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aux clients des pharmacies et disponible dans 
les salles d’attente de différents partenaires 
(hôpitaux, centres médicaux…). 
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Letz be healthy est associé au site internet letzbehealthy.lu, dédié à l’information 
et à l’éducation du patient, développé en synergie avec les pharmaciens, les sociétés 
savantes de médecins et tous les autres acteurs de la santé au Luxembourg. 
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KAdermin Spray® et KAdermin Crème®: 
l’innovation pour la cicatrisation des plaies 

Prix public

KAdermin Crème® 12,24€

KAdermin Spray® 14,90€

Formule brevetée idéale pour 
une utilisation sur les zones 
humides (zones inguinales, 
axillaires, interdigitales, 
fessières, pli sous-mammaire, 
autres plis cutanés).

Formulation en poudre pour le 
traitement des blessures, des 
abrasions, des brûlures et des 
lésions cutanées.

Pour le traitement des
•  blessures mineures (coupures, brûlures, éraflures);
•  ulcères et escarres. 

Crée une barrière protectrice efficace contre les 
agressions microbiennes et favorise les processus 
naturels de régénération des tissus.

Technologie brevetée SCX, à base de dioxyde de silicium optimisé avec 
des ions argent et de la chlorhexidin (brevet PCT/IB2013/054647).

Efficacité après trois semaines 
de traitement

Etude menée sur 15 patients atteints de plaies de 
décubitus, traités par 3 pansements antiseptiques 
différents. 

Référence: 
Antiseptic dressings: a comparison in a randomized blind stu-
dy. R.Cassino, S.Cassino. ICCS – Istituto Clinico “Città Studi”, Mi-
lano. Présented at the 18th Annual European Pressure Ulcer 
Advisory Panel Meeting (2015 Ghent, Belgium)

KAdermin 
Spray 125ml

KAdermin Crème 15ml 

Dispositif Médical CE 1370
Matériel à usage professionnel uniquement

Huile de rasage artisanale Bio

Chaque ingrédient a son importance et son utilité:•  L’huile de tournesol lutte contre le dessèchement et les irritations  cutanées. 
•  L’huile de carthame, riche en actifs antioxydants, protège la  peau de la déshydratation. 
•  L’huile d’onagre aide à restaurer la souplesse de l’épiderme  grâce à ses propriétés adoucissantes et revitalisantes. •  La vitamine E est un antioxydant naturel qui aide à la préservation des huiles. Elle a également des propriétés anti-inflammatoires et améliore la microcirculation cutanée. 

•  L’huile essentielle de patchouli a des propriétés purifiantes et régé-nérantes, tout en apportant une odeur florale subtile.Contenance: 30 ml

Il n’aura jamais été aussi agréable de 
se raser qu’avec une huile de rasage. 
Quelques gouttes d’huile avant ap-
plication du savon suffisent à trans-
former le rasage en un véritable sport 
de glisse. La peau est d’autant plus 
protégée contre les lames du rasoir 
finement affûtées. L’huile de rasage 
laisse place à une peau aussi douce 
qu’une peau de bébé. 
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Päiperléck
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Lehning

Thomas Iser et 
Elysis, l’art au service 
de la thérapie

Signez avec bébé

Nutrition et 
inflammation 
de bas-grade

Inauguration officielle 
du CHL Patienten House

IML et EFPIA partagent les mêmes priorités 
pour les patients

Pour garantir les traitements 
de demain, ensemble, nous 
avons une série de propositions 
réalisables.

   1. Cadre réglementaire

  Le système réglementaire européen existant a contribué à attirer annuellement 39 
milliards d’euros de l’industrie pharmaceutique dans la recherche et le développement. 
Depuis la création de l’Agence Européenne des médicaments (EMA) en 1995, ces 
investissements de l’industrie pharmaceutique ont permis d’autoriser en toute sécurité 
plus de 1400 nouveaux médicaments. La recherche ne s’arrête pas là et autant 
de nouvelles thérapies prometteuses dans différents domaines pourraient devenir 
disponibles au cours des prochaines années. Les systèmes réglementaires européens 
doivent permettre de poursuivre le rythme de ces avancées.

   2. Accès

  L’accès des patients aux nouveaux traitements dépend de plusieurs facteurs interdé-
pendants, principalement au niveau des États membres. Dans certains pays européens, 
les patients attendent environ six fois plus longtemps pour avoir accès aux mêmes médi-
caments que leurs homologues européens. EFPIA entend collaborer avec les principales 
parties prenantes et les décideurs au niveau européen et national. Ensemble, nous sou-
haitons un système dans lequel les entreprises pharmaceutiques s’engagent à déposer 
des demandes de tarification et de remboursement dans tous les pays de l’UE dans les 
deux ans suivant l’autorisation de mise sur le marché de l’UE.

   3. Propriété intellectuelle

  Il faut environ 12 à 15 ans, et plus d’un milliard d’euros, pour développer un nouveau 
médicament. La stabilité du système actuel a permis à notre industrie de fournir 
de nouveaux médicaments aux patients, aux systèmes de santé et à la société. Les 
processus de développement sont longs, complexes, risqués et coûteux, avec un 
risque d’échec extrêmement élevé. Le cadre juridique existant fournit aux entreprises 
qui recherchent et développent de nouveaux médicaments la certitude que si un 
produit passe le cap de la d’autorisation, de tarification et de remboursement, il sera 
protégé de la concurrence déloyale pendant une certaine période. Nous souhaitons 
que la propriété intellectuelle soit maintenue.

IML est l’association regroupant l’industrie pharmaceutique innovante et active au Grand-Duché du Luxembourg, et compte à ce jour plus de 60 laboratoires pharmaceutiques. 
IML a pour mission de promouvoir les meilleurs soins de santé en encourageant l’innovation thérapeutique au service du patient. 
IML représente le Luxembourg au sein de l’association Européenne EFPIA et défend via son code de déontologie des valeurs de conformité, de transparence et d’éthique. 

Notre engagement

Travailler ensemble pour un avenir en bonne santé.
1.  Le Luxembourg, moteur d’innovation dans les sciences, la recherche et la santé.
2.  L’accès durable à l’innovation pour les patients luxembourgeois.
3.  La nécessité d’investir dans toutes les dimensions du numérique.

