatinine . .
after last infusion

Before initiating alemtuzumab

Nephropathies (including
anti-glomerular basement
membrane disease)

Urinalysis with
microscopy

Monthly until 48 months

Before initiating alemtuzumab . .
after last infusion

Thyroid function
tests (including
thyroid stimulating
hormone)

Every 3 months until 48

Before initiating alemtuzumab ) .
months after last infusion

Thyroid disorders

GP to complete

cervical screen Before initiating alemtuzumab

Cervical HPV infection and Annually (and in line with

cervical dysplasia,
anogenital warts

(including HPV
screen) at least
annually

(and in line with national
guidance)

national guidance)
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Inpatient monitoring:
Take bloods on day 1, pre-infusion (FBC, U&Es and LFTs).

Year 1: Repeat on day 5 (or earlier if clinically indicated).
Year 2: Repeat on day 3 (or earlier if clinically indicated).
Year 3: Repeat on day 3 (or earlier if clinically indicated).

Platelets (135-400 x 10%L):
If platelets are out of trust range, the patient needs to have 2-weekly blood tests (not monthly). If Platelets
are < 130 x 10°L, hold the dose and contact the consultant or MS nurse.

ALT (0-40 u/L):
If ALT is > 3x the upper limit of normal, hold the dose and contact the consultant or MS nurse.

Lymphocytes (1.1-3.6 x 10%L):
If lymphocytes are < 0.8 x 10%L prior to giving the first dose of alemtuzumab, contact the consultant or MS

nurse (as this will need investigation). Note - After the first dose, you would expect the lymphocytes to drop.

If the lymphocyte count falls <0.5 x 10%L during the post-infusion monitoring phases, actively monitor for
infection and initiate anti-infective treatment accordingly. If the lymphocyte count falls <0.2 x 10°%L consider
prescribing further anti-herpes prophylaxis with aciclovir 200-400mg QDS. Continue to monitor lymphocyte
counts monthly until >0.2 x 10%L and in accordance with the monitoring requirements in Table 2.

Thyroid Function Tests (TFTSs):
If there are any abnormalities on the pre-screening bloods, hold the dose, as this will need investigating by
an MS consultant.

CRP (0-5 mg/L):
Changes in CRP are likely to happen due to an autoimmune response. Provided the baseline is normal and
the patient is clinically asymptomatic, treatment can be given. If concerned, contact the consultant or MS
nurse to discuss.

5.11 Adverse Events and Infusion-Associated Reactions

Mild-moderate infusion-associated reactions can occur during and/or up to 24 hours after alemtuzumab
administration and often include headache, rash, pyrexia, nausea, urticaria, pruritus, insomnia, chills,
flushing, fatigue, dyspnoea, dysgeusia (altered taste), chest discomfort, generalised rash, tachycardia,
bradycardia, dyspepsia, dizziness, and pain.

Infusion-associated reactions are more common in treatment year 1 than in subsequent years.

Serious infusion-associated reactions are less common, but can include severe headache, pyrexia, urticaria,
tachycardia, atrial fibrillation, nausea, chest discomfort, and hypotension.

Life-threatening infusion-associated reactions and adverse events (e.g. anaphylaxis, myocardial ischemia,
haemorrhagic stroke, cervico-cephalic arterial dissection, and pulmonary alveolar haemorrhage) may initially
appear similar to clinical manifestations of other infusion-associated reactions, but are typically more severe.

Timely administration of pre-medications (see Section 5.6) will reduce or prevent infusion-associated
reactions. Observation for infusion reactions is recommended during and for 2 hours after an alemtuzumab
infusion.In the event of life-threatening infusion-associated reactions or adverse events, discontinue the
infusion immediately and seek medical assistance. For serious infusion-associated reactions, consider
pausing the infusion and offer symptomatic management, restarting only after a doctor’s review. For mild-
moderate infusion associated-reactions, consider extending the infusion duration.
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Rash:
This is to be expected, however if accompanied with shortness of breath, hold the dose and contact the MS
nurse or consultant.

Adult Onset Still's Disease (AOSD):

AOSD is a serious, rare inflammatory condition that requires urgent evaluation and treatment. Symptoms can
include fever, arthritis, rash and leukocytosis in the absence of infections, malignancies, and other rheumatic
conditions. Consider interruption or discontinuation of alemtuzumab infusions if AOSD cannot be ruled out.

Alert all patients receiving alemtuzumab to the signs and symptoms of serious adverse reactions that may
occur within a few days of an infusion, and to seek urgent medical attention if they develop the following:

e Chest pain, coughing up blood, or breathing difficulty

o Drooping of the face, severe headache, neck pain, weakness on one side, or difficulty speaking

e Skin or eyes turning yellow, dark urine, abdominal pain, bleeding/bruising easily (signs of liver
damage)

e Fever, swollen lymph glands, or skin rash

Additionally, alert all patients of the symptoms of haemophagocytic lymphohistiocytosis (HLH), and to be
aware to seek urgent medical attention if these develop. This is a life-threatening condition with extreme
systemic inflammation that can develop within a few months to four years following initiation of alemtuzumab:

Skin rash

Persistent fever

Swollen lymph glands, swollen spleen

Skin or eyes turning yellow, dark urine, abdominal pain, bleeding/bruising easily (signs of liver
damage/swelling)

Seizures, ataxia, drowsiness

e Coughing and difficulty breathing

The SmPC also lists the following very common (= 1/10) or common (= 1/100 to < 1/10) adverse events:
Upper/lower respiratory tract infections, urinary tract infections, herpes virus infections, gastroenteritis,
oral/vulvovaginal candidiasis, influenza, ear, tooth, and vaginal infections, skin papilloma, cytopaenias,
hyper/hypothyroidism, autoimmune thyroiditis, anxiety, depression, tremor, blurred vision, raised AST/ALT,
hair loss, proteinuria, haematuria, heavy or irregular menstruation, raised creatinine.

