
NOUVEAU
ADD ON

▼ Ce médicament fait l’objet d’une surveillance supplémentaire 
* L’utilisation concomitante avec la simvastatine >40 mg par jour est contre-indiquée. Lorsque NILEMDO®/NUSTENDI® est administré conjointement avec la simvastatine, la 
dose quotidienne de simvastatine doit être limitée à 20 mg (ou à 40 mg par jour pour les patients présentant une hypercholestérolémie sévère et un risque élevé de com-
plications cardiovasculaires, qui n’ont pas atteint leurs objectifs de traitement avec des doses plus faibles et lorsque les bénéfices sont censés être supérieurs aux risques 
potentiels).4,5

**vs placebo en plus des statines à la dose maximale tolérée, avec ou sans autres traitements hypolipidémiants oraux. Une réduction du LDL-C de 17 % a été observée en 
plus des statines de haute intensité.6 Une réduction du LDL-C allant jusqu’à 28 % a été observée chez les patients qui ne prenaient pas de statine ou des statines de très 
faible intensité.7,9 

 †vs placebo en plus des statines à la dose maximale tolérée.10

RÉFÉRENCES : 1. ESC/EAS Guidelines for the management of dyslipidaemias. Eur Heart J. 2020 ; 41(1) : 111-188. 2. Fox KM et al. Clin Res Cardiol. 2018 ; 107 : 380-388. 3. 
Kotseva K et al. Eur J Prev Cardio. 2019 ; 26(8) : 824-835. 4. NILEMDO®. Summary of Product Characteristics. 5.NUSTENDI®. Summary of Product Characteristics. 6. Goldberg 
AC et al. JAMA. 2019 ; 322(18) : 1780-1788 (Supplementary Material). 7. Laufs U et al. J Am Heart Assoc. 2019 ; 8 : e011662. 8. Ray KK et al. N Engl J Med. 2019 ; 380 : 1022-1032. 
9. Ballantyne CM et al. Atherosclerosis. 2018 ; 277 : 195-203. 10. Ballantyne CM et al. Eur J Prev Cardiol. 2020 ; 27(6) : 593-603. EAS : European Atherosclerosis Society ; ESC : 
European Society of Cardiology ; LDL-C : cholestérol à lipoprotéines de basse densité

Add on to take back control

DANS LA LUTTE CONTRE UN LDL-C ÉLEVÉ,  
AJOUTEZ POUR RÉDUIRE 

Malgré le traitement par les thérapies hypolipidémiantes disponibles, jusqu’à 80 % des patients  

n’atteignent pas l’objectif de LDL-C recommandé par les directives de l’ESC/EAS de 2019. 1-3

NILEMDO® et NUSTENDI® sont de nouvelles options orales qui peuvent être ajoutées  

aux traitements hypolipidémiants oraux existants pour obtenir les réductions  

supplémentaires du LDL-C dont les patients non-contrôlés à (très) haut risque CV ont besoin. *4,5

NILEMDO® apporte aux patients une réduction supplémentaire du LDL-C de 17-28 %.**6-9

NUSTENDI® apporte aux patients une réduction supplémentaire du LDL-C de 38 %.†10

De plus, dans les études cliniques, NILEMDO® et NUSTENDI® ont généralement été bien tolérés. 4,5 

Quand vous et vos patients luttez pour reprendre le contrôle du LDL-C, ajoutez  

NILEMDO® ou NUSTENDI® en une prise orale journalière.

▼ ▼®
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Éditeur : KKLINIK Sàrl N° TVA : LU29285949 N° d’Identité nationale : 20172418520
Rédacteur en chef : Dr MANAVI H.-R. Directrice éditoriale : Madame CLATOT Stéphanie 
Correction : M. HUGOT Denis denishugot@aol.com

www.K-KLINIK.lu le site a été réactualisé en mai 2021 mise à jour : mai 2021

Imprimeur : Luxgeston / www.luxgeston.com

Les cas cliniques exposés dans le magazine K-KLINIK ne comportent pas de publicité.
Dans chaque K-KLINIK, les auteurs vous proposent un schéma diagnostique et thérapeutique sous leur propre 
responsabilité. 
En aucun cas KKLINIK Sàrl ne peut être tenu pour responsable des opinions des auteurs. 
Les publicités sont publiées sous la seule responsabilité des annonceurs (contrat). 
Tous droits de traduction, d’adaptation et de reproduction, par quelque procédé que ce soit, sont interdits. 

Chères collègues et chers collègues,

Dans ce numéro double de K-KLINIK No 28 - 29,  
notre très chère collègue, Dr Sylvie COITO de 
KETTERTHILL nous fait profiter d'un cas clinique 
exceptionnel comme d'habitude.

De même, nous partageons une série d’imagerie, 
avec la collaboration de notre cher radiologue ;  
Dr Philippe MOLKO.

Je tiens toujours à vous rappeler, mes chères 
collègues et chers collègues, que vous pouvez, 
également, exposer vos cas cliniques et vos 
imageries médicales.

Pour cela, il suffit de nous contacter afin que nous 
vous guidions et que nous vous aidions dans la 
rédaction et la mise en page. Nous sommes là pour 
faciliter votre travail.

Je vous souhaite une très bonne lecture .

Rédacteur en chef, Dr MANAVI.

K-KLINIK est « un magazine fait par les professionnels de la santé  
pour les professionnels de la santé »
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K-KLINIK

La Direction et toute l'équipe de K-KLINIK tiennent à remercier chaleureusement les 

personnes qui ont participé à l'élaboration de ce numéro : 

Dr COITO Sylvie

Mme LOUVEL Sophie

Dr MOLKO Philippe

Mme RAMOS Fernanda

Dr RIBEMONT Annie-Claude

M. SALLES Damien 

Nous remercions, chaleureusement notre collègue radiologue qui a participé à 
l’élaboration de ce numéro double spécial : Imageries médicales.

Dr Molko Philippe

Name: Cosentyx 75 mg solution for injection in pre-fi lled syringe. Cosentyx 150 
mg solution for injection in pre-fi lled syringe. Cosentyx 300 mg solution for 
injection in pre-fi lled syringe. Cosentyx 150 mg solution for injection in pre-fi lled 
pen. Cosentyx 300 mg solution for injection in pre-fi lled pen. Composition: Cosentyx 75 mg 
solution for injection in pre- fi lled syringe. Each pre-fi lled syringe contains 75 mg secukinumab in 0.5 ml. 
Cosentyx 150 mg solution for injection in pre- fi lled syringe. Each pre-fi lled syringe contains 150 mg secukinumab in 1 
ml.Cosentyx 300 mg solution for injection in pre- fi lled syringe. Each pre-fi lled syringe contains 300 mg secukinumab in 
2 ml. Cosentyx 150 mg solution for injection in pre- fi lled pen. Each pre-fi lled pen contains 150 mg secukinumab in 1 ml. 
Cosentyx 300 mg solution for injection in pre-fi lled pen. Each pre-fi lled pen contains 300 mg secukinumab in 2 ml.* 
Secukinumab is a recombinant fully human monoclonal antibody selective for interleukin-17A. Secukinumab is of the 
IgG1/κ-class produced in Chinese Hamster Ovary (CHO) cells. For the full list of excipients, see full leafl et. 
Pharmaceutical form: Solution for injection (injection). The solution is clear and colourless to slightly yellow.Therapeutic 
indications: Adult plaque psoriasis. Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in 
adults who are candidates for systemic therapy. Paediatric plaque psoriasis. Cosentyx is indicated for the treatment of 
moderate to severe plaque psoriasis in children and adolescents from the age of 6 years who are candidates for systemic 
therapy. Psoriatic arthritis. Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of 
active psoriatic arthritis in adult patients when the response to previous disease-modifying anti-rheumatic drug (DMARD) 
therapy has been inadequate. Axial spondyloarthritis (axSpA). Ankylosing spondylitis (AS, radiographic axial 
spondyloarthritis). Cosentyx is indicated for the treatment of active ankylosing spondylitis in adults who have responded 
inadequately to conventional therapy. Non-radiographic axial spondyloarthritis (nr-axSpA). Cosentyx is indicated for the 
treatment of active non-radiographic axial spondyloarthritis with objective signs of infl ammation as indicated by elevated 
C-reactive protein (CRP) and/or magnetic resonance imaging (MRI) evidence in adults who have responded inadequately 
to non-steroidal anti-infl ammatory drugs (NSAIDs). Posology and method of administration: Cosentyx is intended for 
use under the guidance and supervision of a physician experienced in the diagnosis and treatment of conditions for which 
Cosentyx is indicated. Adult plaque psoriasis The recommended dose is 300 mg of secukinumab by subcutaneous 
injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Based on clinical 
response, a maintenance dose of 300 mg every 2 weeks may provide additional benefi t for patients with a body weight 
of 90 kg or higher. Each 300 mg dose is given as one subcutaneous injection of 300 mg or as two subcutaneous injections 
of 150 mg. Paediatric plaque psoriasis (adolescents and children from the age of 6 years). The recommended dose is 
based on body weight (Table 1) and administered by subcutaneous injection with initial dosing at weeks 0, 1, 2, 3 and 4, 
followed by monthly maintenance dosing. Each 75 mg dose is given as one subcutaneous injection of 75 mg. Each 150 
mg dose is given as one subcutaneous injection of 150 mg. Each 300 mg dose is given as one subcutaneous injection of 
300 mg or as two subcutaneous injections of 150 mg. Table 1 Recommended dose for paediatric plaque psoriasis : 
Body weight at time of dosing - Recommended Dose : <25 kg - 75 mg; 25 to <50 kg - 75 mg; ≥50 kg - 150 mg (*may 
be increased to 300 mg). *Some patients may derive additional benefi t from the higher dose. Psoriatic arthritis. For 
patients with concomitant moderate to severe plaque psoriasis, please refer to adult plaque psoriasis recommendation. 
For patients who are anti-TNFα inadequate responders (IR), the recommended dose is 300 mg by subcutaneous 
injection with initial dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Each 300 mg dose is given 
as one subcutaneous injection of 300 mg or as two subcutaneous injections of 150 mg. . For other patients, the 
recommended dose is 150 mg by subcutaneous injection with initial dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly 
maintenance dosing. Based on clinical response, the dose can be increased to 300 mg. Axial spondyloarthritis (axSpA). 
Ankylosing spondylitis (AS, radiographic axial spondyloarthritis).The recommended dose is 150 mg by subcutaneous 
injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Based on clinical 
response, the dose can be increased to 300 mg. Each 300 mg dose is given as one subcutaneous injection of 300 mg or 
as two subcutaneous injections of 150 mg. Non-radiographic axial spondyloarthritis (nr-axSpA). The recommended dose 
is 150 mg by subcutaneous injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. 
For all of the above indications, available data suggest that a clinical response is usually achieved within 16 weeks of 
treatment. Consideration should be given to discontinuing treatment in patients who have shown no response by 16 
weeks of treatment. Some patients with an initial partial response may subsequently improve with continued treatment 
beyond 16 weeks. Special populations: Elderly patients (aged 65 years and over): No dose adjustment is required. Renal 
impairment / hepatic impairment: Cosentyx has not been studied in these patient populations. No dose recommendations 
can be made. Paediatric population. The safety and effi cacy of Cosentyx in children with plaque psoriasis below the age 
of 6 years have not been established. The safety and effi cacy of Cosentyx in children below the age of 18 years in other 
indications have not yet been established. No data are available. Method of administration. Cosentyx is to be administered 
by subcutaneous injection. If possible, areas of the skin that show psoriasis should be avoided as injection sites. The 
solution in the syringe or pen must not be shaken. After proper training in subcutaneous injection technique, patients may 
self-inject Cosentyx if a physician determines that this is appropriate. However, the physician should ensure appropriate 
follow-up of patients. Patients should be instructed to inject the full amount of Cosentyx according to the instructions 