Livre blanc 2022-2025

Le rasoir El Cid est un rasoir de sûreté tra-

ditionnel, ergonomique et précis. Ce ra-

soir permet de renouer avec le rasage à 

l’ancienne au travers d’un outil de qualité. 

Rappelant pour certains le temps d’une 

époque lointaine, il est le symbole et la 

quintessence du plaisir du rasage. 

Rasoir de sûreté El Cid

• Peigne fermé 

• Manche court 

• Tête réglable 

•  Parfait pour 

débuter 

• Fabriqué par Mühle

L’asthme sévère ne doit pas être 
confondu avec un asthme difficile à 
traiter. Sur 100 patients asthmatiques 
qui sont suivis par un généraliste, on 
constate qu’environ 24% des patients 
font partie du stade 4 ou 5 des re-
commandations GINA2. Ils sont trai-
tés par une dose moyenne à élevée de 
corticostéroïdes inhalés (CSI) en com-
binaison avec un traitement addition-
nel de l’asthme par bêta2-mimétique 
à longue durée d’action (LABA) et/
ou anticholinergique à longue durée 
d’action (LAMA)1,2.
Parmi ces patients du stade 4 ou 5, 
une majorité sont mal contrôlés par 
le traitement. Les causes peuvent être 
diverses: mauvaise technique d’inha-
lation, mauvaise observance théra-
peutique… Ce groupe, qui représente 

environ 17% des patients, souffre 
d’asthme difficile à traiter2. 
Outre la technique d’inhalation et l’ob-
servance thérapeutique, on recher-
chera chez ces patients les facteurs 
de risque (tabagisme, exposition à 
des allergènes, exposition profession-
nelle, déconditionnement physique, 
facteurs iatrogènes) et les co-morbidi-
tés éventuellement accessibles à une 
intervention (sinusite, obésité, reflux 
gastro-intestinal…)2. 
Une fois que l’on s’est assuré de la 
technique d’inhalation et de la bonne 
observance thérapeutique, si l’asthme 
reste mal contrôlé, on peut parler 
d’asthme sévère. Ce groupe repré-
sente 3,7% des patients2 (Figure 1). 
Ces patients nécessitent souvent le re-
cours à des  corticostéroïdes per os, 

dont les complications ne doivent pas 
être sous-évaluées (infections, ostéo-
porose, troubles gastro-intestinaux, 
métaboliques, cardiovasculaires, ocu-
laires, etc.)3. 

Evaluer le phénotype 
de l’asthme sévère

Si ces patients prennent correctement 
le traitement d’entretien, s’ils n’ont 
pas de comorbidité non traitée ou de 
facteurs déclenchants, et que l’asthme 
n’est pas contrôlé, les recommanda-
tions GINA préconisent de référer le 
patient au pneumologue2. 
Le but de la prise en charge sera mul-
tiple2:
•  investiguer les co-morbidités/le dia-

gnostic différentiel
•  envisager le besoin d’une aide so-

ciale/psychologique
•  impliquer une équipe multidiscipli-

naire si nécessaire
•  inviter le cas échéant le patient à in-

tégrer le registre de l’asthme sévère 
•  évaluer le phénotype de l’asthme sé-

vère, afin de pouvoir proposer une 
thérapie supplémentaire. 

Selon le phénotype du patient, il 
pourrait être possible d’envisager des 
traitements supplémentaires, non bio-
logiques, ou des traitements ciblés 
biologiques (anti-immunoglobuline 
E (IgE), anti-IL5 / anti-IL5 récepteur 
(IL-5R), anti-IL4R.)2. Les traitements à 
base de ces médicaments biologiques 
sont non seulement efficaces mais 
comparés aux traitements à base de 

Comme le rappelait le Dr Marc Schlesser à l’occasion d’un meeting vir-
tuel organisé avant l’été, environ un patient asthmatique sur 30 souffre 
d’asthme sévère. Le rôle du médecin généraliste est essentiel pour iden-
tifier ces patients, mais aussi pour dépister ceux chez qui l’asthme sévère 
est associé à un taux élevé d’éosinophiles, accessible à un traitement par 
mépolizumab (Nucala), un inhibiteur biologique de l’interleukine 5 (IL-5).

Dr E. Mertens

Asthme sévère à éosinophiles: 
des missions complémentaires 
pour le généraliste et le pneumologue

How common is severe asthma?

corticostéroïdes oraux, ils sont éga-
lement associés à un meilleur profil 
d’effets secondaires4.
Le médecin généraliste peut d’ailleurs 
également contribuer au phénoty-
page en dosant les IgE et les éosino-
philes sanguins et en joignant ces in-
formations au dossier d’orientation. 
En effet, un bilan sanguin chez un pa-
tient souffrant d’asthme sévère peut 
montrer une augmentation du taux 
d’éosinophiles. Si ce biomarqueur est 
identifié chez des patients qui pré-
sentent les caractéristiques d’asthme 
sévère, il s’agit d’un élément orientant 
vers la prescription possible d’un inhi-
biteur biologique de l’IL-5, comme le  
mépolizumab (Nucala)2,12 (Figure 2).

Pathophysiology of different asthma phenotypes

Figure 2. Adapted from Brusselle G et al. 2014.  
Ig: immunoglobulin; IL: interleukin; NKT cells: natural killer T cells; TSLP: thymic stromal lymphopoietin; TSLPR: thymic 
stromal lymphopoietin receptor; Th: T-helper cell; ILC: innate lymphoid cell; GM-CSF: Granulocyte-macrophage colo-
ny-stimulating factor; CXCL: chemokine (C-X-C motif) ligand

Deux études principales - MENSA et SI-
RIUS - ont comparé «soins standards + 
placebo» versus «soins standards + mé-
polizumab» chez des patients asthma-
tiques sévères éosinophiliques8,9. 

