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1. Teduglutide

Revestive® contains teduglutide. The naturally occurring human glucagon-like peptide-2 (GLP-2) is a
peptide secreted by L cells of the intestine which is known to increase intestinal and portal blood
flow, inhibit gastric acid secretion, and decrease intestinal motility. Teduglutide is an analogue of
GLP-2. In several nonclinical studies, teduglutide has been shown to preserve mucosal integrity by
promoting repair and normal growth of the intestine through an increase of villus height and crypt

depth.

From January 2021, two presentations of teduglutide are available on the High Tech Arrangement.
e Revestive® 1.25 mg powder and solvent for solution for injection

e Revestive® 5 mg powder and solvent for solution for injection

1.1 Licensed indication

Teduglutide is indicated for the treatment of patients four months corrected gestational age and
above with Short Bowel Syndrome (SBS). Patients should be stable following a period of intestinal

adaptation after surgery.

1.2 Reimbursement

Reimbursement of teduglutide on the High Tech Arrangement for the treatment of SBS is supported
only for adults and children aged one year and older, who meet the criteria outlined in this managed

access protocol (MAP). All criteria must be satisfied in order for reimbursement to be supported.

Reimbursement of teduglutide on the High Tech Arrangement is confined to patients with SBS and
Type lll intestinal failure (SBS-IF) whose condition is stable and currently on long-term parenteral

nutrition (PN).

An application for reimbursement approval is required to be submitted on an individual patient
basis.” The application form, Application for individual reimbursement approval of Revestive®
(teduglutide), should be completed and sent by secure email to the Health Service Executive (HSE)

Medicines Management Programme (MMP) at mmp@hse.ie.

Table 1 outlines the licensed therapeutic dosage of teduglutide for SBS. Please refer to the Summary

of Product Characteristics (SmPC) for further prescribing information.
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Table 1: Licensed therapeutic dosage of teduglutide (Revestive®)
Medicine Route of administration Dosage

Teduglutide Subcutaneous injection 0.05 mg/kg body weight once daily

kg: kilogram; mg: milligrams

For paediatric patients with a body weight <20 kg, the 1.25 mg strength vial should be used. For
patients with a body weight >20 kg, the 5 mg strength vial should be used.

If a patient is recommended for reimbursement of teduglutide, reimbursement is supported in line
with the licensed therapeutic dosage as specified in Error! Reference source not found.
Reimbursement of dosages in excess of the licensed therapeutic dosage (as outlined in Table 1) is not

supported.

See Section 3 for further details on Reimbursement criteria — Requirement for outcome data.

1.3 Reimbursement price

The reimbursement prices of the presentations of teduglutide available on the High Tech
Arrangement are outlined in Table 2. Commercial-in-confidence arrangements are in place with the

marketing authorisation holder to reduce the net acquisition cost of teduglutide to the HSE.

Table 2: Reimbursement codes and prices for the presentations of teduglutide available on the
High Tech Arrangement

Medicinal product Pack size Code Reimbursement price*
Revestive® 1.25 mg powder and solvent 28 89043 €8,377.87
for solution for injection
Revestive® 5 mg powder and solvent for 28 89044 €16,907.14
solution for injection

mg: milligrams
*Correct as at 01 January 2026

2. Reimbursement criteria - Initiation
This section outlines the criteria that must be satisfied in order for adults and children aged one year

and older to be recommended for reimbursement of teduglutide for SBS-IF on the High Tech

Arrangement.



2.1 Prescribers

Applications for reimbursement approval for teduglutide for the treatment of SBS-IF on the High
Tech Arrangement will only be considered from designated consultants in two specialist centres in
Ireland, who have agreed to the terms of this MAP and have been approved by the HSE (‘approved
consultants’):

e St James’s Hospital, Dublin (adult centre)

e Children’s Health Ireland, Crumlin (paediatric centre)

Approved consultants are responsible for ensuring that the patient or their representative/guardian

is aware that the application for reimbursement approval is being made on their behalf.

The prescribing of Revestive® for approved patients for the treatment of SBS-IF on the High Tech
Arrangement will be confined to the approved consultants and their teams. The governance of the

team on the High Tech Hub, including access, rests with the approved consultant.

2.2 Patient age

Applications for reimbursement approval will only be considered for patients aged one year and

older at time of application.