provided 
in the 
p a c k a g e 
l e a f l e t . 
C o m p r e h e n s i v e 
instructions for 
administration are given in 
the package leafl et. C o n t r a -
indications: Severe hyper-sensitivity reactions to the 
active substance or to any of the excipients. Clinically important, active infection 
(e.g. active tuberculosis). Undesirable effects: Summary of the safety profi le: see full leafl et. List of adverse reactions: 
ADRs from psoriasis, psoriatic arthritis and ankylosing spondylitis clinical studies as well as from post-marketing 
experience are listed by MedDRA system organ class. Within each system organ class, the ADRs are ranked by 
frequency, with the most frequent reactions fi rst. Within each frequency grouping, adverse drug reactions are presented 
in order of decreasing seriousness. In addition, the corresponding frequency category for each adverse drug reaction is 
based on 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 the available data).List of 
adverse reactions in clinical studies1) and post-marketing experience: Infections and infestations: Very common: Upper 
respiratory tract infections; Common: Oral herpes; Common: Tinea pedis; Uncommon:Oral candidiasis; Uncommon: Otitis 
externa. Uncommon: Lower respiratory tract infections. Not known: Mucosal and cutaneous candidiasis (including 
oesophageal candidiasis). Blood and lymphatic system disorders: Uncommon: Neutropenia. Immune system disorders: 
Rare: Anaphylactic reactions. Nervous system disorders: Common: Headache. Eye disorders: Uncommon: Conjunctivitis. 
Respiratory, thoracic and mediastinal disorders: Common: Rhinorrhoea. Gastrointestinal disorders: Common: Diarrhoea. 
Common: Nausea. Uncommon: Infl ammatory bowel disease. Skin and subcutaneous tissue disorders: Uncommon: 
Urticaria. Rare: Exfoliative dermatitis2). Rare: Hypersensitivity vasculitis. General disorders and administration site 
conditions: Common: Fatigue. 1) Placebo-controlled clinical studies (phase III) in plaque psoriasis, PsA, AS and nr-axSpA 
patients exposed to 300 mg, 150 mg, 75 mg or placebo up to 12 weeks (psoriasis) or 16 weeks (PsA, AS and nr-axSpA) 
treatment duration. 2) Cases were reported in patients with psoriasis diagnosis. Description of selected adverse reactions: see 
full leafl et. Paediatric population. Undesirable effects in paediatric patients from the age of 6 years with plaque psoriasis. The 
safety of secukinumab was assessed in two phase III studies in paediatric patients with plaque psoriasis. The fi rst study 
(paediatric study 1) was a double-blind, placebo-controlled study of 162 patients from 6 to less than 18 years of age with 
severe plaque psoriasis. The second study (paediatric study 2) is an open-label study of 84 patients from 6 to less than 18 
years of age with moderate to severe plaque psoriasis. The safety profi le reported in these two studies was consistent with 
the safety profi le reported in adult plaque psoriasis patients. Reporting of suspected adverse reactions: Reporting suspected 
adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefi t/risk 
balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via the 
national reporting system. Mode of delivery: Medicinal product subject to medical prescription. Marketing authorisation 
holder and numbers: Novartis Europharm Limited, Vista Building, Elm Park, Merrion Road, Dublin 4, Ireland. Cosentyx 75 
mg solution for injection in pre-fi lled syringe. EU/1/14/980/012-013. Cosentyx 150 mg solution for injection in pre-fi lled 
syringe. EU/1/14/980/002, EU/1/14/980/003, EU/1/14/980/006. Cosentyx 300 mg solution for injection in pre-fi lled syringe. 
EU/1/14/980/008-009. Cosentyx 150 mg solution for injection in pre-fi lled pen. EU/1/14/980/004, EU/1/14/980/005, 
EU/1/14/980/007. Cosentyx 300 mg solution for injection in pre-fi lled pen. EU/1/14/980/010-011. Date of revision of the text: 
20.01.2022

*http://www.cns.lu
1. Sigurgeison et al., DOI: 10.1111/dth.15285, Dermatologic Therapy Wiley, 2021
2. SmPC Cosentyx Jan 2022

Documents and materials available
on our Portal for Physicians at

www.my.novartis.be
or scan the QR code

Cosentyx 75 mg Cosentyx 75 mg 
secukinumab in 0.5 ml. 

. Each pre-fi lled syringe contains 150 mg secukinumab in 1 
. Each pre-fi lled syringe contains 300 mg secukinumab in 

. Each pre-fi lled pen contains 150 mg secukinumab in 1 ml. 
. Each pre-fi lled pen contains 300 mg secukinumab in 2 ml.* 

Secukinumab is a recombinant fully human monoclonal antibody selective for interleukin-17A. Secukinumab is of the 
IgG1/κ-class produced in Chinese Hamster Ovary (CHO) cells. For the full list of excipients, see full leafl et. 

.Therapeutic 
Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in 

. Cosentyx is indicated for the treatment of 
moderate to severe plaque psoriasis in children and adolescents from the age of 6 years who are candidates for systemic 

. Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of 
active psoriatic arthritis in adult patients when the response to previous disease-modifying anti-rheumatic drug (DMARD) 

provided 
in the 
p a c k a g e 
l e a f l e t . 
C o m p r e h e n s i v e 
instructions for 
administration are given in 
the package leafl et. C o n t r a -
indications: Severe hyper-sensitivity reactions to the 
active substance or to any of the excipients. Clinically important, active infection 

300 mg 
Cosentyx injection2

Fast, Complete 
& Convenient1,2

BE2203217307 - 21/03/2022

NOW
REIMBURSED*

Fast, Complete 

REIMBURSED*

PATIENT SATISFACTION

100%
1

2022-00234_Cosentyx PsO_ PUB A4_LUX_NOW reimbursed.indd   12022-00234_Cosentyx PsO_ PUB A4_LUX_NOW reimbursed.indd   1 8/04/2022   13:27:298/04/2022   13:27:29
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  This medicinal product is subject to additional monitoring. This will allow quick identifi cation of new safety information. Healthcare professionals are asked to report any suspected adverse reactions. 

NAME OF THE MEDICINAL PRODUCT: Vyndaqel 20 mg soft capsules. Vyndaqel 61 mg soft capsules. QUALITATIVE AND QUANTITATIVE COMPOSITION: Vyndaqel 20 mg: Each soft capsule contains 20 mg of micronized tafamidis 
meglumine equivalent to 12.2 mg tafamidis. Vyndaqel 61 mg: Each soft capsule contains 61 mg of micronized tafamidis. Excipients with known effect: Each soft capsule contains no more than 44 mg of sorbitol (E 420). PHARMACEUTICAL 
FORM: Soft capsule. Vyndaqel 20 mg: Yellow, opaque, oblong (approximately 21 mm) capsule imprinted with “VYN 20” in red. Vyndaqel 61 mg: Reddish brown, opaque, oblong (approximately 21 mm) capsule printed with “VYN 61” in white. 
CLINICAL PARTICULARS: Therapeutic indications: V yndaqel 20 mg: Vyndaqel is indicated for the treatment of transthyretin amyloidosis in adult patients with stage 1 symptomatic polyneuropathy to delay peripheral neurologic 
impairment. Vyndaqel 61 mg: Vyndaqel is indicated for the treatment of wild-type or hereditary transthyretin amyloidosis in adult patients with cardiomyopathy (ATTR-CM). Posology and method of administration: Vyndaqel 20 mg: 
Treatment should be initiated under the supervision of a physician knowledgeable in the management of patients with transthyretin amyloid polyneuropathy (ATTR-PN). Vyndaqel 61 mg: Treatment should be initiated under the supervision 
of a physician knowledgeable in the management of patients with amyloidosis or cardiomyopathy. When there is a suspicion in patients presenting with specifi c medical history or signs of heart failure or cardiomyopathy, etiologic diagnosis 
must be done by a physician knowledgeable in the management of amyloidosis or cardiomyopathy to confi rm ATTR-CM and exclude AL amyloidosis before starting tafamidis, using appropriate assessment tools such as: bone scintigraphy 
and blood/urine assessment, and/or histological assessment by biopsy, and transthyretin (TTR) genotyping to characterise as wild-type or hereditary. Posology: Vyndaqel 20 mg: The recommended dose of tafamidis meglumine is 20 mg 
orally once daily. Vyndaqel 61 mg: The recommended dose is one capsule of Vyndaqel 61 mg (tafamidis) orally once daily. Vyndaqel 61 mg (tafamidis) corresponds to 80 mg tafamidis meglumine. Vyndaqel 20 mg and 61 mg: Tafamidis and 
tafamidis meglumine are not interchangeable on a per mg basis. Vyndaqel 61 mg: Vyndaqel should be started as early as possible in the disease course when the clinical benefi t on disease progression could be more evident. Conversely, 
when amyloid-related cardiac damage is more advanced, such as in NYHA Class III, the decision to start or maintain treatment should be taken at the discretion of a physician knowledgeable in the management of patients with amyloidosis 
or cardiomyopathy. There are limited clinical data in patients with NYHA Class IV. Vyndaqel 20 mg and 61 mg: If vomiting occurs after dosing, and the intact Vyndaqel capsule is identifi ed, then an additional dose of Vyndaqel should be 
administered if possible. If no capsule is identifi ed, then no additional dose is necessary, with resumption of dosing the next day as usual. Special populations: Elderly: No dosage adjustment is required for elderly patients (≥ 65 years). Hepatic 
and renal impairment: No dosage adjustment is required for patients with renal or mild and moderate hepatic impairment. Limited data are available in patients with severe renal impairment (creatinine clearance less than or equal to 30 mL/
min). Tafamidis and tafamidis meglumine have not been studied in patients with severe hepatic impairment and caution is recommended. Paediatric population: There is no relevant use of tafamidis in the paediatric population. Method of 
administration: Oral use. The soft capsules should be swallowed whole and not crushed or cut. Vyndaqel may be taken with or without food. Con traindications: Hypersensitivity to the active substance or to any of the excipients listed in 
section 6.1 of SmPC. Spe cial warnings and precautions for use: Women of childbearing potential should use appropriate contraception when taking tafamidis or tafamidis meglumine and continue to use appropriate contraception for 
1-month after stopping treatment with tafamidis or tafamidis meglumine. Vyndaqel 20 mg: Tafamidis meglumine should be added to the standard of care for the treatment of patients with ATTR-PN. Physicians should monitor patients and 
continue to assess the need for other therapy, including the need for liver transplantation, as part of this standard of care. As there are no data available regarding the use of tafamidis meglumine post-liver transplantation, tafamidis 
meglumine should be discontinued in patients who undergo liver transplantation. Vyndaqel 61 mg: Tafamidis should be added to the standard of care for the treatment of patients with transthyretin amyloidosis. Physicians should monitor 
patients and continue to assess the need for other therapy, including the need for organ transplantation, as part of this standard of care. As there are no data available regarding the use of tafamidis in organ transplantation, tafamidis should 
be discontinued in patients who undergo organ transplantation. Increase in liver function tests and decrease in thyroxine may occur (see “Undesirable effects”). Vyndaqel 20 mg and 61 mg: These medicinal products contain no more than 
44 mg sorbitol in each capsule. Sorbitol is a source of fructose. The additive effect of concomitantly administered products containing sorbitol (or fructose) and dietary intake of sorbitol (or fructose) should be taken into account. The content 
of sorbitol in medicinal products for oral use may affect the bioavailability of other medicinal products for oral use administered concomitantly. Interaction with other medicinal products and other forms of interaction: In a clinical 
study in healthy volunteers, 20 mg tafamidis meglumine did not induce or inhibit the cytochrome P450 enzyme CYP3A4. In vitro tafamidis inhibits the effl ux transporter BCRP (breast cancer resistant protein) with IC50=1.16 μM and may 
cause drug-drug interactions at clinically relevant concentrations with substrates of this transporter (e.g. methotrexate, rosuvastatin, imatinib). In a clinical study in healthy participants, the exposure of the BCRP substrate rosuvastatin 
increased approximately 2-fold following multiple doses of 61 mg tafamidis daily dosing. Likewise, tafamidis inhibits the uptake transporters OAT1 and OAT3 (organic anion transporters) with IC50=2.9 µM and IC50=2.36 µM, respectively, 
and may cause drug-drug interactions at clinically relevant concentrations with substrates of these transporters (e.g. non-steroidal anti-infl ammatory drugs, bumetanide, furosemide, lamivudine, methotrexate, oseltamivir, tenofovir, 
ganciclovir, adefovir, cidofovir, zidovudine, zalcitabine). Based on in vitro data, the maximal predicted changes in AUC of OAT1 and OAT3 substrates were determined to be less than 1.25 for the tafamidis meglumine 20 mg dose or 61 mg/
day tafamidis dose, therefore, inhibition of OAT1 or OAT3 transporters by tafamidis is not expected to result in clinically signifi cant interactions. No interaction studies have been performed evaluating the effect of other medicinal products 
on tafamidis or tafamidis meglumine. Laboratory test abnormality: Tafamidis may decrease serum concentrations of total thyroxine, without an accompanying change in free thyroxine (T4) or thyroid stimulating hormone (TSH). This 
observation in total thyroxine values may likely be the result of reduced thyroxine binding to or displacement from transthyretin (TTR) due to the high binding affi nity tafamidis has to the TTR thyroxine receptor. No corresponding clinical 
fi ndings consistent with thyroid dysfunction have been observed. Undesirable effects: Vyndaqel 20 mg: Summary of the safety profi le: The overall clinical data refl ect exposure of 127 patients with ATTR-PN to 20 mg of tafamidis meglumine 
administered daily for an average of 538 days (ranging from 15 to 994 days). The adverse reactions were generally mild or moderate in severity. List of adverse reactions: Adverse reactions are listed below by MedDRA System Organ Class 
(SOC) and frequency categories using the standard convention: Very common (≥1/10), Common (≥1/100 to <1/10), and Uncommon (≥1/1,000 to <1/100). Within the frequency group, adverse reactions are presented in order of decreasing 
seriousness. Adverse reactions reported from the clinical programme in the list below refl ect the rates at which they occurred in the Phase 3, double-blind, placebo-controlled study (Fx-005). Infections and infestations: Very Common: Urinary 
tract infection, Vaginal infection. Gastrointestinal disorders: Very Common: Diarrhoea, Upper abdominal pain. Vyndaqel 61 mg: Summary of the safety profi le: The safety data refl ect exposure of 176 patients with ATTR-CM to 80 mg 
(administered as 4 x 20 mg) of tafamidis meglumine administered daily in a 30-month placebo-controlled trial in patients diagnosed with ATTR-CM. The frequency of adverse events in patients treated with 80 mg tafamidis meglumine was 
generally similar and comparable to placebo. The foll owing adverse events were reported more often in patients treated with tafamidis meglumine 80 mg compared to placebo: fl atulence [8 patients (4.5%) versus 3 patients (1.7%)] and 
liver function test increased [6 patients (3.4%) versus 2 patients (1.1%)]. A causal relationship has not been established. Safety data for tafamidis 61 mg are not available as this formulation was not evaluated in the double-blind, 
placebo-controlled, randomised phase 3 study. Reporting of suspected adverse reactions: Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefi t/risk 
balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via the Federal Agency for Drugs and Health Products – Vigilance Department, PO Box 97 - B-1000 Brussels Madou 
(Website: www.notifi eruneffetindesirable.be; E-mail: adr@afmps.be). MARKETING AUTHORISATION HOLDER: Pfi zer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Belgium. MARKETING AUTHORISATION NUMBER(S): 
Vyndaqel 20 mg: EU/1/11/717/001, EU/1/11/717/002. Vyndaqel 61 mg: EU/1/11/717/003, EU/1/11/717/004. Delivery: On medical prescription. DATE OF REVISION OF THE TEXT: 12/2021. Detailed information on this medicinal 
product is available on the website of the European Medicines Agency: http://www.ema.europa.eu/.

