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Dear Editor,

Omalizumab is an anti-IgE monoclonal antibody, which is licensed as add-on therapy for chronic
spontaneous urticaria (CSU)'. Although it provides effective symptomatic control, omalizumab
does not always induce lasting remission and many patients require repeated courses.

Between August 2010 and July 2016 we treated 123 CSU patients with omalizumab. Only 5%
(n=6) have stopped omalizumab after achieving remission (1.6% [n=2] after one course only).
Of our current cohort, 75% have had >1 treatment course.
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Due to perceived risk of anaphylaxis it is recommended that omalizumab is administered by a
healthcare professional and treatment for anaphylaxis be available'. However, the reported
prevalence of anaphylaxis in omalizumab treated asthma patients is very low (0.1%)"'. Within
CSU patients, none of the 3 pivotal trials reported omalizumab-induced anaphylaxis®>*. There
have been few cases reports subsequently and in these it is hard to determine if true anaphylaxis
or a CSU flare. Up to July 2016 we have administrated 1880 doses of omalizumab to CSU
patients and had no reported cases of treatment-associated anaphylaxis.

The increasing number of patients requiring repeated courses of omalizumab for CSU put
significant pressure on our nursing capacity. Considering the low-reported prevalence of
anaphylaxis, our own experience and patient preference we proposed a home treatment pathway.
Our pharmacy risk management group approved this proposal. This treatment pathway can be
seen in Figure 1.

Specific patient consent and competency assessment paperwork have been designed and all
patients are trained and supplied with adrenaline auto-injectors.

We have a current active cohort of 97 patients and the longest treatment period is 70 months.
There are 70% (n=68) on home treatment. Duration of home treatment ranges from 1 to 19
months (average 7 months, median 7 months). The number of doses administered in hospital
before transfer to home ranges from 2 to 45 (average 11; median 7).

There have been no cases of anaphylaxis or other serious adverse effects in those patients treated
at home and no patient on home treatment has subsequently transferred back to hospital. Patients
report a preference to home treatment as it has a lower impact on their daily living, which
subsequently has a positive impact on their quality of life. Adherence (self-reported) in home
treatment patients appears to be excellent.

In conclusion, home treatment of omalizumab is a safe, cost-effective pathway that is preferred
by patients and increases capacity to provide this treatment for a growing number of patients.
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Figure 1: The Leeds Teaching Hospitals NHS Trust Protocol for Omalizumab for Chronic
Spontaneous Urticaria
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LTHT Protocol for Omalizumab for Chronic Spontaneous Urticaria

*  Over 12 years old

anatagonists.

*  They have an UAST score of 28 or more
+  They have not responded to high-dose H1-antihistamines and either H2-antihistamines or leukotriene receptor

Patient seen in doctors” clinic and meet following NICE criteria:

Patient given UAST and DLQI diary to complete prior to subsequent visits. Prescribe one dose on Omalizumab drug
chart (300mg 4-weekly) and give to nursing staff to order/book appeintment.

v

Visit 1: First Dose

information leaflet.

Pharmacist.

+ Patient given UAST and DLQI diaries to complete
+  Book appointment for next dose.
*  Outpatient prescription written for 3 month's supply plus adrenaline auto-injector and sent over to Immunology

*  Seen by nursing staff and frained for self-administration using appropriate paperwork.
+ A copy of the paperwork to be filed in the medical notes and a copy to be given to the patient with the patient

v

Visit 2: Second Dose

+ 3 month's supply plus adrenaline auto-injector will have been sent over from Pharmacy

+ Dose to be administered by the patient under the supervision of the nursing staff.

+ Confirmation that patient is happy to self-administer at home.

+ Patient takes home remaining 2 doses and adrenaline auto-injector.

+  Appointment booked for Pharmacist review clinic for 9-12 weeks (i.e. 1-4 weeks after 4th dose)

m If the patient has been fully

adherent with injections

Visit 3: After 4th Dose

Has the patient had a positive response to omalizumab, i.e.
a reduction in UAST and DLQI scores?

stop treatment and refer
back to doctor's clinic

/

| Yes (full or partial) ”/4)

Write an outpatient prescription for a further 8 weeks supply (i.e. 2 doses) for
patient to take to Outpatient Pharmacy. Give appointment for 12 weeks.

Visit 4: After 6th Dose
Has the patient had complete
resolution of symptoms?

7

Yes

“

No - Partial response only

N

v

Stop as per NICE guidelines. Give appointment for 12
weeks to establish whether patient has gone into
spontaneous remission (time to relapse is in most cases 8-

16 weeks)
~

At follow-up if no symptoms
discharge back to GP. If
symptomatic restart treatment
and give outpatient script for 3
month's supply.

Discuss with doctors to see if increased frequency needed. Continue on
treatment and give an outpatient prescription for a further 12 weeks supply.
They should be reviewed in clinic in 9-12 weeks.

AN

Follow-up Visits

If patients are continuing treatment they would be reviewed every 12 weeks and be given a further 12 weeks supply via an
outpatient prescription. The interval between injections should be reviewed regularly and increased where possible. If
patients require long-term treatment then the homecare route could be initiated (not viable for initial 6 months)

Patients who do not want to self-administer at home should continue to receive their injections on the immunology day unit
and have follow-ups in the pharmacist review clinic for visits 3 and 4 as above.
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