L’étude MENSA8 a comparé trois bras de 
traitement pendant 32 semaines:
•  mépolizumab 75 mg Intraveineuse (IV) 

& placebo sous-cutanée (SC) toutes 
les 4 semaines

•  mépolizumab  100 mg SC & placebo 
IV toutes les 4 semaines

•  placebo IV & placebo SC toutes les 4 
semaines

L’étude SIRIUS9 a comparé deux bras de 
traitement pendant 24 semaines:
•  mépolizumab 100 mg SC toutes les 4 

semaines & traitement standard
•  placebo SC toutes les 4 semaines & 

traitement standard

Les résultats ont montré une diminu-
tion du taux sanguin d’éosinophiles 

par rapport à la valeur de départ après 
la première injection (semaine 4) qui 
atteint son point le plus bas après 3 
injections (semaine 12), avec une ré-
duction de 86% dans le bras de patient 
sous mépolizumab SC Cette réduction 
est maintenue durant toute la durée de 
l’étude8. 
Les résultats montrent également que 

le mépolizumab réduit les éosi-
nophiles sanguins à des niveaux 
normaux que l’on retrouve chez 
des individus en bonne santé5,6,7. Ce  
point est important car les éosinophiles 
ont un rôle physiologique de régula-
tion du système immunitaire et de dé-
fense de l’organisme contre les agents 
pathogènes14,15. 

Impact sur le taux 
d’exacerbations

Nucala a montré une diminution de 
53% du taux d’exacerbation versus 
placebo chez les patients avec un taux 
d’éosinophiles de départ de 150 cel-
lules/μL, et jusqu’a 70% de réduction 
chez les patients avec un taux d’éosi-
nophiles de départ ≥500 cellules/μL8,16 
(Figure 3).

Le mépolizumab dans 
l’asthme à éosinophiles
Le mépolizumab cible l’IL-5 humaine. L’IL-5 est la cytokine prin-
cipale responsable de la croissance, la différentiation, le recru-
tement, l’activation et la survie des éosinophiles. Nucala (mé-
polizumab 100 mg sous-cutané) est indiqué comme traitement 
supplémentaire pour l’asthme sévère réfractaire à éosinophiles 
chez les adultes, adolescents et enfants à partir de 6 ans.12

Effect on exacerbations16

* The 73% reduction in exacerbations is based on a post-hoc analysis in patients with a baseline eosinophil count ≥500 
cells/μL (2.11 exacerbations/year vs 0.58  exacerbations/year n=66 vs n=124; 95% CI 0.18-0.413).

Figure 3. Adapted from Ortega et al. 2016
SoC: standard of care, CI: confidence interval. Figure 1. Adapted by GINA 2021 

Epargne de corticostéroïdes

Le mépolizumab a également montré 
à la semaine 24 une réduction mé-
diane de 50% de prise chronique de 
corticostéroïdes oraux, sans réduction  
dans le bras placebo9.
Cet effet d’épargne de corticosté-
roïdes observé dans les études a été 
confirmé par les données dans la vie 
réelle en Belgique, pendant une pé-
riode d’observation allant jusque 30 
mois10 (Figure 4).  

Qualité de vie et fonction 
pulmonaire

Sur le plan clinique, le mépolizumab 
a montré une amélioration de la qua-
lité de vie en relation avec la santé 
(HRQoL). Cette amélioration s’observe  

dès la 4e semaine et se maintient, pour  
atteindre une amélioration de 7,7 
points versus placebo (p>0,0001), une  
différence ≥ 4 points étant considérée 
comme cliniquement pertinente11.
Sur la même période, on observe une  
amélioration de la fonction pulmonaire,  
se maintenant tout au long de l’étude 
également, avec à la 24e semaine une 
augmentation moyenne du volume ex-
piratoire maximal par seconde (VEMS)  
de 120 mL (p=0,001)11 (Figure 5).

Profil de sécurité favorable

Les études ont montré le profil de 
sécurité favorable du mépolizumab. 
Dans l’étude SIRIUS9, les effets secon-
daires le plus rapportés dans les 2 bras 
(placebo et mépolizumab) étaient les 
céphalées (20%), les réactions au 

site d’injection (8%) et les dorsalgies 
(6%)9. Enfin, l’étude COMET a mon-
tré la réversibilité de l’effet de mépo-
lizumab, avec un retour aux valeurs 
initiales du nombre d’éosinophiles 
après l’arrêt du traitement13. 

QUELLES MISSIONS POUR 
LE GÉNÉRALISTE?

Chez les patients souffrant 
d’asthme «difficile à traiter»: 
•  vérifier la technique d’inhalation 

et l’observance thérapeutique;
•  rechercher les facteurs de risque 

et les co-morbidités éventuelle-
ment accessibles à une interven-
tion).

Chez les patients souffrant 
d’asthme sévère: 
•  être attentif aux risques liés aux 

corticostéroïdes per os;
•  référer au pneumologue, après 

avoir éventuellement déjà dosé 
les IgE et les éosinophiles san-
guins afin d’avancer dans le  
phénotypage.
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Real-World data Belgium: OCS use reduction 
was similar to that observed in clinical trial10

Figure 4. Adapted from Schleich et al. 2020
IQR, interquartile range; mo, months; OCS, oral corticosteroids; V, visit.

Improvement of lung function with mepolizumab11

Figure 5. Adapted from Chupp et al. 2017
* Secondary endpoint.
FEV1: forced expiratory volume in 1 second; SC, subcutaneous; SoC, standard of care.
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NUCALA is indicated as an add-on treatment for severe refractory eosinophilic asthma in adults, 

adolescents and children aged 6 years and older.5 The recommended dose of Nucala is 100mg SC 

once every 4 weeks in adults and adolescents 12 years and older, available in pre-filled pen, pre-

filled syringe or as a lyophilised powder. The licensed dose of Nucala in children aged 6–11 years 

is 40mg SC once every 4 weeks regardless of weight, and is available as a lyophilised powder.5
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ABRIDGED SUMMARY OF THE PRODUCT CHARACTERISTICS: Please refer to the Summary of Product Characteristics for a complete information on the use of this 

product. NAME OF THE MEDICINAL PRODUCT: Nucala 100 mg solution for injection in pre-filled pen - EU/1/15/1043/003 1 pre-filled pen; EU/1/15/1043/004 3 (3 x 

1) pre-filled pens (multipack). Nucala 100 mg solution for injection in pre-filled syringe - EU/1/15/1043/005 1 pre-filled syringe; EU/1/15/1043/006 3 (3 x 1) pre-filled 

syringes (multipack). Pharmacotherapeutic group: Drugs for obstructive airway diseases, other systemic drugs for obstructive airway diseases, ATC code: R03DX09. 