220179 - February 2022

20 mg for hATTR-PN

61  mg for ATTR-CM

Vyndaqel is the fi rst and only 
treatment indicated for: 

- wild-type or hereditary transthyretin 
amyloidosis in adult patients with 

cardiomyopathy (ATTR-CM)* (Vyndaqel 61 mg)4

- thransthyretin amyloidosis in adult patients 
with stage 1 symptomatic polyneuropathy 
to delay peripheral neurologic impairment 

(Vyndaqel 20 mg)4

ONE TREATMENT THAT CAN 
GIVE PATIENTS MORE TIME 

FOR LIFE—ORAL VYNDAQEL.

ATTR=transthyretin amyloidosis; ATTR-CM=transthyretin amyloid 
cardiomyopathy; ATTR-PN=transthyretin amyloid polyneuropathy; 
CV=cardiovascular; H.U. = hospital usage.
*  This indication is not reimbursed yet

TWO LIFE-THREATENING ATTR CONDITIONS.

VYNDAQEL 20MG: HOSPITAL USE ONLY
VYNDAQEL 61MG: HOSPITAL USE ONLY

IS ASSOCIATED WITH A REDUCTION IN ALL-CAUSE MORTALITY 
AND CV-RELATED* HOSPITALIZATION IN PATIENTS WITH WILD-TYPE 
OR HEREDITARY ATTR-CM5

•  CAN DELAY PROGRESSION IN NEUROLOGIC IMPAIRMENT  IN BOTH VAL30MET 
AND NON-VAL30MET PATIENTS1,2 &

•  MAY CONFER SURVIVAL BENEFITS IN ATTR-PN PATIENTS*3

ATTR-PN: VYNDAQEL 20 mg*ATTR-CM: VYNDAQEL 61 mg

References: 1. Gundapaneni BK, Sultan MB, Keohane DJ, Schwartz JH. Tafamidis delays neurological progression comparably across Val30Met and non-Val30Met genotypes in transthyretin familial amyloid 
polyneuropathy. Eur J Neurol. 2018;25(3):464-468. doi:10.1111/ene.13510. 2. Clinical Study Report for Protocol Fx-1A-201. New York, NY: Pfi zer Inc.; May 2011. 3. Merlini G, Coelho T, Waddington Cruz M, 
Li H, Stewart M, Ebede B. Evaluation of mortality during long-term treatment with tafamidis for transthyretin amyloidosis with polyneuropathy: clinical trial results up to 8.5 years. Neurol Ther. 2020. doi:10.1007/
s40120-020-00180-w. 4. SMPC VYNDAQEL®. 5. Maurer MS, Schwartz JH, Gundapaneni B, et al. Tafamidis treatment for patients with transthyretin amyloid cardiomyopathy. N eng J Med. 2018;379(11):1007-1016

VYNDAQEL IS THE ONLY TREATMENT THAT:

VALEURS DE REFERENCES 
FEMMES HOMMES

Hématologie
Erythrocytes 3.80-5.30 4.20-5.80 T  /  l
Hémoglobine 12.0-16.0 13.0-17.0 g  /  dl
Hématocrite 34.0-47.0 37.0-50.0  %
Leucocytes 4.000-10.000 G  /  l
Plaquettes 150-400 G  /  l
Biochimie hémato
Ferritine 10-205 22-275 ng  /  ml
Cœfficient de Saturation de la transferrine 15.0-45.0  %
Bilan rénal
Créatinine 0.6-1.1 0.7-1.2  mg  /  dl
DFG (MDRD)  <  60  ml  /  mn  /  m²
Urée 15-40 19-44  mg  /  dl
Acide urique 2.6-6.0 3.5-7.2  mg  /  dl
Ionogramme

Sodium 136-145 mmol  /  l
Potassium 3.5-5.1 mmol  /  l
Chlore 98-110 mmol  /  l
Calcium 8.4-10.2  mg  /  dl

Magnesium
1,7-2,2 < 20 ans  mg  /  dl

1,6-2,6 <  20 ans  mg  /  dl

Phosphore(adulte) 2,4 - 4,4  mg  /  dl

Hémostase-Coagulation

D-Dimères  <  500 ng  /  ml

Bilan glucidique
Glycémie 70-105  mg  /  dl
Hb A1c 4.0-6.0  %
Bilan lipidique

Cholestérol total Pas de valeurs de référence.
Cholestérol H.D.L. A évaluer en fonction des autres facteurs de risque cardio-vasculaire.
Triglycérides  <  150  mg  /  dl

Vitamines 
Vitamine D :  < 30 ng  /  ml
Protéines 
Protéines totales 64-83 g  /  l
Albumine 38.0-55.0 g  /  l
CRP  <  5  mg  /  l

Bilan hépato-pancréatique
Bilirubine totale 0.3-1.2  mg  /  dl
G.G.T. 9-36 12-64 UI  /  l
G.O.T. 5-34 UI  /  l
G.P.T.  <  55 UI  /  l
Lipase 8-78 U  /  l
Enzyme musculaire
C.P.K.
Totale

 <  170  <  300 U  /  l

C.K.
MB Massique

 <  3.2  <  4.5 ng  /  ml

Enzymes cardiaques
BNP  <  100 pg  /  ml
Troponine I hs  <  16  <  34 pg  /  ml
Hormones
TSH 0.35-4.5 mUI  /  l
T4 libre 0.7-1.5 ng  /  dl
T3 Libre 1.7-3.7 pg  /  ml

Parathormone (PTH(1-84)) 6,5 - 36,8  pg  /  ml
Marqueurs tumoraux
PSA  <  4.00 ng  /  ml

38
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ABREVIATIONS
AEG Altération de l'État Général
AINS Anti-Inflammatoire Non Stéroïdien
AMM Autorisation de Mise sur le Marché
ARA2 Antagoniste des Récepteurs de l'Angiotensine II
ASP Abdomen Sans Préparation
BAV Baisse de l'Acuité Visuelle
BGN Bacille Gram Négatif
BHA Bruit HydroAérique
BMI Body Mass Index
BNP  Brain Natriuretic Peptide
BPCO BronchoPneumopathie Chronique Obstructive
BZD BenZoDiazépines
CAE  Conduit Auditif Externe
CAT Conduite A Tenir
CG  Culot Globulaire (transfusion)
CIVD Coagulation IntraVasculaire Disséminée
cm centimètre
CMOH  CardioMyopathie Obstructive Hypertrophique
CPRE CholangioPancréatographie Rétrograde 