2.3 Patient diagnosis

In line with the information contained within the Revestive® SmPC, and the subgroup submitted by
the marketing authorisation holder, reimbursement of Revestive® will be confined to the following

subpopulation of the SBS population:

Patients with SBS and Type Il intestinal failure (SBS-IF) whose condition is stable and currently on

long-term PN.

For the purposes of this MAP, long-term PN is defined as a duration of greater than 12 months. For
reimbursement to be supported, approved consultants are required to confirm that the patient has
a diagnosis of SBS-IF and that the condition is stable and the patient is currently on long-term PN, at
the time of application. The date of initiation of PN must be outlined as well as the current PN
regimen, including frequency of administration, days per week and volume required. The patient’s

body weight (kg) at the time of application must also be indicated.



2.4 Patient clinical history/status

In line with the SmPC for Revestive® applications for reimbursement approval will not be considered
for individuals who meet any of the contraindications for treatment as outlined in the SmPC.
The approved consultant should also consider the following prior to the initiation of treatment with

teduglutide:

e Patients should be stable following a period of intestinal adaptation after surgery.

e In adults, prior to initiating therapy, a colonoscopy should be considered to assess polyps in
patients with residual colon.

e In children and adolescents, prior to initiating therapy, faecal occult blood testing should be
undertaken to assess colorectal polyps/neoplasia. Colonoscopy/sigmoidoscopy is required if there
is evidence of unexplained blood in the stool.

e Patients should be dependent on parenteral support (PN and intravenous fluid) at least three

times weekly for at least 12 months to meet caloric, fluid or electrolyte needs.

3. Reimbursement criteria — Requirement for outcome data
Follow-up data may be requested by the MMP for audit purposes and provision of same is a

condition of ongoing reimbursement. It is the responsibility of the approved consultant to ensure
that the patient or their representative/guardian is aware that the provision of follow-up data is a
condition of reimbursement, and that audits may occur during which their personal data will be

reviewed.

The recommended time frame for assessing a response to teduglutide in paediatric and adult patients
is 24 weeks. An initial assessment is suggested at 12 weeks to assess compliance and relevant outcome
measures. If the required end-point/outcome has not been achieved after 24 weeks, teduglutide

should be discontinued and reimbursement may no longer be supported.

Therefore, following approval of a patient for reimbursement of teduglutide on the High Tech
Arrangement, the approved consultant will be required to submit follow-up data after 24 weeks (using
the Follow-up data request form for Teduglutide (Revestive®)) by secure email to the MMP
(mmp@hse.ie). The follow-up data will outline the patient’s current PN requirements (including
frequency of administration, days per week and volume) and whether the approved consultant
intends to continue or discontinue treatment with teduglutide. A further follow-up report at 12

months for patients continuing on treatment with teduglutide should be submitted to the MMP.
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3.1 Definition of response to teduglutide

The recommended end-point or outcome of measurement is at least one or more additional days
per week off PN after 24 weeks of treatment with teduglutide. Secondary outcomes include a
measurement of the percentage reduction in volume of PN. A response is defined as a reduction of
20% or more from baseline in the volume per week of PN. It is assumed that achieving a 20%

reduction in PN volume equates to a day off PN.

Other patient reported factors for consideration include: patient preference, quality of life

improvement, compliance to treatment and tolerability.

4. Prescribing of teduglutide for approved patients
Please refer to the SmPC for Revestive® for full prescribing information including monitoring and

patient counselling requirements.

If a patient is recommended for reimbursement approval by the HSE Medicines Management
Programme (MMP), the High Tech prescription should be generated on the High Tech Hub. High Tech
prescriptions which are not hub generated for teduglutide will not be eligible for reimbursement by
the HSE Primary Care Reimbursement Service (PCRS). Only approved consultants and their teams will

have access to generate prescriptions.

HSE — Managed Access Protocol Declaration for Approved Consultants for Teduglutide
(Revestive®) for SBS and Type lll intestinal failure (SBS-IF) whose condition is stable and
currently on long-term PN

I, the undersigned, agree to seek reimbursement approval for, and prescribe this medicine, teduglutide
(Revestive®), as per the managed access protocol as outlined above.

Name of consultant

Irish Medical Council (IMC)
registration number

Signature of consultant

Institution

Date

For internal use:

Approval status and date approved