QUALITATIVE AND QUANTITATIVE COMPOSITION: Nucala 100 mg solution for injection in pre-filled pen: Each 1 ml pre-filled pen contains 100 mg of mepolizumab. 

Nucala 100 mg solution for injection in pre-filled syringe: Each 1 ml pre-filled syringe contains 100 mg of mepolizumab. Mepolizumab is a humanised monoclonal 

antibody produced in Chinese hamster ovary cells by recombinant DNA technology. Therapeutic indications: Severe eosinophilic asthma: Nucala is indicated as an 

add-on treatment for severe refractory eosinophilic asthma in adults, adolescents and children aged 6 years and older. Chronic rhinosinusitis with nasal polyps 

(CRSwNP): Nucala is indicated as an add-on therapy with intranasal corticosteroids for the treatment of adult patients with severe CRSwNP for whom therapy with 

systemic corticosteroids and/or surgery do not provide adequate disease control. Eosinophilic granulomatosis with polyangiitis (EGPA): Nucala is indicated as an add-on 

treatment for patients aged 6 years and older with relapsing-remitting or refractory eosinophilic granulomatosis with polyangiitis (EGPA). Hypereosinophilic syndrome 

(HES): Nucala is indicated as an add-on treatment for adult patients with inadequately controlled hypereosinophilic syndrome without an identifiable non-haemato-

logic secondary cause. Posology and method of administration: Nucala should be prescribed by physicians experienced in the diagnosis and treatment of severe 

refractory eosinophilic asthma, CRSwNP, EGPA or HES. Posology: Severe eosinophilic asthma: Adults and adolescents aged 12 years and over: The recommended dose 

of mepolizumab is 100 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. The need for continued therapy should be 

considered at least on an annual basis as determined by physician assessment of the patient’s disease severity and level of control of exacerbations. CRSwNP: Adults: 

The recommended dose of mepolizumab is 100 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. Consideration can 

be given to alternative treatments in patients who have shown no response after 24 weeks of treatment for CRSwNP. Some patients with initial partial response may 

subsequently improve with continued treatment beyond 24 weeks. EGPA: Adults and adolescents aged 12 years and older: The recommended dose of mepolizumab 

is 300 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. The need for continued therapy should be reviewed at least 

on an annual basis as determined by physician assessment of the patient’s disease severity and improvement of symptom control. Patients who develop life-threaten-

ing manifestations of EGPA should also be evaluated for the need for continued therapy, as Nucala has not been studied in this population. HES: Adults: The recom-

mended dose of mepolizumab is 300 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. The need for continued 

therapy should be reviewed at least on an annual basis as determined by physician assessment of the patient’s disease severity and level of symptom control. Patients 

who develop life-threatening manifestations of HES should also be evaluated for the need for continued therapy, as Nucala has not been studied in this population. 

Special populations: Elderly patients: No dose adjustment is required for elderly patients. Renal and hepatic impairment: No dose adjustment is required in patients 

with renal or hepatic impairment. Paediatric population: Severe eosinophilic asthma: Children aged 6 to 11 years old: Nucala 100 mg solution for injection in pre-filled 

pen and Nucala 100 mg solution for injection in pre-filled syringe are not indicated for administration to this population. The powder for solution for injection presenta-

tion is appropriate for administration to this population. The recommended dose of mepolizumab is 40 mg administered subcutaneously once every 4 weeks. Children 

less than 6 years old: The safety and efficacy of mepolizumab in children less than 6 years old have not yet been established. No data are available. CRSwNP: Children 

less than 18 years old: The safety and efficacy in children with CRSwNP below the age of 18 years have not been established. No data are available. EGPA: The posology 

of mepolizumab in children and adolescents aged 6 to 17 years old with EGPA was supported by modelling and simulation data. Children aged 6 to 11 years old: 

Children weighing ≥ 40 kg: The recommended dose of mepolizumab is 200 mg administered subcutaneously once every 4 weeks. Children weighing < 40 kg: The 

recommended dose of mepolizumab is 100 mg administered subcutaneously once every 4 weeks. Children less than 6 years old: The safety and efficacy of mepoli-

zumab has not been established in children below the age of 6 years old. No data are available. HES: Children aged less than 18 years old: The safety and efficacy of 

mepolizumab in children and adolescents aged less than 18 years old have not yet been established. Currently available data are described in section “Undesirable 

effects” but no recommendation on a posology can be made. Method of administration: The pre-filled pen or pre-filled syringe should be used for subcutaneous 

injection only. Nucala may be self-administered by the patient or administered by a caregiver if their healthcare professional determines that it is appropriate, and the 

patient or caregiver are trained in injection techniques. For self-administration the recommended injection sites are the abdomen or thigh. A caregiver can also inject 

Nucala into the upper arm. For doses which require more than one injection, it is recommended that each injection is administered at least 5 cm apart. Comprehensive 

instructions for subcutaneous administration of Nucala in a pre-filled pen or pre-filled syringe are provided in the instructions for use in the package leaflet. 4.3 

Contraindications: Hypersensitivity to the active substance or to any of the excipients listed in section 6.1 of the complete SPC. Special warnings and precautions for 

use: Traceability: In order to improve the traceability of biological medicinal products, the name and the batch number of the administered product should be clearly 

recorded. Asthma exacerbations: Mepolizumab should not be used to treat acute asthma exacerbations. Asthma-related adverse symptoms or exacerbations may 

occur during treatment. Patients should be instructed to seek medical advice if their asthma remains uncontrolled or worsens after initiation of treatment. 

Corticosteroids: Abrupt discontinuation of corticosteroids after initiation of mepolizumab therapy is not recommended. Reduction in corticosteroid doses, if required, 

should be gradual and performed under the supervision of a physician. Hypersensitivity and administration-related reactions: Acute and delayed systemic reactions, 

including hypersensitivity reactions (e.g. anaphylaxis, urticaria, angioedema, rash, bronchospasm, hypotension), have occurred following administration of mepolizumab. 