Endoscopique
CRP  C-Réactive Protéine
CS-Tf Cœfficient de saturation de la transferrine
DC  Débit Cardiaque
DEC Déshydratation Extra Cellulaire
DFG Débit de Filtration Glomérulaire
DIC Déshydratation Intra Cellulaire
DID Diabète Insulino Dépendant
DT Delirium Tremens
DTS Désorientation Temporo-Spatiale
D mlA Dégénérescence Maculaire Liée à l’Age
DNID Diabète Non Insulino Dépendant
ECG  ElectroCardioGramme
ECBC Examen Cyto Bactériologique des Crachts
ECBU Examen Cyto Bactériologique des Urines
FA Fibrillation Atriale
FC Fréquence Cardiaque
FE  Fraction d'Éjection
FID Fosse Iliaque Droite
FO  Fond d'Œil 
FR  Fréquence Respiratoire
FV Fibrillation Ventriculaire
GDS Gaz Du Sang
GEP (PEG) Gastrotomie Endoscopique Percutanée
GLW  Glasgow (échelle de)
HAS Haute Autorité de Santé
Hb Hémoglobine
HBPM Héparine de Bas Poids Moléculaire
HDT Hopitalisation à la Demande d'un Tiers
HEC Hyperhydratation Extra Cellulaire
HIC Hyperhydratation Intra Cellulaire
HNF Héparine Non Fractionnée
HO Hospitalisation d'Office
HSD Hématome Sous Dural
HTA HyperTension Artérielle

HTAP Hypertension de l'artère pulmonaire
IA Intra-Artériel
IEC Inhibiteur de l'Enzyme de Conversion
IV IntraVeineux
IMC Indice de Masse Corporelle
INR  International Normalized Ratio
IPP Inhibiteur de la Pompe à Protons
IPS  Index de Pression Systolique
IRA Insuffisance Rénale Aiguë
IRM Imagerie par Résonance Magnétique 
IF ImmunoFluorescence 
kg kilogramme
LDH Lactale DésHydrogénase
MAV Malformation Artério-Veineuse
MI Membre Inférieur
mn minute
MV Murmures Vésiculaires
NACO  Nouvelle AntiCoagulation par voie Orale
NHA  Niveau Hydro Arénique
NLP NeuroLePtiques
OMI Œdèmes des Membres Inférieurs
PA Paquets-Années (Tabac) pneumologie

PA Phosphatases Alcalines
PA = TA Pression Artérielle = Tension Artérielle cardiologie

PdC Produit de contraste
PEEP Positive End-Expiratory Pressure
PCR Polymerase Chain Reaction
PIO Pression IntraOculaire
PSNP  Paralysie Supra-Nucléaire et Progressive
PVC Pression Veineuse Centrale 
RAA Réticulaire Activateur Antérieur
RAU Rétention aiguë d'urines
RRS Rythme Regulier Sinusal 
SAMS  Staphylocoques Sensibles à la Méticilline 
SAM.  Staphylocoques Résistants à la Méticilline
Sat Saturation
s seconde 
SDRA Syndrome de Détresse Respiratoire Aiguë
SGOT  Sérum Glutamo-Oxalate Transférase
SGPT Sérum Glutamo-Pyruvate Transférase
SLT  Selective Laser Trabéculoplastie
TACFA Tachyarythmie Complète par Fibrillation Atriale
TDM TomoDensitoMétrie
TDC Trouble Dépressif Caractérisé
TFI  Trouble Fonctionnel Intestinal

TOGD  Transit œsogastroduodénal
TV Tachycardie Ventriculaire
TVP Thrombose Veineuse Profonde
UI Unité Internationale
VGM  Volume Globulaire Moyen
VIH Virus de l'Immunodéficience Humaine
VNI Ventilation Non Invasive 
VZV Virus Zona Varicelle
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K-KLINIK-1

Cas clinique présenté et  
expertisé par : 
Dr COITO Sylvie 
Médecin spécialiste en biologie 
Laboratoires Ketterthill

Vous recevez en consultation un homme de 65 ans qui vous dit avoir eu « une maladie du sang il y a 3 ans mais avoue ne 
pas avoir suivi son traitement depuis au moins 2 ans et ne pas être allé aux consultations de suivi».

Il consulte pour des douleurs de l'hypocondre gauche apparues spontanément depuis 5 jours, avec une mauvaise tolérance 
digestive (ralentissement du transit).

A l’examen, la rate déborde de 4 à 5 cm, et est sensible à la palpation. L'abdomen est par ailleurs météorisé mais souple 
et non douloureux.

Vous demandez un hémogramme :

Leucocytes : 72 G / L Neutrophiles : 27.36 G / L (38 %)
Erythrocytes : 3.97 T / L Lymphocytes : 4.32 G / L (6 %) 
Hémoglobine : 10.3 g / dL Monocytes : 0.720 G / L (1 %)
Hématocrite : 37.3 % Eosinophiles : 7.20 G / L (10 %)
TCMH : 26.4 pg Basophiles : 18.72 G / L (26 %)
CCMH : 32.1 g / dl Métamyélocytes : 5.76 G / L (8 %)
MCV : 94 fL Myélocytes : 4.32 G / L (6 %)
Plaquettes : 266 G / L Blastes : 3.6 G / L (5 %)

UNE LMC EN PHASE D’ACCÉLÉRATION

1- Comment interpréter la NFS ?
2- Quel est le bilan complémentaire ?
3- Quelle est l’évolution des LMC ?
4- Comment expliquer l’échec du traitement ?
5- Quel est le pronostic en phase accélérée ?
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1- Comment interpréter la NFS ?

La NFS montre une importante hyperleucocytose, 
une anémie encore modérée, normochrome et 
normocytaire, un nombre normal de plaquettes.

La polynucléose neutrophile associée à une 
basocytose majeure (26 %), une hyperéosinophilie 
(10 %), une myélémie > à 10 % ainsi que la blastose 
circulante estimée à environ 5 % évoque en première 
intention une leucémie myéloïde chronique.

Après investigation, l’hémopathie diagnostiquée trois 
ans auparavant était en effet une LMC en phase 
chronique, pour laquelle un traitement par imatinib 
(GLIVEC) avait été prescrit, plus ou moins bien suivi 
pendant quelques mois par le patient puis interrompu. 

La LMC est désormais en phase d’accélération 
(polynucléaires basophiles > 20 %).

2- Quel est le bilan complémentaire ?

• Le myélogramme a mis en évidence un grand 
excès de précurseurs et polynucléaires basophiles 
(23 %) ainsi qu’un excès de blastes de l’ordre de 
10 %, permettant de confirmer la phase accélérée 
et d’écarter une phase blastique (>  30 % blastes) 

• Le caryotype a montré dans toutes les mitoses 
analysées la présence d’un chromosome 
Philadelphie issu d’une translocation t(9;22) 
sans autres anomalies chromosomiques 
additionnelles.

• La biologie moléculaire a confirmé la persistance 
du transcrit BCR-ABL1 à un taux élevé 

3- Quelle est l’évolution des LMC ?

La leucémie myéloïde chronique a une évolution en 
3 phases.

La plupart des patients se présentent dans la 
phase chronique, qui est souvent asymptomatique 
et associée au meilleur résultat thérapeutique. En 
l'absence de traitement ou si la maladie ne répond pas 
au traitement, la phase chronique perdure 3 à 6 ans 
puis évolue naturellement vers une phase accélérée 
de moins d’un an et finalement vers la phase 
blastique (=leucémie aiguë secondaire), caractérisée 
par une prolifération des cellules blastiques et une 
hématopoïèse défaillante. La survie médiane de la 
phase blastique est de 12 mois, même après l'arrivée 
des inhibiteurs de la tyrosine-kinase. 

Critères de définition des 3 phases de la LMC 
selon l'European LeukemiaNet

Phase chronique : tous les critères suivants sont 
réunis

• Cellules blastiques : < 15 % du total dans le sang

• Cellules blastiques et promyélocytes : < 3 0 % du 
total dans le sang et la moelle osseuse

• Basophiles : <20 % du total dans le sang et la 
moelle osseuse

• Plaquettes : >100 G / L

• Aucune autre anomalie chromosomique que 
le chromosome Philadelphie au moment du 
diagnostic.

Phase accélérée : au moins un des critères suivants

• Cellules blastiques : ≥ 15 % du total dans le sang 
ou la moelle osseuse.

• Cellules blastiques et promyélocytes : ≥ 30 % du 
total dans le sang ou la moelle osseuse.

• Basophiles : ≥ 20 % du total dans le sang ou la 
moelle osseuse.

• Thrombocytopénie persistante (< 100 G / L) non 
liée au traitement.

• Anomalies chromosomiques clonales 
surnuméraires dans les cellules positives pour le 
chromosome Philadelphie

Phase blastique

• Cellules blastiques : ≥ 30 % du total dans le sang 
ou la moelle osseuse.

• Maladie extramédullaire avec cellules blastiques 
immatures.

4- Comment expliquer l’échec du traitement ?

L’échec de traitement de la phase chronique survient 
chez 10 à 15 % des patients en phase chronique 
traités en première ligne par l’imatinib, et chez < 10 % 
des patients traités par ITK de deuxième génération. 

Chez certains patients l'échec de la réponse est lié à 
une mauvaise adhésion au traitement.

Pour environ un tiers des patients en échec en 
première ligne (non obtention ou perte d’une 
rémission majeure), la résistance est causée par une 
mutation KD de BCR-ABL1 codant pour une protéine 
BCR-ABL1 qui est mal inhibée par les ITK. D’autres 
mécanismes de résistance peuvent être également 
incriminés, comme l'évolution clonale (aberrations 
chromosomiques supplémentaires) et l'activation de 
voies indépendantes de BCR-ABL1.

5- Quel est le pronostic en phase accélérée ?

La phase accélérée a un pronostic intermédiaire qui 
s'est considérablement amélioré avec les inhibiteurs 
de la tyrosine-kinase. Les patients qui ont progressé 
vers la phase accélérée peuvent avoir des réponses 
durables aux inhibiteurs de tyrosine-kinase, en 
particulier avec les ITK de deuxième génération ou de 
troisième génération. La survie globale à 4-5 ans est 
de 45 à 66 %. La transplantation de cellules souches 
allogéniques offre une survie globale similaire et peut 
être envisagée pour les patients plus jeunes avec des 
donneurs appropriés.
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IMAGERIES 
MEDICALES

