CONFIDENTIAL ALL SECTIONS OF THIS FORM MUST BE COMPLETED

Application for reimbursement of selumetinib (Koselugo®) for the treatment of
symptomatic, inoperable plexiform neurofibromas in paediatric patients aged

3 years and older with neurofibromatosis type 1

For MMP Use Only

Case Reference Date Received

ALL SECTIONS OF THIS FORM MUST BE COMPLETED

Date of Application:

Part 1: Patient details

Name of patient:

Date of birth:

Address:

GMS / DPS/ PPS GMS DPS PPSN
Number:

(Please tick and insert Number:

number)

Part 2: Approved consultant details

Name of Consultant:

Medical Council Number:

Contact Details: Hospital:

Address:

Telephone:

Email:

Please refer to the HSE Managed Access Protocol for selumetinib for the
treatment of symptomatic, inoperable plexiform neurofibromas in paediatric

patients aged 3 years and older with neurofibromatosis type 1




ALL SECTIONS OF THIS FORM MUST BE COMPLETED

Part 3: Reimbursement criteria - initiation

Part 3(a): Patient eligibility

1. Please confirm the patient age at the time of application:

2. Please confirm the patient’s height and weight at the time of application, used to calculate body

surface area (BSA) in accordance with standard clinical practice. | Height (cm):

Weight (kg):

3. | confirm the patient meets the diagnostic criteria for neurofibromatosis type 1 (NF1) as outlined in
the MAP.

Part 3(b): Clinical evidence of plexiform neurofibromas (PN)

To enable a positive recommendation, evidence confirming the presence of PN must be provided as
part of the application.

4. | confirm that the patient has one or more PN.

5. Evidence of the presence of PN (for example, radiology report) is enclosed.

Enclosed I:l

Part 3(c): PN related symptoms

To enable a positive recommendation, the approved consultant must confirm that the patient has at

least one clinically meaningful symptom attributable to PN

6. | confirm that the patient has at least one clinically meaningful symptom attributable to PN.

Tick all that apply:

Pain requiring regular medication

Functional impairment (for example, mobility, limb use, swallowing, breathing)
Disfigurement with psychosocial or functional consequences

Neurological deficits

Organ compromise (for example, airway, bowel, bladder, vision)

O O O o o o

Other clinically meaningful symptom(s) (please specify):
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ALL SECTIONS OF THIS FORM MUST BE COMPLETED

Part 3(d): Clinical evidence of PN inoperability

To enable a positive recommendation, evidence confirming the presence of inoperable PN must be

provided as part of the application.

7. | confirm that the patient has one or more PN that are inoperable, as defined in the MAP.

8. Evidence confirming the inoperability of the PN, in accordance with the MAP, is enclosed.

Enclosed

Part 4: Contraindications

1. | confirm that the patient has no contraindications to selumetinib as per the SmPC (Koselugo®).

2. | confirm that surgical resection of the target PN is not currently planned and is not considered

clinically appropriate at the time of application.

Completed forms should be returned to: Authorisation of Request
Scan the completed form and return via secure emalil Signature of
(for example, HSE email or Healthmail) to: approved
. consultant
mmp@hse.ie —
Institution

Data Protection Notice

e The information on this form will be used by the Health Service Executive (HSE) to assess the
suitability of the items listed to be provided under Section 20 of the Health (Pricing and Supply of
Medical Goods) Act 2013.

e Details of prescription items dispensed to the named person may be notified to the HSE by the
dispensing pharmacist to ensure that the named person receives the items required.

e The named person may access information relating to themselves only, on prescription claims
processed in their name by the HSE.

o We may share information with the Department of Health, healthcare practitioners and other
healthcare bodies.

e We may also disclose information to other parties if the law requires us to do so.

e The PCRS privacy statement can be located at www.pcrs.ie.
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