These reactions generally occur within hours of administration, but in some instances have a delayed onset (i.e., typically within several days). These reactions may occur 

for the first time after a long duration of treatment (see section “Undesirable effects”). In the event of a hypersensitivity reaction, appropriate treatment as clinically 

indicated should be initiated. Parasitic infections: Eosinophils may be involved in the immunological response to some helminth infections. Patients with pre-existing 

helminth infections should be treated before starting therapy. If patients become infected whilst receiving treatment with mepolizumab and do not respond to 

anti-helminth treatment, temporary discontinuation of therapy should be considered. Organ threatening or life-threatening EGPA: Nucala has not been studied in 

patients with organ threatening or life-threatening manifestations of EGPA (see section “Posology and method of administration”). Life-threatening HES: Nucala has not 

been studied in patients with life-threatening manifestations of HES (see section “Posology and method of administration”). Excipients: This medicinal product contains 

less than 1 mmol sodium (23 mg) per 100 mg dose, that is to say essentially “sodium-free”. Undesirable effects: Summary of the safety profile: Severe eosinophilic 

asthma: In placebo-controlled studies in adult and adolescent patients with severe refractory eosinophilic asthma, the most commonly reported adverse reactions 

during treatment were headache (20%), injection site reactions (8%) and back pain (6%). CRSwNP: In a placebo-controlled study in patients with CRSwNP, the most 

commonly reported adverse reactions during treatment were headache (18%) and back pain (7%). EGPA: In a placebo-controlled study in patients with EGPA, the most 

commonly reported adverse reactions during treatment were headache (32%), injection site reactions (15%) and back pain (13%). Systemic allergic/hypersensitivity 

reactions were reported by 4% of EGPA patients. HES: In a placebo-controlled study in patients with HES, the most commonly reported adverse reactions during 

treatment were headache (13%), urinary tract infection (9%), injection site reactions and pyrexia (7% each). Tabulated list of adverse reactions: Severe eosinophilic asth-

ma, CRSwNP and EGPA: The table below presents the adverse reactions from placebo-controlled severe eosinophilic asthma studies with frequencies from patients 

receiving mepolizumab 100 mg subcutaneously (SC) (n=263), from a randomised, double-blind placebo-controlled 52-week study in patients with CRSwNP receiving 

mepolizumab 100 mg SC (n=206), in patients with EGPA receiving mepolizumab 300 mg SC (n=68) and from spontaneous post-marketing reports. Safety data is also 

available from open-label extension studies in severe refractory eosinophilic asthma patients (n=998) treated for a median of 2.8 years (range 4 weeks to 4.5 years). HES: 

In a double-blind placebo-controlled 32-week study in patients with HES receiving mepolizumab 300 mg SC (n= 54), no additional adverse reactions were identified to 

those reported in the severe eosinophilic asthma studies. The safety profile of mepolizumab in HES patients (n=102) enrolled in a 20-week open label extension study 

was similar to the safety profile of patients in the pivotal placebo-controlled study. The frequency of adverse reactions is defined using the following convention: very 

common (≥1/10); common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare (≥1/10,000 to <1/1,000); very rare (<1/10,000); and not known (cannot be estimat-

ed from available data). Within each frequency grouping, adverse reactions are presented in order of decreasing seriousness. System Organ Class: Infections and 

infestations. Adverse reactions: Lower respiratory tract infection, urinary tract infection, pharyngitis. Frequency: Common. • System Organ Class: Immune system 

disorders. Adverse reactions: Hypersensitivity reactions (systemic allergic)*. Frequency: Common. - Adverse reactions: Anaphylaxis**. Frequency: Rare. • System Organ 

Class: Nervous system disorders. Adverse reactions: Headache. Frequency: Very common. • System Organ Class: Respiratory, thoracic and mediastinal disorders. 

Adverse reactions: Nasal congestion. Frequency: Common. • System Organ Class: Gastrointestinal disorders. Adverse reactions: Abdominal pain upper. Frequency: 

Common. • System Organ Class: Skin and subcutaneous tissue disorders. Adverse reactions: Eczema. Frequency: Common. • System Organ Class: Musculoskeletal and 

connective tissue disorders. Adverse reactions: Back pain. Frequency: Common. • System Organ Class: General disorders and administration site conditions. Adverse 

reactions: Administration-related reactions (systemic non allergic)***, local injection site reactions, pyrexia. Frequency: Common.• * Systemic reactions including hyper-

sensitivity have been reported at an overall incidence comparable to that of placebo in the severe eosinophilic asthma studies. For examples of the associated mani-

festations reported and a description of the time to onset, see section“Special warnings and precautions for use”. **From spontaneous post marketing reporting. *** The 

most common manifestations associated with reports of systemic non-allergic administration-related reactions from patients in the severe eosinophilic asthma studies 

were rash, flushing and myalgia; these manifestations were reported infrequently and in <1% of patients receiving mepolizumab 100 mg subcutaneously. • Description 

of selected adverse reactions: Systemic reactions, including hypersensitivity reactions, in CRSwNP: In the 52-week placebo-controlled study, systemic allergic (type I 

hypersensitivity) reactions were reported in 2 patients (<1%) in the group receiving mepolizumab 100 mg and in no patients in the placebo group. Other systemic 

reactions were reported by no patients in the group receiving mepolizumab 100 mg and in 1 patient (<1%) in the placebo group. Systemic reactions, including hyper-

sensitivity reactions, in EGPA: In the 52-week placebo-controlled study the percentage of patients who experienced systemic (allergic and nonallergic) reactions was 

6% in the group receiving 300 mg of mepolizumab and 1% in the placebo group. Systemic allergic/hypersensitivity reactions were reported by 4% of patients in the 

group receiving 300 mg of mepolizumab and 1% of patients in the placebo group. Systemic non-allergic reactions (angioedema) were reported by 1 (1%) patient in the 

group receiving 300 mg of mepolizumab and no patients in the placebo group. Systemic reactions, including hypersensitivity reactions, in HES: In the 32-week place-

bo-controlled study, 1 patient (2%) reported a systemic (other) reaction in the group receiving 300 mg of mepolizumab (multifocal skin reaction) and no patients in the 

placebo group. Local injection site reactions: Severe eosinophilic asthma: In placebo-controlled studies the incidence of local injection site reactions with mepolizum-

ab 100 mg subcutaneous and placebo was 8% and 3%, respectively. These events were all non-serious, mild to moderate in intensity and the majority resolved within a 

few days. Local injection site reactions occurred mainly at the start of treatment and within the first 3 injections with fewer reports on subsequent injections. The most 

common manifestations reported with these events included pain, erythema, swelling, itching, and burning sensation. CRSwNP: In the placebo-controlled study, local 

injection site reactions (e.g., erythema, pruritus) occurred in 2% of patients receiving mepolizumab 100 mg compared with <1% in patients receiving placebo. EGPA: In 

the placebo-controlled study, local injection site reactions (e.g., pain, erythema, swelling) occurred at a rate of 15% in patients receiving mepolizumab 300 mg compared 

with 13% in patients receiving placebo. HES: In the placebo-controlled study, local injection site reactions (e.g., burning, itching) occurred at a rate of 7% in patients 

receiving mepolizumab 300 mg compared with 4% in patients receiving placebo. Paediatric population: Severe eosinophilic asthma: Thirty-seven adolescents (aged 