NAME: Entresto 24 mg/26 mg film‑coated tablets*. Entresto 49 mg/51 mg film‑coated tablets**. Entresto 97 mg/103 mg film‑coated tablets***. QUALITATIVE AND QUANTITATIVE COMPOSITION: 
Each film‑coated tablet contains 24.3 mg sacubitril and 25.7 mg valsartan (as sacubitril valsartan sodium salt complex)*. Each film‑coated tablet contains 48.6 mg sacubitril and 51.4 mg valsartan 
(as sacubitril valsartan sodium salt complex)**. Each film‑coated tablet contains 97.2 mg sacubitril and 102.8 mg valsartan (as sacubitril valsartan sodium salt complex)***. For the full list of 
excipients, see full SmPC. PHARMACEUTICAL FORM: Film‑coated tablet. Violet white ovaloid biconvex film‑coated tablet with bevelled edges, unscored, debossed with “NVR” on one side and 
“LZ” on the other side. Approximate tablet dimensions 13.1 mm x 5.2 mm*. Pale yellow ovaloid biconvex film‑coated tablet with bevelled edges, unscored, debossed with “NVR” on one side and 
“L1” on the other side. Approximate tablet dimensions 13.1 mm x 5.2 mm**. Light pink ovaloid biconvex film‑coated tablet with bevelled edges, unscored, debossed with “NVR” on one side and 
“L11” on the other side. Approximate tablet dimensions 15.1 mm x 6.0 mm***. Therapeutic indications: Entresto is indicated in adult patients for treatment of symptomatic chronic heart failure 
with reduced ejection fraction. Posology and method of administration: The recommended starting dose of Entresto is one tablet of 49 mg/51 mg twice daily, except in the situations described 
below. The dose should be doubled at 2‑4 weeks to the target dose of one tablet of 97 mg/103 mg twice daily, as tolerated by the patient (see section 5.1 of the full SmPC). If patients experience 
tolerability issues (systolic blood pressure [SBP] ≤95 mmHg, symptomatic hypotension, hyperkalaemia, renal dysfunction), adjustment of concomitant medicinal products, temporary down–
titration or discontinuation of Entresto is recommended (see section 4.4 of the full SmPC)). In PARADIGM-HF study, Entresto was administered in conjunction with other heart failure therapies, 
in place of an ACE inhibitor or other angiotensin II receptor blocker (ARB) (see section 5.1 of the full SmPC). There is limited experience in patients not currently taking an ACE inhibitor or an 
ARB or taking low doses of these medicinal products, therefore a starting dose of 24 mg/26 mg twice daily and slow dose titration (doubling every 3‑4 weeks) are recommended in these patients 
(see “Titration” in section 5.1 of the full SmPC). Treatment should not be initiated in patients with serum potassium level >5.4 mmol/l or with SBP <100 mmHg (see section 4.4 of the full SmPC). 
A starting dose of 24 mg/26 mg twice daily should be considered for patients with SBP ≥100 to 110 mmHg. Entresto should not be co-administered with an ACE inhibitor or an ARB. Due to the 
potential risk of angioedema when used concomitantly with an ACE inhibitor, it must not be started for at least 36 hours after discontinuing ACE inhibitor therapy (see sections 4.3, 4.4 and 4.5 
of the full SmPC). The valsartan contained within Entresto is more bioavailable than the valsartan in other marketed tablet formulations (see section 5.2 of the full SmPC). If a dose is missed, 
the patient should take the next dose at the scheduled time. Splitting or crushing of the tablets is not recommended. Special populations: Elderly population: The dose should be in line with the 
renal function of the elderly patient. Renal impairment: No dose adjustment is required in patients with mild (Estimated Glomerular Filtration Rate [eGFR] 60‑90 ml/min/1.73 m2) renal impairment. 
A starting dose of 24 mg/26 mg twice daily should be considered in patients with moderate renal impairment (eGFR 30‑60 ml/min/1.73 m2). As there is very limited clinical experience in patients 
with severe renal impairment (eGFR <30 ml/min/1.73 m2). Entresto should be used with caution and a starting dose of 24 mg/26 mg twice daily is recommended. There is no experience in patients 
with end‑stage renal disease and use of Entresto is not recommended. Hepatic impairment: No dose adjustment is required when administering Entresto to patients with mild hepatic impairment 
(Child‑Pugh A classification). There is limited clinical experience in patients with moderate hepatic impairment (Child‑Pugh B classification) or with AST/ALT values more than twice the upper 
limit of the normal range. Entresto should be used with caution in these patients and the recommended starting dose is 24 mg/26 mg twice daily. Entresto is contraindicated in patients with severe 
hepatic impairment, biliary cirrhosis or cholestasis (Child‑Pugh C classification). Paediatric population: The safety and efficacy of Entresto in children and adolescents aged below 18 years have 
not been established. No data are available. Method of administration. Oral use. Entresto may be administered with or without food. The tablets must be swallowed with a glass of water. 
Contraindications: Hypersensitivity to the active substances or to any of the excipients listed in section 6.1 of the full SmPC. Concomitant use with ACE inhibitors. Entresto must not be 
administered until 36 hours after discontinuing ACE inhibitor therapy. Known history of angioedema related to previous ACE inhibitor or ARB therapy. Hereditary or idiopathic angioedema. 
Concomitant use with aliskiren‑containing medicinal products in patients with diabetes mellitus or in patients with renal impairment (eGFR <60 ml/min/1.73 m2). Severe hepatic impairment, biliary 
cirrhosis and cholestasis. Second and third trimesters of pregnancy. Undesirable effects: Summary of the safety profile: The most commonly reported adverse reactions during treatment with 
sacubitril/valsartan were hypotension (17.6%), hyperkalaemia (11.6%) and renal impairment (10.1%) (see section 4.4 of the full SmPC). Angioedema was reported in patients treated with 
sacubitril/valsartan (0.5%) (see description of selected adverse reactions in the full SmPC). Tabulated list of adverse reactions: Adverse reactions are ranked by System organ class and then by 
frequency with the most frequent first, 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). Within each frequency grouping, adverse reactions are ranked in order of decreasing seriousness. System organ class; Preferred term: Frequency category. Blood and 
lymphatic system disorders; Anaemia: Common. Immune system disorders; Hypersensitivity: Uncommon. Metabolism and nutrition disorders; Hyperkalaemia*: Very common; 
Hypokalaemia: Common; Hypoglycaemia: Common. Nervous system disorders; Dizziness: Common; Headache: Common; Syncope: Common; Dizziness postural: Uncommon. Ear and 
labyrinth disorders; Vertigo: Common. Vascular disorders; Hypotension*: Very common; Orthostatic hypotension: Common. Respiratory, thoracic and mediastinal disorders; Cough: 
Common. Gastrointestinal disorders; Diarrhoea: Common; Nausea: Common; Gastritis: Common. Skin and subcutaneous tissue disorders; Pruritus: Uncommon; Rash: Uncommon; 
Angioedema*: Uncommon. Renal and urinary disorders; Renal impairment*: Very common; Renal failure (renal failure, acute renal failure) : Common. General disorders and administration 
site conditions; Fatigue: Common; Asthenia: Common. Psychiatric disorders; Hallucinations**: Rare; Sleep disorders: Rare; Paranoia: Very rare. *See description of selected adverse 
reactions. **Including auditory and visual hallucinations. Description of selected adverse reactions: see full SmPC. 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. MARKETING AUTHORISATION HOLDER: Novartis Europharm Limited, Vista Building, Elm Park, Merrion Road, Dublin 4, 
Ireland; EU/1/15/1058/001, EU/1/15/1058/008-010, EU/1/15/1058/017-018, EU/1/15/1058/002-004, EU/1/15/1058/011-013, EU/1/15/1058/019-020, EU/1/15/1058/005-007, EU/1/15/1058/014-
016, EU/1/15/1058/021-022. MODE OF DELIVERY: Medicinal product subject to medical prescription. DATE OF REVISION OF THE TEXT: 02/09/2021
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ENTRESTO®

FIRST LINE THERAPY1

Delay disease progression 
for your newly diagnosed 

and hospitalized HFrEF patients.2

Curious to know how your peers are 
implementing the new guidelines? 

NEW ESC 
GUIDELINES

SCAN HERE TO DISCOVER!

1. McDonagh TA, Metra M, Adamo M, et al. 2021 ESC Guidelines for the diagnosis and treatment of acute and chronic heart failure: Developed by the Task Force for the diagnosis and treatment of acute and chronic heart failure of the 
European Society of Cardiology (ESC) With the special contribution of the Heart Failure Association (HFA) of the ESC. Eur Heart J. 2021;00:1–128.

2. Senni M, Wachter R, Et. Al. ; TRANSITION Investigators. Initiation of sacubitril/valsartan shortly after hospitalization for acutely decompensated heart failure in patients with newly diagnosed (De novo) heart failure: a subgroup analysis 
of the TRANSITION study. Eur J Heart Fail 2019, in press. https://doi.org/10.1002/ejhf.1670.
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NEUROLOGIE
HSD Chronique

M. S. Jean Roland, âgé de 73 ans, a été adressé aux urgences pour troubles de la parole, 
un ralentissement psychomoteur, et une désorientation temporelle.
D'après sa femme, il y a un déficit cognitif récent, évident, depuis sa chute sur la voie publique 
avec un traumatisme crânien (TC) et une perte de connaissance (PC) brève le 22 juin 2022.
Depuis, il a été hospitalisé (moins de 48 h), par deux fois, sans aucun diagnostic.
Vous décidez de faire un scanner cérébral sans PdC.

Voici une coupe de scanner cérébral.

Quel est votre diagnostic ?
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→
→

C’est une coupe axiale de scanner cérébral sans PdC, qui montre des stigmates d’un  
Hématome Sous Dural (HSD) chronique et bilatéral (→)
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1/ Hématome Sous Dural 
(HSD) chronique 
avec effet de masse.

(→)

Hématome Sous Dural (HSD) 
aigu (→)

Pour mémoire : 
Le sang frais (ici) apparait, 
au scanner sous forme d’une  
« hyperdensité »; soit en blanc.

Autres images 
 (source web) 

correspondants à HSD  
chronique et aigu : 

A noter :
Ici, le déplacement de 
la ligne médiane est  
supérieur à 7 mm, donc un avis  
neurochirurgical, en urgence, 
est requis.
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Hématome extra dural (HED) avec la fracture du crâne (en regard) (→)  .

Hématome sous cutané (sous scalpe ou sous cuir chevelu) avec présence d’air (→).

(→)

Pour mémoire :  voici quelque astuces pour faire le bon diagnostic entre 
 Hématome sous dural (HSD) et Hématome extra dural (HED) :

HSD HED

Constitution souvent lente Constitution rapide
Peut être découvert longtemps après le 

traumatisme
Découverte rapide, après un intervalle libre 

court

Entre les deux feuillets de la dure-mère Dure-mère refoulée  
(entre la dure-mère et l'arachnoïde)

Etalé sur la surface Focal

Arrêté par les sinus duraux Sinus duraux refoulés

Indépendant des sutures Ne franchit pas les sutures  
(sauf si disjonction)

En forme de croissant de lune En forme de lentille biconvexe

→
→

→
→
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Hématome  Extra  Dural (HED) Hématome  Sous Dural (HSD)
(Epidural Hematoma) (Subdural Hematoma)

Dure-mère (avec décollement (du Dure-mère) 
de l'os du crâne)  
Dura (peeled off skull)

Dure-mère (sans décollement  (du Dure-mère) 
de l'os du crâne)  
Dura (still attached to skull)

Fracture (osseuse) du Crâne
Skull fracture

Sang veineux
Venous blood

Sang artériel
Arterial blood
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NEUROLOGIE
AVC Ischémique

Mme R. Marguerite, âgée de 87 ans, vient aux urgences pour hémiparésie gauche,  
depuis son réveil, ce matin.
Devant ce tableau clinique, vous demandez une TDM cérébrale, sans PdC, en urgence.

Voici quelques clichés.

Quel est votre diagnostic ?

TDM cérébrale (sans PdC) en coupe sagittale.
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TDM cérébrale (sans PDC) en coupe axiale.

Découverte, au scanner cérébral, sans le PdC, d’une hypodensité du lobule para central 
droit, cortico sous-cortical (territoire de l’artère cérébrale antérieure droit).
(→) hypodensité.
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NEUROLOGIE
Hémorragie cérébelleuse

Mme P. Ivonne Alberte, âgée de 74 ans, consulte aux urgences, via SAMU, pour :

 – Hémiparésie gauche
 – Déviation du regard vers la gauche
 – Héminégligence droite 
 – HTA maligne à 220 / 125 mm Hg
 – Nausées
 – Vomissements
 – Trouble de l’équilibre
 – Vertiges

Devant ce tableau clinique, vous demandez en urgence, un scanner cérébral, sans PdC. 

Voici quelques coupes du scanner demandé.

Quel est votre diagnostic ?
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→

→

Mise en évidence d’une hémorragie cérébelleuse (du pédoncule cérébelleux droit)  
pouvant expliquer toute la symptomatologie de cette patiente.



