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1. Abstract

1.1 For Members

Galcanezumab can only be obtained with a prescription and should be used under the supervision of a
doctor experienced in diagnosing and treating Migraine or Cluster Headache.

1.2 For Medical Professionals

Galcanezumab is a calcitonin-gene related peptide antagonist.

2. Scope

The scope of this adjudication rule is to highlight the medical indications, and coverage details for
Galcanezumab as per the policy terms and conditions of each health insurance plan administered by
Daman.

3. Adjudication Policy

3.1 Eligibility / Coverage Criteria

Galcanezumab is a calcitonin-gene related peptide antagonist indicated for the treatment of:
1. Cluster Headache.

2. Migraine

Dosage and Administration:

e The recommended dosage of Galcanezumab for treatment of Migraine is 240 mg (two consecutive
subcutaneous injections of 120 mg each) once as a loading dose, followed by monthly doses of 120
mg injected subcutaneously.

e The recommended dosage of Galcanezumab for treatment of Cluster Headache is 300 mg (three
consecutive subcutaneous injections of 100 mg each) at the onset of the cluster period, and then
monthly until the end of the cluster period.

Missed dose:

If a dose is missed, the dose should be administered as soon as possible. Thereafter, dosing should be
resumed at the regular scheduled time

Dosage forms and strengths available:

e Injection: 120 mg/mL solution in a single-dose prefilled pen.
e Injection: 120 mg/mL solution in a single-dose prefilled syringe
e Injection: 100 mg/mL solution in a single-dose prefilled syringe
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Diagnostic Criteria for Cluster Headache:

A. At least five attacks fulfilling criteria B or D
B. Severe or very severe unilateral orbital, supraorbital and/or temporal pain lasting 15-180
minutes (when untreated)
C. Either or both of the following:
1. at least one of the following symptoms or signs, ipsilateral to the headache:
e conjunctival infection and/or lacrimation
nasal congestion and/or rhinorrhoea
eyelid oedema
forehead and facial sweating
e miosis and/or ptosis
2. a sense of restlessness or agitation
D. Occurring with a frequency between one every other day and 8 per day
E. Not better accounted for by another ICHD-3 diagnosis.

Cluster Headache treatment criteria with Galcanezumab:

Documentation of ONE of the following (i or ii):
i. Inadequate response to ONE of the following (a or b)
a) Sumatriptan injectable
b) Zolmitriptan
ii. Contraindication or intolerance to sumatriptan injectable and zolmitriptan.

Episodic Migraine Treatment Criteria:

i. Galcanezumab is recommended as an option for preventing migraine in adults, only if they have 4 or
more migraine days a month.

ii. Stop Galcanezumab after 12 weeks of treatment if in episodic migraine (less than 15 headache days
a month) the frequency does not reduce by at least 50%.

Chronic Migraine Treatment Criteria:

A. Headache (migraine-like or tension-type-like) on =15 days/month for >3 months, and fulfilling
criteria B and C
B. Occurring in a patient who has had at least five attacks fulfilling criteria B-D for 1.1 Migraine
without aura and/or criteria B and C for Migraine with aura
C. On =8 days/month for >3 months, fulfilling any of the following2:
1. criteria C and D for Migraine without aura
2. criteria B and C for Migraine with aura
3. believed by the patient to be migraine at onset and relieved by a triptan or ergot derivative
D. Not better accounted for by another ICHD-3 diagnosis

Migraine treatment Criteria with Galcanezumab:

Documentation of ONE of the following (i, ii, or iii):

i. Inadequate response following a minimum 8-week trial of TWO migraine prevention therapies from
different classes of medications including the following:
a) Angiotensin receptor blockers or angiotensin converting enzyme inhibitors

b) Antidepressants
c) Antiepileptic drugs
d) Beta-blockers
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ii. Contraindication or intolerance to ALL of the following: angiotensin receptor blockers/angiotensin
converting enzyme inhibitors, antidepressants, antiepileptic drugs, and beta-blockers

Dose Continuation:

The treatment benefit should be assessed within 3 months after initiation of treatment. Any further
decision to continue treatment should be taken on an individual patient basis. Evaluation of the need to
continue treatment is recommended regularly thereafter.

Special warnings and precautions for use:

e Traceability

e Cardiovascular risk

e Serous hypersensitivity

e No drug interaction studies were conducted. No pharmacokinetic drug interactions are expected
based on the characteristics of Galcanezumab.