12-17) were enrolled in four placebo-controlled studies (25 mepolizumab treated intravenously or subcutaneously) of 24 to 52 weeks duration. Thirty-six paediatric 

patients (aged 6-11) received mepolizumab subcutaneously in an open-label study for 12 weeks. After a treatment interruption of 8 weeks, 30 of these patients, received 

mepolizumab for a further 52 weeks. The safety profile was similar to that seen in adults. No additional adverse reactions were identified. HES: Four adolescents aged 12 

to 17 years were enrolled in the placebo-controlled study 200622, one adolescent received 300 mg of mepolizumab, and 3 adolescents received placebo for 32 weeks. 

All 4 adolescents continued into a 20-week open-label extension study 205203. Reporting of suspected adverse reactions: Reporting suspected adverse reactions after 

authorisation of the medicinal product is important. It allows continued monitoring of the benefit/risk balance of the medicinal product. Healthcare professionals are 

asked to report any suspected adverse reactions via the national reporting system:Belgium: Federal Agency for Medicines and Health Products - Division Vigilance - 

Boîte Postale 97 - B-1000 Brussels - Madou - Website: www.notifieruneffetindesirable.be - e-mail: adr@afmps.be. Luxembourg: Centre Régional de Pharmacovigilance 

de Nancy - Bâtiment de Biologie Moléculaire et de Biopathologie (BBB) - CHRU de Nancy – Hôpitaux de Brabois - Rue du Morvan - 54 511 Vandoeuvre Les Nancy Cedex 

- Tél.: (+33) 3 83 65 60 85 / 87 - e-mail : crpv@chru-nancy.fr ou Direction de la Santé - Division de la Pharmacie et des Médicaments - 20, rue de Bitbourg - L-1273 

Luxembourg-Hamm - Tél.: (+352) 2478 5592 - e-mail: pharmacovigilance@ms.etat.lu - Link pour le formulaire : https://guichet.public.lu/fr/entreprises/sectoriel/sante/

medecins/notification-effets-indesirables-medicaments.html. MARKETING AUTHORISATION HOLDER: GlaxoSmithKline Trading Services Limited, 12 Riverwalk, 

Citywest Business Campus, Dublin 24, Ireland. DATE OF APPROVAL OF THE TEXT: 11/2021 (V5). DELIVERY STATUS: Medicinal product subject to medical prescription.

ABRIDGED SUMMARY OF THE PRODUCT CHARACTERISTICS: Please refer to the Summary of Product Characteristics for a complete information on the use of this 

product. NAME OF THE MEDICINAL PRODUCT: Nucala 100 mg powder for solution for injection - EU/1/15/1043/001 - EU/1/15/1043/002. Pharmacotherapeutic group: 

Drugs for obstructive airway diseases, other systemic drugs for obstructive airway diseases, ATC code: R03DX09. QUALITATIVE AND QUANTITATIVE COMPOSITION: Each 

vial contains 100 mg mepolizumab. After reconstitution, each ml of solution contains 100 mg mepolizumab. Mepolizumab is a humanised monoclonal antibody produced 

in Chinese hamster ovary cells by recombinant DNA technology. Therapeutic indications: Severe eosinophilic asthma: Nucala is indicated as an add-on treatment for severe 

refractory eosinophilic asthma in adults, adolescents and children aged 6 years and older. Chronic rhinosinusitis with nasal polyps (CRSwNP): Nucala is indicated as an 

add-on therapy with intranasal corticosteroids for the treatment of adult patients with severe CRSwNP for whom therapy with systemic corticosteroids and/or surgery do 

not provide adequate control. Eosinophilic granulomatosis with polyangiitis (EGPA): Nucala is indicated as an add-on treatment for patients aged 6 years and older with 

relapsing-remitting or refractory eosinophilic granulomatosis with polyangiitis (EGPA). Hypereosinophilic syndrome (HES): Nucala is indicated as an add-on treatment for 

adult patients with inadequately controlled hypereosinophilic syndrome without an identifiable non-haematologic secondary cause. Posology and method of administra-

tion: Nucala should be prescribed by physicians experienced in the diagnosis and treatment of severe refractory eosinophilic asthma, CRSwNP, EGPA or HES. Posology: 

Severe eosinophilic asthma: Adults and adolescents aged 12 years and older: The recommended dose of mepolizumab is 100 mg administered subcutaneously once every 

4 weeks. Children aged 6 to 11 years old: The recommended dose of mepolizumab is 40 mg administered subcutaneously once every 4 weeks. Nucala is intended for 

long-term treatment. The need for continued therapy should be considered at least on an annual basis as determined by physician assessment of the patient’s disease 

severity and level of control of exacerbations. CRSwNP: Adults: The recommended dose of mepolizumab is 100 mg administered subcutaneously once every 4 weeks. 

Nucala is intended for long-term treatment. Consideration can be given to alternative treatments in patients who have shown no response after 24 weeks of treatment 

for CRSwNP. Some patients with initial partial response may subsequently improve with continued treatment beyond 24 weeks. EGPA: Adults and adolescents aged 12 years 

and older: The recommended dose of mepolizumab is 300 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. The need for 

continued therapy should be reviewed at least on an annual basis as determined by physician assessment of the patient’s disease severity and improvement of symptom 

control. Patients who develop life-threatening manifestations of EGPA should also be evaluated for the need for continued therapy, as Nucala has not been studied in this 

population. HES: Adults: The recommended dose of mepolizumab is 300 mg administered subcutaneously once every 4 weeks. Nucala is intended for long-term treatment. 