27

NUMERO DOUBLE : MAI / JUIN - JUILLET / AOÛT 2022 K-KLINIK



EM
PLACEM

EN
T PU

BLICITAIRE 

N
O

N
 ACCESSIBLE V

ERSIO
N

 W
EB



EM
PLACEM

EN
T PU

BLICITAIRE 

N
O

N
 ACCESSIBLE V

ERSIO
N

 W
EB



30

NUMERO DOUBLE : MAI / JUIN - JUILLET / AOÛT 2022 K-KLINIK

NEUROLOGIE
Hérnie Discale (HD)

Mme V. Gabrielle, agée de 70 ans, consulte son médecin traitant pour des lombalgies basses;
irradiant aux cuisses depuis quelques jours. De plus, depuis ce matin, il y a une vraie 
impotence fonctionnelle du membre inférieur gauche, avec impossibilité de rester début.
Devant ce tableau clinique, vous demandez, en urgence, une IRM de la colonne  
sacro-lombaire.

Voici quelques clichés.

Quel est votre diagnostic ?
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→

Hernie discale (HD) L4 - L5 paramédiane droite avec sténose et effet de compression sur la racine (L5). 
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→

®

Make KESIMPTA® your 1st choice 
for adult RMS patients1

Kesimpta® P.P. Taux de prise en charge

Stylo prérempli 20 mg € 1.673,26 100%

Dénomination du médicament: Kesimpta 20 mg solution injectable en seringue préremplie ; Kesimpta 20 mg solution injectable en stylo prérempli. Composition qualitative et quantitative: Kesimpta 20 mg solution 
injectable en seringue préremplie : Chaque seringue préremplie contient 20 mg d’ofatumumab dans 0,4 ml de solution (50 mg/ml). Kesimpta 20 mg solution injectable en stylo prérempli : Chaque stylo prérempli contient 20 
mg d’ofatumumab dans 0,4 ml de solution (50 mg/ml). L’ofatumumab est un anticorps monoclonal entièrement humain produit à partir d’une lignée de cellules murines (NS0) par la technologie de l’ADN recombinant. Pour la 
liste complète des excipients, voir notice complète. Forme pharmaceutique : Solution injectable (injection) ; Solution injectable (injection) en stylo prérempli (stylo Sensoready). La solution est limpide à légèrement 
opalescente, et incolore à légèrement jaune-brunâtre. Indications thérapeutiques: Kesimpta est indiqué dans le traitement des patients adultes atteints de formes actives de sclérose en plaques récurrente (SEP-R) définies 
par des paramètres cliniques ou d’imagerie (voir notice complète). Posologie et mode d’administration: Le traitement doit être instauré par un médecin expérimenté dans la gestion des maladies en Neurologie. Posologie 
: La dose recommandée d’ofatumumab est de 20 mg par injection sous-cutanée avec une dose initiale aux semaines 0, 1 et 2, suivie d’une dose mensuelle à partir de la semaine 4. Oubli de dose : En cas d’oubli d’une 
injection, elle doit être administrée dès que possible sans attendre la prochaine dose prévue. Les doses suivantes doivent être administrées aux intervalles recommandés. Populations particulières : Adultes de plus de 55 
ans : Aucune étude n’a été conduite chez des patients atteints de SEP âgés de plus de 55 ans. Sur la base des données limitées disponibles, aucun ajustement posologique n’est nécessaire chez les patients de plus de 55 
ans (voir notice complète). Insuffisance rénale : Il est peu probable qu’une modification de dose soit nécessaire chez les patients atteints d’insuffisance rénale (voir notice complète). Insuffisance hépatique : Il est peu probable 
qu’une modification de dose soit nécessaire chez les patients atteints d’insuffisance hépatique (voir notice complète). Population pédiatrique : La sécurité et l’efficacité de Kesimpta chez les enfants âgés de 0 à 18 ans n’ont 
pas encore été établies. Aucune donnée n’est disponible. Mode d’administration : Ce médicament est destiné à être injecté par le patient lui-même en injection sous-cutanée. Les sites habituels des injections sous-cutanées 
sont l’abdomen, la cuisse et la partie supérieure externe du bras. La première injection doit être effectuée sous la supervision d’un professionnel de santé (voir notice complète). Des instructions détaillées concernant 
l’administration sont fournies dans la notice. Contre-indications: Hypersensibilité à la substance active ou à l’un des excipients mentionnés dans la notice complète. Patients présentant un déficit immunitaire sévère (voir 
notice complète). Infection active sévère jusqu’à sa résolution (voir notice complète). Affection maligne évolutive connue. Effets indésirables: Résumé du profil de sécurité : Les effets indésirables les plus importants et les 
plus fréquemment rapportés sont les infections des voies respiratoires supérieures (39,4 %), les réactions systémiques liées à l’injection (20,6 %), les réactions au site d’injection (10,9 %) et les infections des voies urinaires 
(11,9 %) (voir notice complète et la sous-rubrique ci-dessous « Description d’effets indésirables sélectionnés » pour plus de détails). Liste tabulée des effets indésirables : Les effets indésirables rapportés avec l’utilisation de 
l’ofatumumab dans les études cliniques pivots menées dans la SEP-R sont présentés par classe de systèmes d’organes (classification MedDRA) dans le Tableau 1. Dans chaque classe de systèmes d’organes, les effets 
indésirables sont classés par ordre décroissant de fréquence. Au sein de chaque groupe de fréquence, les effets indésirables sont classés suivant un ordre décroissant de gravité. En outre, la catégorie de fréquence 
correspondant à chaque effet indésirable est définie comme suit : très fréquent (≥1/10) ; fréquent (≥1/100 à <1/10) ; peu fréquent (≥1/1 000 à <1/100) ; rare (≥1/10 000 à <1/1 000) ; très rare (<1/10 000).Tableau 1 Tableau 
des effets indésirables : Très frequent : Infections des voies respiratoires supérieures1,Infections des voies urinaires2; Fréquent: Herpès buccal; Troubles généraux et anomalies au site d’administration : Très frequent 
: Réactions au site d’injection (locales); Lésions, intoxications et complications liées aux procedures : Très frequent : Réactions liées à l’injection (systémiques); Investigations : Fréquent : Déficit en immunoglobuline 
M sanguine. 1 Un regroupement des termes préférentiels (preferred terms, PT) suivants a été retenu pour la détermination de la fréquence de cet effet indésirable : rhinopharyngite, infection des voies respiratoires supérieures, 
grippe, sinusite, pharyngite, rhinite, infection virale des voies respiratoires supérieures, angine, sinusite aiguë, pharyngoamygdalite, laryngite, pharyngite streptococcique, rhinite virale, sinusite bactérienne, angine bactérienne, 
pharyngite virale, angine virale, sinusite chronique, herpès nasal, trachéite. 2 Un regroupement des termes préférentiels suivants a été retenu pour la détermination de la fréquence de cet effet indésirable : infection des voies 
urinaires, cystite, infection des voies urinaires par colibacille, bactériurie asymptomatique, bactériurie. Description d’effets indésirables sélectionnés : Infections : Dans les études cliniques de phase III dans la SEP-R, le taux 
global d’infections et d’infections graves chez les patients traités par ofatumumab était similaire à celui des patients traités par tériflunomide (respectivement   51,6 % vs 52,7 %,  et 2,5 % vs 1,8 %). Deux patients (0,2%) ont 
arrêté et 11 patients (1,2%) ont temporairement interrompu le traitement de l’étude en raison d’une infection grave. Infections des voies respiratoires supérieures : Dans ces études, 39,4 % des patients traités par l’ofatumumab 
ont présenté des infections des voies respiratoires supérieures contre 37,8 % des patients traités par le tériflunomide. Les infections ont été principalement légères à modérées et ont pour la plupart consisté en rhinopharyngite, 
infection des voies respiratoires supérieures et grippe. Réactions liées à l’injection : Dans les études cliniques de phase III dans la SEP-R, des réactions liées à l’injection (systémiques) ont été rapportées chez 20,6 % des 
patients traités par l’ofatumumab. L’incidence des réactions liées à l’injection a été plus élevée lors de la première injection (14,4 %), et a diminué de manière significative lors des injections suivantes (4,4 % avec la deuxième, 
<3 % avec la troisième). Les réactions liées à l’injection ont été pour la plupart (99,8 %) de sévérité légère à modérée. Deux patients (0,2 %) atteints de SEP traités par l’ofatumumab ont rapporté des réactions graves liées 
à l’injection mais ne mettant pas en jeu le pronostic vital. Les symptômes les plus fréquemment rapportés (≥2 %) comprenaient : fièvre, céphalée, myalgie, frissons et fatigue. Réactions au site d’injection : Dans les études 
cliniques de phase III dans la SEP-R, des réactions au site d’injection (locales) ont été rapportées chez 10,9 % des patients traités par l’ofatumumab. Les réactions locales au site d’administration ont été très fréquentes. Les 
réactions au site d’injection ont toutes été légères à modérées et non graves. Les symptômes les plus fréquemment rapportés (≥2 %) comprenaient : érythème, douleur, prurit et œdème. Anomalies biologiques : 
Immunoglobulines : Au cours des études cliniques de phase III dans la SEP-R, une diminution de la valeur moyenne des immunoglobulines M (IgM) (diminution de 30,9% après 48 semaines et de 38,8% après 96 semaines) 
a été observée et aucune association avec un risque d’infections, y compris d’infections graves, n’a été mise en évidence. Chez 14,3 % des patients, le traitement par l’ofatumumab a entraîné une diminution des IgM qui ont 
atteint une valeur inférieure à 0,34 g/l. L’ofatumumab a été associé à une diminution transitoire de 4,3 % des taux moyens d’immunoglobulines G (IgG) après 48 semaines de traitement mais à une augmentation de 2,2 % 
après 96 semaines. Déclaration des effets indésirables suspectés : La déclaration des effets indésirables suspectés après autorisation du médicament est importante. Elle permet une surveillance continue du rapport bénéfice/
risque du médicament. Les professionnels de santé déclarent tout effet indésirable suspecté via le système national de déclaration. Titulaire et numéro(s) de l’autorisation de mise sur le marché: Novartis Ireland Limited, 
Vista Building, Elm Park, Merrion Road, Ballsbridge, Dublin 4, Irlande. EU/1/21/1532/001-004. Délivrance: Médicament soumis à prescription médicale. Date de mise à jour du texte: 12.05.2021.

1. Kesimpta® SmPC May 2021.
BExxxxxxxxxx-xx/xx/2022
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THYROÏDE
Goitre multinodulaire

M. G. Philippe Marcel, âgé de 55 ans, consulte pour un gros goitre depuis quelques mois.
Après l’examen clinique et la palpation, vous avez demandé une échographie thyroïdienne 
et un scanner de la tête et le cou. 

Voici quelques clichés.

Quel est votre diagnostic ?
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→→→

Goitre multinodulaire (lobe gauche).
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→

Confirmation d’un goitre multinodulaire sans déformation ni sténose de la trachée.
Comme vous pouvez constater, ce goitre n’est pas plongeant. 

→
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→

→

Coupe axiale au scanner montrant un goitre multinodulaire au dépend du lobe gauche.

Échographie thyroïdienne montrant  bien un goitre multinodulaire (lobe gauche).
On parle de « goitre » quand le volume estimé est supérieur à 10 cm3 .
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PNEUMOLOGIE
Epanchement pleural

Mme R. Marguerite, âgée de 87 ans, hospitalisée pour AVC ischémique et hémiparésie 
gauche (K-KLINIK : AVC ischémique), présente à son réveil une désaturation à 75 %  
(sous air ambiant) et une dyspnée légère sans cyanose.
L’auscultation pulmonaire ne révèle rien de plus. 
Vous décidez de faire un angioscanner thoracique.

Voici quelques clichés.

Quel est votre diagnostic ?
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PNEUMOLOGIE
Corps étranger

Mme G. Maria, âgée de 82 ans, présente une désaturation brutale avec cyanose et tirage, 
dans un contexte fébrile.
Vous avez demandé une radiographie pulmonaire et un scanner pulmonaire en urgence.
Voici les cliches radiographiques et le scanner pulmonaire.