WARNINGS AND PRECAUTIONS

Hypersensitivity Reactions: If a serious hypersensitivity reaction occurs, discontinue administration of
Galcanezumab and initiate appropriate therapy. Hypersensitivity reactions can occur days after
administration and may be prolonged.

Paediatric Use:

The safety and efficacy of Galcanezumab in patients younger than 18 years of age have not yet been
established.

3.2 Requirements for Coverage

e Failure to submit, upon request or when requesting a clinical history, indication the need for
testing will result in rejection of claim.

e Kindly code the ICD-10 and the CPT codes to the highest level of specificity

e Eligible clinician specialities

Eligible clinician categories

Neurology/Neurosurgery

Internal Medicine

Questionnaire link:
https://www.damanhealth.ae/main/pdf/support/Questionnaire/Pre-
approval%20Form%20%20for%20Galcanezumab.pdf
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3.3 Non-Coverage

e Not covered for visitor plan
e Age less than 18 years

3.4 Payment and Coding Rules

Kindly apply DOH payment rules and regulations and relevant coding manuals for ICD, Drugs.

4. Denial Codes

Regulator denial codes with description are elaborated for reference. These are specialized codes directed by

regulator, that explains the reason of rejection of the service by DAMAN to the providers.
Code Code Description |

CODE-010 Activity/diagnosis inconsistent with clinician specialty
MNEC-004 Service is not clinically indicated based on good clinical practice
MNEC-003 Diagnoses are not covered

AUTH-001 Prior approval is required and was not obtained

5. Appendices

5.1 References

1. https://www.accessdata.fda.gov/drugsatfda_docs/label/2022/761063s006/bl.pdf2

2. http://www.medicines.org.uk/emc/product/10478/smpc3.

3. https://www.ema.europa.eu/en/documents/product-information/emgality-epar-product-
information_en.pdf

https://ichd-3.0org/1-migraine/1-3-chronic-migraine/
https://journals.sagepub.com/doi/10.1177/03331024231166625
https://www.nice.org.uk/quidance/ta659/resources/galcanezumab-for-preventing-migraine-pdf-
82609207053253
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5.2 Revision History

Date Change(s)

25/07/2023 Release of V1.0
08/09/2023 Migraine criteria and literature Update
Disclaimer

By accessing these Daman Adjudication Guidelines, you acknowledge that you have read and understood the terms of use set out in the disclaimer below:

The information contained in this Adjudication Guideline is intended to outline the procedures of adjudication of medical claims as applied by the National Health Insurance Company - Daman PJSC
(hereinafter “"Daman”). The Adjudication Guideline is not intended to be comprehensive, should not be used as treatment guidelines and should only be used for the purpose of reference or guidance for
adjudication procedures and shall not be construed as conclusive. Daman in no way interferes with the treatment of patient and will not bear any responsibility for treatment decisions interpreted through
Daman Adjudication Guideline. Treatment of patient is and remains at all times the sole responsibility of the treating Healthcare Provider. This Adjudication Guideline does not grant any rights or impose
obligations on Daman. The Adjudication Guideline and all of the information it contains are provided "as is" without warranties of any kind, whether express or implied which are hereby expressly
disclaimed.

Under no circumstances will Daman be liable to any person or business entity for any direct, indirect, special, incidental, consequential, or other damages arising out of any use of, access to, or inability to
use or access to, or reliance on this Adjudication Guideline including but without limitation to, any loss of profits, business interruption, or loss of programs or information, even if Daman has been
specifically advised of the possibility of such damages. Daman also disclaims all liability for any material contained in other websites linked to Daman website.

This Adjudication Guideline is subject to the laws, decrees, circulars and regulations of Abu Dhabi and UAE. Any information provided herein is general and is not intended to replace or supersede any laws
or regulations related to the Adjudication Guideline as enforced in the UAE issued by any governmental entity or regulatory authority, or any other written document governing the relationship between
Daman and its contracting parties.

This Adjudication Guideline is developed by Daman and is the property of Daman and may not be copied, reproduced, distributed or displayed by any third party without Daman’s express written consent.
This Adjudication Guideline incorporates the Current Procedural Terminology (CPT®), which is a registered trademark of the American Medical Association ("AMA”) and the CPT codes and descriptions
belong to the AMA. Daman reserves the right to modify, alter, amend or obsolete the Adjudication Guideline at any time by providing one month prior notice.
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