The need for continued therapy should be reviewed at least on an annual basis as determined by physician assessment of the patient’s disease severity and level of symptom 

control. Patients who develop life-threatening manifestations of HES should also be evaluated for the need for continued therapy, as Nucala has not been studied in this 

population. Special populations: Elderly patients: No dose adjustment is required for elderly patients. Renal and hepatic impairment: No dose adjustment is required in 

patients with renal or hepatic impairment. Paediatric population: Severe eosinophilic asthma: Children less than 6 years old: The safety and efficacy of mepolizumab in 

children less than 6 years old have not yet been established. No data are available. Children aged 6 to 17 years old: The posology of mepolizumab in children and adolescents 

aged 6 to 17 years old with severe refractory eosinophilic asthma has been determined by limited efficacy, pharmacokinetic and pharmacodynamic studies and supported 

by modelling and simulation data. CRSwNP: Children less than 18 years old: The safety and efficacy in children with CRSwNP below the age of 18 years have not been 

established. No data are available. EGPA: The posology of mepolizumab in children and adolescents aged 6 to 17 years old with EGPA was supported by modelling and 

simulation data. Children aged 6 to 11 years old: Children weighing ≥ 40 kg: The recommended dose of mepolizumab is 200 mg administered subcutaneously once every 

4 weeks. Children weighing < 40 kg: The recommended dose of mepolizumab is 100 mg administered subcutaneously once every 4 weeks. Children less than 6 years old: 

The safety and efficacy of mepolizumab has not been established in children below the age of 6 years old. No data are available. HES: Children aged less than 18 years old: 

The safety and efficacy of mepolizumab in children and adolescents aged less than 18 years old have not yet been established. Currently available data are described in 

section “Undesirable effects”. but no recommendation on a posology can be made. Method of administration: Nucala is for subcutaneous injection only and should be 

administered by a healthcare professional. It may be injected into the upper arm, thigh, or abdomen. For doses which require more than one injection, it is recommended 

that each injection is administered at least 5 cm apart. The powder should be reconstituted prior to administration and the reconstituted solution should be used immedi-

ately. For instructions on the reconstitution of the medicinal product before administration see section 6.6 of the complete SPC. Each vial of mepolizumab should be used 

for a single patient, and any remainder of the vial should be discarded. Contraindications: Hypersensitivity to the active substance or to any of the excipients listed in section 

6.1 of the complete SPC. Special warnings and precautions for use: Traceability: In order to improve the traceability of biological medicinal products, the name and the batch 

number of the administered product should be clearly recorded. Asthma exacerbations: Mepolizumab should not be used to treat acute asthma exacerbations. Asthma-

related adverse symptoms or exacerbations may occur during treatment. Patients should be instructed to seek medical advice if their asthma remains uncontrolled or 

worsens after initiation of treatment. Corticosteroids: Abrupt discontinuation of corticosteroids after initiation of mepolizumab therapy is not recommended. Reduction in 

corticosteroid doses, if required, should be gradual and performed under the supervision of a physician. Hypersensitivity and administration-related reactions: Acute and 

delayed systemic reactions, including hypersensitivity reactions (e.g. anaphylaxis, urticaria, angioedema, rash, bronchospasm, hypotension), have occurred following admin-

istration of mepolizumab. These reactions generally occur within hours of administration, but in some instances have a delayed onset (i.e., typically within several days). These 

reactions may occur for the first time after a long duration of treatment (see section “Undesirable effects”). In the event of a hypersensitivity reaction, appropriate treatment 

as clinically indicated should be initiated. Parasitic infections: Eosinophils may be involved in the immunological response to some helminth infections. Patients with 

pre-existing helminth infections should be treated before starting therapy. If patients become infected whilst receiving treatment with mepolizumab and do not respond to 

anti-helminth treatment, temporary discontinuation of therapy should be considered. Organ threatening or life-threatening EGPA: Nucala has not been studied in patients 

with organ threatening or life-threatening manifestations of EGPA (see section Posology and method of administration). Life-threatening HES: Nucala has not been studied 

in patients with life-threatening manifestations of HES (see section Posology and method of administration). Excipients: This medicinal product contains less than 1 mmol 

sodium (23 mg) per 100 mg dose, that is to say essentially “sodium-free”. Undesirable effects: Summary of the safety profile: Severe eosinophilic asthma: In placebo-con-

trolled studies in adult and adolescent patients with severe refractory eosinophilic asthma, the most commonly reported adverse reactions during treatment were headache 

(20%), injection site reactions (8%) and back pain (6%). CRSwNP: In a placebo-controlled study in patients with CRSwNP, the most commonly reported adverse reactions 

during treatment were headache (18%) and back pain (7%). EGPA: In a placebo-controlled study in patients with EGPA, the most commonly reported adverse reactions during 

treatment were headache (32%), injection site reactions (15%) and back pain (13%). Systemic allergic/hypersensitivity reactions were reported by 4% of EGPA patients. HES: 

In a placebo-controlled study in patients with HES, the most commonly reported adverse reactions during treatment were headache (13%), urinary tract infection (9%), 

injection site reactions and pyrexia (7% each). Tabulated list of adverse reactions: Severe eosinophilic asthma, CRSwNP and EGPA: The table below presents the adverse 

reactions from placebo-controlled severe eosinophilic asthma studies with frequencies from patients receiving mepolizumab 100 mg subcutaneously (SC) (n= 263), from a 

randomised, double-blind placebo-controlled 52-week study in patients with CRSwNP receiving mepolizumab 100 mg SC (n=206), in patients with EGPA receiving mepoli-

zumab 300 mg SC (n=68) and from spontaneous post-marketing reports. Safety data is also available from open-label extension studies in severe refractory eosinophilic 

asthma patients (n=998) treated for a median of 2.8 years (range 4 weeks to 4.5 years). HES: In a double-blind placebo-controlled 32-week study in patients with HES 

receiving mepolizumab 300 mg SC (n= 54), no additional adverse reactions were identified to those reported in the severe eosinophilic asthma studies. The safety profile of 

mepolizumab in HES patients (n=102) enrolled in a 20-week open label extension study was similar to the safety profile of patients in the pivotal placebo-controlled study. 