Détaillez les images .
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→ →

→

Découverte fortuite de corps étrangers sur les radiographies pulmonaires de face et de profil.
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→
→

→

→

Découverte fortuite, au scanner, de corps étrangers en métal (présence d’artéfacts).
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ABDOMEN
Diverticulose

Mme. M. Françoise, âgée de 56 ans, se plaint des douleurs chroniques dans la fosse iliaque 
droite (FID) depuis une petite semaine.
A l’examen clinique :
On retrouve une sensibilité à la palpation profonde dans la FID
Et les constantes sont :
 – Température à 38,5 °C
 – TA 110 / 75 mmHg
 – Pouls 105 / mn

Les examens biologiques montrent :
 – CRP à 125 mg / l
 – GB 12 000 G / l 
 – Dont 9 550 PNN G / l

Devant ce tableau clinique et biologique 
Vous décidez de faire un scanner abdomino- pelvien avec PdC.

Voici quelques clichés. 

Quel est votre diagnostic ?
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Présence de :
 – Infiltration des graisse (1). 
 – Aspect d’épaissie de la paroi de façon symétrique(2).
 – Aspect de la "pile d’assiettes"(3).
 – Sans perforation.
 – Sans abcès.

3

21

Découverte fortuite d’une diverticulose colique.
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Autres images de diverticulose (source web)
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 Séreuse
Musculeuse

Vaisseaux coliques (vasa recta)

Couche musculaire circulaire

Muqueuse

Une photo pendant la coloscopie montrant bien la présence de  diverticules. 
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ABDOMEN
Hernie Hiatale

M. D. Jean François, âgé de 79 ans, se plaint de nausées et des quelques vomissements 
alimentaires itératifs.
De même, il décrit une pesanteur épigastrique après quelques bouchées à chaque repas.
Vous suspectez une Hernie Hiatale (H.H.).
Alors vous demandez un TOGD (Transit ŒsoGastroDuodénal).

Voici quelques clichés.

Quel est votre diagnostic ?

Image à t = 0 mn
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1

2

3

1 Poche d’air gastrique  2 H.H par glissement 3 Orifice diaphragmatique distendu

ASP (Abdomen Sans Préparation) montre une Hernie Hiatale, probablement par glissement.
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Image à t = 90 mn

Image à t = 20 mn

1

2

3

1

2

3

Le contenu gastrique ( estomac+ poche) est rehaussée par le PdC (Produit de contraste).
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Aimovig is indicated for prophylaxis of migraine in adults.
AIMOVIG. SUSTAINED MIGRAINE PREVENTION.2

AIMOVIG® IS THE ONLY ANTI-CGRP mAb
WITH  PROVEN SUPERIORITY OVER TOPIRAMATE1

▼This medicinal product is subject to additional monitoring. This will allow quick identification of new safety information. Healthcare professionals are asked to report any suspected adverse reactions. See 
section 4.8 for how to report adverse reactions. NAME OF THE MEDICINAL PRODUCT. Aimovig 70 mg solution for injection in pre-fil led syringe. Aimovig 140 mg solution for injection in pre-fil led syringe. 
Aimovig 70 mg solution for injection in pre-fil led pen. Aimovig 140 mg solution for injection in pre-fil led pen. QUALITATIVE AND QUANTITATIVE COMPOSITION. Aimovig 70 mg solution for injection in 
pre-fil led syringe. Each pre-fil led syringe contains 70 mg erenumab. Aimovig 140 mg solution for injection in pre-fil led syringe. Each pre-fil led syringe contains 140 mg erenumab. Aimovig 70 mg solution 
for injection in pre-fil led pen. Each pre-fil led pen contains 70 mg erenumab. Aimovig 140 mg solution for injection in pre-fil led pen. Each pre-fil led pen contains 140 mg erenumab. Erenumab is a fully human 
IgG2 monoclonal antibody produced using recombinant DNA technology in Chinese hamster ovary (CHO) cells. For the full l ist of excipients, see ful leaflet. PHARMACEUTICAL FORM. Solution for injection 
(injection). The solution is clear to opalescent, colourless to light yellow. THERAPEUTIC INDICATIONS. Aimovig is indicated for prophylaxis of migraine in adults who have at least 4 migraine days per 
month. POSOLOGY AND METHOD OF ADMINISTRATION. Treatment should be initiated by physicians experienced in the diagnosis and treatment of migraine. Posology. Treatment is intended for patients 
with at least 4 migraine days per month when initiating treatment with erenumab. The recommended dose is 70 mg erenumab every 4 weeks. Some patients may benefit from a dose of 140 mg every 4 weeks 
(see full leaflet). Each 140 mg dose is given either as one subcutaneous injection of 140 mg or as two subcutaneous injections of 70 mg. Clinical studies have demonstrated that the majority of patients 
responding to therapy showed clinical benefit within 3 months. Consideration should be given to discontinuing treatement in patients who have shown no response after 3 months of treatment. Evaluation 
of the need to continue treatment is recommended regularly thereafter. Special populations. Elderly (aged 65 years and over).Aimovig has not been studied in elderly patients. No dose adjustment is 
required as the pharmacokinetics of erenumab are not affected by age. Renal impairment / hepatic impairment. No dose adjustment is necessary in patients with mild to moderate renal impairment or hepatic 
impairment.Paediatric population. The safety and efficacy of Aimovig in children below the age of 18 years have not yet been established. No data are available. Method of administration. Aimovig is for 
subcutaneous use. Aimovig is intended for patient self-administration after proper training. The injections can also be given by another individual who has been appropriately instructed. The injection can 
be administered into the abdomen, thigh or into the outer area of the upper arm (the arm should be used only if the injection is being given by a person other than the patient). Injection sites should be 
rotated and injections should not be given into areas where the skin is tender, bruised, red or hard. Pre-fil led syringe. The entire contents of the Aimovig pre-fil led syringe should be injected. Each pre-fil led 
syringe is for single use only and designed to deliver the entire contents with no residual content remaining.Comprehensive instructions for administration are given in the instructions for use in the package 
leaflet.Pre-fil led pen. The entire contents of the Aimovig pre-fil led pen should be injected. Each pre-fil led pen is for single use only and designed to deliver the entire contents with no residual content 
remaining.Comprehensive instructions for administration are given in the instructions for use in the package leaflet. CONTRA-INDICATIONS. Hypersensitivity to the active substance or to any of the 
excipients. UNDESIRABLE EFFECTS. Summary of the safety profile. A total of over 2,500 patients (more than 2,600 patient years) have been treated with Aimovig in registration studies. Of these, more 
than 1,300 patients were exposed for at least 12 months and 218 patients were exposed for 5 years. The overall safety profile of Aimovig remained consistent for 5 years of long-term open-label treatment. 
The reported adverse drug reactions for 70 mg and 140 mg were injection site reactions (5.6%/4.5%), constipation (1.3%/3.2%), muscle spasms (0.1%/2.0%) and pruritus (0.7%/1.8%). Most of the reactions 
were mild or moderate in severity. Less than 2% of patients in these studies discontinued due to adverse events. Tabulated list of adverse reactions. Table 1 lists all adverse drug reactions that occurred 
in Aimovig-treated patients during the 12-week placebo-controlled periods of the studies, as well as in the post-marketing setting. Within each system organ class, the ADRs are ranked by frequency, with 
the most frequent reactions first. Within each frequency grouping, adverse drug reactions are presented in order of decreasing seriousness. In addition, the corresponding frequency category for each 
adverse drug reaction is based on 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). Table 1 
List of adverse reactions : System Organ Class: Adverse reaction : Frequency category. Immune system disorders : Hypersensitivity reactionsa including anaphylaxis, angioedema, rash, swelling/
oedema and urticaria : Common; Gastrointestinal disorders: Constipation: Common, Oral soresb: Not known; Skin and subcutaneous tissue disorders: Pruritusc: Common, Alopecia Rashd: Not known; 
Musculoskeletal and connective tissue disorders: Muscle spasms: Common; General disorders and administration site conditions: Injection site reactionsa: Common. aSee section “Description of selected 
adverse reactions”.bOral sores includes preferred terms of stomatitis, mouth ulceration, oral mucosal blistering. cPruritus includes preferred terms of generalised pruritus, pruritus and pruritic rash. dRash 
includes preferred terms of rash papular, exfoliative rash, rash erythematous, urticaria, blister. Description of selected adverse reactions. Injection site reactions. In the integrated 12-week placebo-controlled 
phase of the studies, injection site reactions were mild and mostly transient. There was one case of discontinuation in a patient receiving the 70 mg dose due to injection site rash. The most frequent 
injection site reactions were localised pain, erythema and pruritus. Injection site pain typically subsided within 1 hour after administration. Cutaneous and hypersensitivity reactions. In the integrated 
12-week placebo-controlled phase of the studies, non-serious cases of rash, pruritus and swelling/oedema were observed, which in the majority of cases were mild and did not lead to treatment 
discontinuation. In the post-marketing setting, cases of anaphylaxis and angiodoema were observed. Immunogenicity. During the double-blind treatment phase of the clinical studies, the incidence of 
anti-erenumab antibody development was 6.3% (56/884) among subjects receiving a 70 mg dose of erenumab (3 of whom had in vitro neutralising activity) and 2.6% (13/504) among subjects receiving the 
140 mg dose of erenumab (none of whom had in vitro neutralising activity). In an open-label study with up to 256 weeks of treatment, the incidence of anti-erenumab antibody development was 11.0% 
(25/225) among patients who only received 70 mg or 140 mg of Aimovig throughout the entire study (2 of whom had in vitro neutralising activity). There was no impact of anti-erenumab antibody development 
on the efficacy or safety of Aimovig. 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. MARKETING AUTHORISATION 
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ABDOMEN
Fécalome / RAU

Mme A. Jeannette agée de 92 ans, vient aux urgences pour des douleurs pelviennes, 
accompagnées des nausées, vomissements et de selles diarrhéiques depuis une semaine.
A l’examen clinique, vous reproduisez les mêmes douleurs, à la palpation abdominale.  
Le Bladder Scanner montre un Résidu Post-mictionnel (RPM) de plus de 800 ml.

Vous avez demandé un scanner abdomino-pelvien.

Voici une coupe axiale de scanner.

Quel est votre diagnostic ?
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ABDOMEN
Kystes hépatiques

M. A. Nicolas, âgé de 82 ans, vient vous voir par un Ictère depuis quelques jours.
En effet, son entourage lui dit qu’il est « jaune » et doit consulter un médecin.

1- Devant ce tableau clinique, quels examens biologiques demandez-vous ?
Voici le bilan sanguin que vous avez demandé :
Bilirubine totale	 3,1 mg / dl
Bilirubine conjuguée 	 2,2 mg / dl
γGT	 325 UI / l
ASAT 	 89 UI / l
ALAT 	 92 UI / l
PA 	 425 UI / l (30 - 125) 
LDH 	 4230 UI / l (120 -246)
Albuminémie 	 32 g / l
INR (TP)	 1,152
2- Quel bilan radiologiques demandez-vous ?



57

NUMERO DOUBLE : MAI / JUIN - JUILLET / AOÛT 2022 K-KLINIK

→ →

→ Kystes hépatiques de grande taille.

1-
Devant ce tableau clinique, quels 
examens biologiques demandez-
vous ?

Devant un tableau clinique d’ictère ; 
on demande les examens biologiques  
suivants :

• Bilirubine totale
• Bilirubine conjuguée 
• Protéine du sang
• γFP (alpha-feto-proteine)
• PA
• LDH
• INR (TP)
•	 αGT
• ASAT

• ALAT
• Lipasémie 
• LDH 
• Albuminémie  

2- Quel bilan radiologiques 
demandez-vous ?