This list is not exhaustive. For a full list of adverse events, please refer to the SmPC (Sanofi, 2024).

5.12 Vaccinations
o 6 weeks before initiation of alemtuzumab for live or live-attenuated vaccines
o 4 weeks before initiation of alemtuzumab for inactivated vaccines
e [For vaccines to be administered after initiation of alemtuzumab — consult the MS Service

5.13 Pregnancy and Fertility

Exclude pregnancy before initiation. Women of childbearing potential should use effective contraception while
receiving alemtuzumab and for 4 months after the last infusion.
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Do not use alemtuzumab during pregnancy or while breastfeeding.

For further information on alemtuzumab in pregnancy and breastfeeding, refer to the MS Service and the
document ‘UK consensus on pregnancy in multiple sclerosis: ‘Association of British Neurologists’ guidelines’
(Dobson et al., 2019).

5.14 Discharge

The following medications should be prescribed on the discharge summary unless otherwise contraindicated
(see Section 5.6 for further information and alternative options):

1. Aciclovir 200mg orally twice a day for 28 days (oral prophylaxis for herpes infections)

2. Cetirizine 10mg orally once a day, as required for rash

3. Co-trimoxazole 480mg orally twice a day, three times a week (e.g. Mon/Wed/Fri) for 28 days (for
prophylaxis of listeria infections)

The above discharge medications should be provided on day 1 of the infusion (pharmacy may provide these
in advance of the infusion date with the alemtuzumab). Patients should use their discharge supply provided
on day 1 for the remainder of their treatment course. For doses due during an infusion day on the ward or
Neurosciences Treatment Unit (NTU), a dose may be given from ward stock instead.

5.15 Day Case Patients

Patients requiring their second year treatment onwards may be asked to attend the Neurosciences Treatment
Unit or ward as day case patients, for 3 days. Such patients will be those who do not require an overnight
stay and had a low risk/incidence of reactions on their previous admissions.

The following will take place in order to facilitate the day case admission:
1. The registrar will prepare a prescription for the patient in advance of the treatment date

a. The registrar will ensure that patient consent has been discussed and documented (consent
must be re-discussed and recorded prior to each year of treatment)

2. Neurology pharmacists screen the prescription, which is prepared by inpatient pharmacy in advance
of the treatment date

3. Patients will be clerked by the SHO on day 1 of the treatment course

4. Nurses will obtain alemtuzumab vials from inpatient pharmacy

5. The neurology ward registrar will be contactable for any emergencies via bleep

6. The SHO will complete a discharge summary for the patient to include the discharge medications

7. Outpatient blood tests and monitoring will take place as described in Section 5.10

5.16. Responsibilities

Neurology Consultant

o Identify patients suitable for alemtuzumab and record the following in Cerner:
o Details of any prior treatment
o EDSS score
Add patients to the MDT list for discussion
Refer patients to MS specialist nurse to co-ordinate screening checklists and baseline screening
Support medical and nursing staff with any adverse events should they occur
Review the patients every 6 — 12 months
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MS Specialist Nurse

Co-ordinate the screening checklists and baseline screening

Provide the patient with an information pack and check their understanding
Co-ordinate the discontinuation of any current MS therapies

Arrange admissions for infusions

Review blood test results at baseline

Ensure communication with the GP is complete at all stages of the therapy
Complete the funding request on Blueteq®

Book an annual MRI

Neurosciences Pharmacy Team

Confirm the patients’ suitability for alemtuzumab

Submit Blueteg® requests to NHSE

Ensure alemtuzumab is available

Support prescribers to prescribe alemtuzumab

Clinically screen the prescription and ensure appropriate baseline blood test results
Ensure alemtuzumab is dispensed in a timely manner

Counsel patients on potential adverse effects if required

Be available for advice

Neurosciences Treatment Unit

Book appointment for next dose/s if applicable

Clerking by NTU SHO

Book pre-screening blood tests 2 weeks before the first dose of the treatment cycle (FBC, LFTs,
U&ES), and inform patients to attend hospital to have these taken

Mid-stream urine test and pregnancy test to be taken before initiation and verbal confirmation of
pregnancy status before each infusion

5.17 Safety-netting Information Given to Patients

All patients will be given:

The manufacturer’s patient information leaflet provided with the product
Contact details of the secretary for their respective consultant neurologist
(LEMTRADA®) V¥ patient guide and alert card

The trust PIL on ‘Eating while on alemtuzumab (LEMTRADA®) treatment: reducing the risk of
listeriosis’
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6) IMPLEMENTATION

Training required for staff No
If yes, who will provide training: N/A
Please give name/post

When will training be provided?
Please give date

Date for implementation of
guideline: Sep 2025
(after the process of ratification)

N/A

7) MONITORING / AUDIT

When will this guideline be
audited? N/A
Please give approximate date

Who will be responsible for
auditing this guideline? N/A
Please give name/post

Are there any other specific
recommendations for audit? N/A

8) REVIEW

Frequency of review Please indicate frequency of review:
3-yearly

Person and post responsible for the review:
Lead Pharmacist, Neurosciences
Neurology Pharmacy Team
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