The frequency of adverse reactions is defined using the following convention: very common (≥1/10); common (≥1/100 to <1/10); uncommon (≥1/1,000 to <1/100); rare 

(≥1/10,000 to <1/1,000); very rare (<1/10,000); and not known (cannot be estimated from available data). Within each frequency grouping, adverse reactions are presented 

in order of decreasing seriousness. System Organ Class: Infections and infestations. Adverse reactions: Lower respiratory tract infection, urinary tract infection, pharyngitis. 

Frequency: Common. • System Organ Class: Immune system disorders. Adverse reactions: Hypersensitivity reactions (systemic allergic)*. Frequency: Common. - Adverse 

reactions: Anaphylaxis**. Frequency: Rare. • System Organ Class: Nervous system disorders. Adverse reactions: Headache. Frequency: Very common. • System Organ Class: 

Respiratory, thoracic and mediastinal disorders. Adverse reactions: Nasal congestion. Frequency: Common. • System Organ Class: Gastrointestinal disorders. Adverse reac-

tions: Abdominal pain upper. Frequency: Common. • System Organ Class: Skin and subcutaneous tissue disorders. Adverse reactions: Eczema. Frequency:  Common. • 

System Organ Class:  Musculoskeletal and connective tissue disorders. Adverse reactions: Back pain. Frequency: Common. •  System Organ Class: General disorders and 

administration site conditions. Adverse reactions: Administration-related reactions (systemic non allergic)***, local injection site reactions, pyrexia. Frequency: Common. • * 

Systemic reactions including hypersensitivity have been reported at an overall incidence comparable to that of placebo in the severe eosinophilic asthma studies.. For 

examples of the associated manifestations reported and a description of the time to onset, see section “Special warnings and precautions for use”. **From spontaneous post 

marketing reporting. *** The most common manifestations associated with reports of systemic non-allergic administration-related reactions from patients in the severe 

eosinophilic asthma studies were rash, flushing and myalgia; these manifestations were reported infrequently and in <1% of patients receiving mepolizumab 100 mg subcu-

taneously. Description of selected adverse reactions: Systemic reactions, including hypersensitivity reactions, in CRSwNP: In the 52-week placebo-controlled study, 

systemic allergic (type I hypersensitivity) reactions were reported in 2 patients (<1%) in the group receiving mepolizumab 100 mg and in no patients in the placebo group. 

Other systemic reactions were reported by no patients in the group receiving mepolizumab 100 mg and in 1 patient (<1%) in the placebo group. Systemic reactions, includ-

ing hypersensitivity reactions, in EGPA: n the 52-week placebo-controlled study the percentage of patients who experienced systemic (allergic and nonallergic) reactions 

was 6% in the group receiving 300 mg of mepolizumab and 1% in the placebo group. Systemic allergic/hypersensitivity reactions were reported by 4% of patients in the 

group receiving 300 mg of mepolizumab and 1% of patients in the placebo group. Systemic non-allergic reactions (angioedema) were reported by 1 (1%) patient in the group 

receiving 300 mg of mepolizumab and no patients in the placebo group. Systemic reactions, including hypersensitivity reactions, in HES: In the 32-week placebo-controlled 

study, 1 patient (2%) reported a systemic (other) reaction in the group receiving 300 mg of mepolizumab (multifocal skin reaction) and no patients in the placebo group. Local 

injection site reactions: Severe eosinophilic asthma: In placebo-controlled studies the incidence of local injection site reactions with mepolizumab 100 mg subcutaneous 

and placebo was 8% and 3%, respectively. These events were all non-serious, mild to moderate in intensity and the majority resolved within a few days. Local injection site 

reactions occurred mainly at the start of treatment and within the first 3 injections with fewer reports on subsequent injections. The most common manifestations reported 

with these events included pain, erythema, swelling, itching, and burning sensation. CRSwNP: In the placebo-controlled study, local injection site reactions (e.g., erythema, 

pruritus) occurred in 2% of patients receiving mepolizumab 100 mg compared with <1% in patients receiving placebo. EGPA: In the placebo-controlled study, local injection 

site reactions (e.g., pain, erythema, swelling) occurred at a rate of 15% in patients receiving mepolizumab 300 mg compared with 13% in patients receiving placebo. HES: In 

the placebo-controlled study, local injection site reactions (e.g., burning, itching) occurred at a rate of 7% in patients receiving mepolizumab 300 mg compared with 4% in 

patients receiving placebo. Paediatric population: Severe eosinophilic asthma: Thirty-seven adolescents (aged 12-17) were enrolled in four placebo-controlled studies (25 

mepolizumab treated intravenously or subcutaneously) of 24 to 52 weeks duration. Thirty -six paediatric patients (aged 6-11) received mepolizumab subcutaneously in an 

open-label study for 12 weeks. After a treatment interruption of 8 weeks, 30 of these patients, received mepolizumab for a further 52 weeks. The safety profile was similar to 

that seen in adults. No additional adverse reactions were identified. HES: Four adolescents aged 12 to 17 years were enrolled in the placebo-controlled study 200622, one 

adolescent received 300 mg of mepolizumab, and 3 adolescents received placebo for 32 weeks. All 4 adolescents continued into a 20-week open-label extension study 
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- Division de la Pharmacie et des Médicaments - 20, rue de Bitbourg - L-1273 Luxembourg-Hamm - Tél.: (+352) 2478 5592 - e-mail: pharmacovigilance@ms.etat.lu - Link pour 
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Asthme sévère à éosinophiles: 
des missions complémentaires 

pour le généraliste et le pneumologue

P u b l i é  d a n s  S e m p e r  L u x e m b o u r g  I  n o v e m b r e  2 0 2 1

Comme le rappelait le Dr Marc Schlesser à l’occasion d’un meeting virtuel 

organisé avant l’été, environ un patient asthmatique sur 30 souffre d’asthme 

sévère. Le rôle du médecin généraliste est essentiel pour identifier ces patients, 

mais aussi pour dépister ceux chez qui l’asthme sévère est associé à un taux 

élevé d’éosinophiles, accessible à un traitement par mépolizumab (Nucala), un 

inhibiteur biologique de l’interleukine 5 (IL-5).