Les examens radiologiques à demander  
devant un ictère clinique, sont :

• ASP
• Echographie hépatique
• IRM hépatique ou bili -IRM
• Scanner abdominal à jeun
• Echo endoscopie
• Cholangiographie rétrograde 

La découverte de ces kystes est fortuite et ne peut, en aucun cas, expliquer tous les symp-
tômes décrits dans ce cas clinique (il faut continuer à chercher une autre étiologie !).
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ORTHOPEDIE
Fracture complexe du bras droit

Mme S. Pari, agée de 92 ans, a fait une très mauvaise chute dans sa salle de bain,  
le bras droit est complètement déformé et impotent.
Vous avez demandé des clichés radiologiques des deux bras.

Voici quelques clichés. 

Quel est votre diagnostic ?



59

NUMERO DOUBLE : MAI / JUIN - JUILLET / AOÛT 2022 K-KLINIK

Fractures multiples, et complexes de l’humérus droit .
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  This medicinal product is subject to additional monitoring. This will allow quick identifi cation of new safety information. Healthcare professionals are asked to report any suspected adverse reactions. 

NAME OF THE MEDICINAL PRODUCT: Vyndaqel 20 mg soft capsules. Vyndaqel 61 mg soft capsules. QUALITATIVE AND QUANTITATIVE COMPOSITION: Vyndaqel 20 mg: Each soft capsule contains 20 mg of micronized tafamidis 
meglumine equivalent to 12.2 mg tafamidis. Vyndaqel 61 mg: Each soft capsule contains 61 mg of micronized tafamidis. Excipients with known effect: Each soft capsule contains no more than 44 mg of sorbitol (E 420). PHARMACEUTICAL 
FORM: Soft capsule. Vyndaqel 20 mg: Yellow, opaque, oblong (approximately 21 mm) capsule imprinted with “VYN 20” in red. Vyndaqel 61 mg: Reddish brown, opaque, oblong (approximately 21 mm) capsule printed with “VYN 61” in white. 
CLINICAL PARTICULARS: Therapeutic indications: V yndaqel 20 mg: Vyndaqel is indicated for the treatment of transthyretin amyloidosis in adult patients with stage 1 symptomatic polyneuropathy to delay peripheral neurologic 
impairment. Vyndaqel 61 mg: Vyndaqel is indicated for the treatment of wild-type or hereditary transthyretin amyloidosis in adult patients with cardiomyopathy (ATTR-CM). Posology and method of administration: Vyndaqel 20 mg: 
Treatment should be initiated under the supervision of a physician knowledgeable in the management of patients with transthyretin amyloid polyneuropathy (ATTR-PN). Vyndaqel 61 mg: Treatment should be initiated under the supervision 
of a physician knowledgeable in the management of patients with amyloidosis or cardiomyopathy. When there is a suspicion in patients presenting with specifi c medical history or signs of heart failure or cardiomyopathy, etiologic diagnosis 
must be done by a physician knowledgeable in the management of amyloidosis or cardiomyopathy to confi rm ATTR-CM and exclude AL amyloidosis before starting tafamidis, using appropriate assessment tools such as: bone scintigraphy 
and blood/urine assessment, and/or histological assessment by biopsy, and transthyretin (TTR) genotyping to characterise as wild-type or hereditary. Posology: Vyndaqel 20 mg: The recommended dose of tafamidis meglumine is 20 mg 
orally once daily. Vyndaqel 61 mg: The recommended dose is one capsule of Vyndaqel 61 mg (tafamidis) orally once daily. Vyndaqel 61 mg (tafamidis) corresponds to 80 mg tafamidis meglumine. Vyndaqel 20 mg and 61 mg: Tafamidis and 
tafamidis meglumine are not interchangeable on a per mg basis. Vyndaqel 61 mg: Vyndaqel should be started as early as possible in the disease course when the clinical benefi t on disease progression could be more evident. Conversely, 
when amyloid-related cardiac damage is more advanced, such as in NYHA Class III, the decision to start or maintain treatment should be taken at the discretion of a physician knowledgeable in the management of patients with amyloidosis 
or cardiomyopathy. There are limited clinical data in patients with NYHA Class IV. Vyndaqel 20 mg and 61 mg: If vomiting occurs after dosing, and the intact Vyndaqel capsule is identifi ed, then an additional dose of Vyndaqel should be 
administered if possible. If no capsule is identifi ed, then no additional dose is necessary, with resumption of dosing the next day as usual. Special populations: Elderly: No dosage adjustment is required for elderly patients (≥ 65 years). Hepatic 
and renal impairment: No dosage adjustment is required for patients with renal or mild and moderate hepatic impairment. Limited data are available in patients with severe renal impairment (creatinine clearance less than or equal to 30 mL/
min). Tafamidis and tafamidis meglumine have not been studied in patients with severe hepatic impairment and caution is recommended. Paediatric population: There is no relevant use of tafamidis in the paediatric population. Method of 
administration: Oral use. The soft capsules should be swallowed whole and not crushed or cut. Vyndaqel may be taken with or without food. Con traindications: Hypersensitivity to the active substance or to any of the excipients listed in 
section 6.1 of SmPC. Spe cial warnings and precautions for use: Women of childbearing potential should use appropriate contraception when taking tafamidis or tafamidis meglumine and continue to use appropriate contraception for 
1-month after stopping treatment with tafamidis or tafamidis meglumine. Vyndaqel 20 mg: Tafamidis meglumine should be added to the standard of care for the treatment of patients with ATTR-PN. Physicians should monitor patients and 
continue to assess the need for other therapy, including the need for liver transplantation, as part of this standard of care. As there are no data available regarding the use of tafamidis meglumine post-liver transplantation, tafamidis 
meglumine should be discontinued in patients who undergo liver transplantation. Vyndaqel 61 mg: Tafamidis should be added to the standard of care for the treatment of patients with transthyretin amyloidosis. Physicians should monitor 
patients and continue to assess the need for other therapy, including the need for organ transplantation, as part of this standard of care. As there are no data available regarding the use of tafamidis in organ transplantation, tafamidis should 
be discontinued in patients who undergo organ transplantation. Increase in liver function tests and decrease in thyroxine may occur (see “Undesirable effects”). Vyndaqel 20 mg and 61 mg: These medicinal products contain no more than 
44 mg sorbitol in each capsule. Sorbitol is a source of fructose. The additive effect of concomitantly administered products containing sorbitol (or fructose) and dietary intake of sorbitol (or fructose) should be taken into account. The content 
of sorbitol in medicinal products for oral use may affect the bioavailability of other medicinal products for oral use administered concomitantly. Interaction with other medicinal products and other forms of interaction: In a clinical 
study in healthy volunteers, 20 mg tafamidis meglumine did not induce or inhibit the cytochrome P450 enzyme CYP3A4. In vitro tafamidis inhibits the effl ux transporter BCRP (breast cancer resistant protein) with IC50=1.16 μM and may 
cause drug-drug interactions at clinically relevant concentrations with substrates of this transporter (e.g. methotrexate, rosuvastatin, imatinib). In a clinical study in healthy participants, the exposure of the BCRP substrate rosuvastatin 
increased approximately 2-fold following multiple doses of 61 mg tafamidis daily dosing. Likewise, tafamidis inhibits the uptake transporters OAT1 and OAT3 (organic anion transporters) with IC50=2.9 µM and IC50=2.36 µM, respectively, 
and may cause drug-drug interactions at clinically relevant concentrations with substrates of these transporters (e.g. non-steroidal anti-infl ammatory drugs, bumetanide, furosemide, lamivudine, methotrexate, oseltamivir, tenofovir, 
ganciclovir, adefovir, cidofovir, zidovudine, zalcitabine). Based on in vitro data, the maximal predicted changes in AUC of OAT1 and OAT3 substrates were determined to be less than 1.25 for the tafamidis meglumine 20 mg dose or 61 mg/
day tafamidis dose, therefore, inhibition of OAT1 or OAT3 transporters by tafamidis is not expected to result in clinically signifi cant interactions. No interaction studies have been performed evaluating the effect of other medicinal products 
on tafamidis or tafamidis meglumine. Laboratory test abnormality: Tafamidis may decrease serum concentrations of total thyroxine, without an accompanying change in free thyroxine (T4) or thyroid stimulating hormone (TSH). This 
observation in total thyroxine values may likely be the result of reduced thyroxine binding to or displacement from transthyretin (TTR) due to the high binding affi nity tafamidis has to the TTR thyroxine receptor. No corresponding clinical 
fi ndings consistent with thyroid dysfunction have been observed. Undesirable effects: Vyndaqel 20 mg: Summary of the safety profi le: The overall clinical data refl ect exposure of 127 patients with ATTR-PN to 20 mg of tafamidis meglumine 
administered daily for an average of 538 days (ranging from 15 to 994 days). The adverse reactions were generally mild or moderate in severity. List of adverse reactions: Adverse reactions are listed below by MedDRA System Organ Class 
(SOC) and frequency categories using the standard convention: Very common (≥1/10), Common (≥1/100 to <1/10), and Uncommon (≥1/1,000 to <1/100). Within the frequency group, adverse reactions are presented in order of decreasing 
seriousness. Adverse reactions reported from the clinical programme in the list below refl ect the rates at which they occurred in the Phase 3, double-blind, placebo-controlled study (Fx-005). Infections and infestations: Very Common: Urinary 
tract infection, Vaginal infection. Gastrointestinal disorders: Very Common: Diarrhoea, Upper abdominal pain. Vyndaqel 61 mg: Summary of the safety profi le: The safety data refl ect exposure of 176 patients with ATTR-CM to 80 mg 
(administered as 4 x 20 mg) of tafamidis meglumine administered daily in a 30-month placebo-controlled trial in patients diagnosed with ATTR-CM. The frequency of adverse events in patients treated with 80 mg tafamidis meglumine was 
generally similar and comparable to placebo. The foll owing adverse events were reported more often in patients treated with tafamidis meglumine 80 mg compared to placebo: fl atulence [8 patients (4.5%) versus 3 patients (1.7%)] and 
liver function test increased [6 patients (3.4%) versus 2 patients (1.1%)]. A causal relationship has not been established. Safety data for tafamidis 61 mg are not available as this formulation was not evaluated in the double-blind, 
placebo-controlled, randomised phase 3 study. Reporting of suspected adverse reactions: Reporting suspected adverse reactions after authorisation of the medicinal product is important. It allows continued monitoring of the benefi t/risk 
balance of the medicinal product. Healthcare professionals are asked to report any suspected adverse reactions via the Federal Agency for Drugs and Health Products – Vigilance Department, PO Box 97 - B-1000 Brussels Madou 
(Website: www.notifi eruneffetindesirable.be; E-mail: adr@afmps.be). MARKETING AUTHORISATION HOLDER: Pfi zer Europe MA EEIG, Boulevard de la Plaine 17, 1050 Bruxelles, Belgium. MARKETING AUTHORISATION NUMBER(S): 
Vyndaqel 20 mg: EU/1/11/717/001, EU/1/11/717/002. Vyndaqel 61 mg: EU/1/11/717/003, EU/1/11/717/004. Delivery: On medical prescription. DATE OF REVISION OF THE TEXT: 12/2021. Detailed information on this medicinal 
product is available on the website of the European Medicines Agency: http://www.ema.europa.eu/.
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20 mg for hATTR-PN

61  mg for ATTR-CM

Vyndaqel is the fi rst and only 
treatment indicated for: 

- wild-type or hereditary transthyretin 
amyloidosis in adult patients with 

cardiomyopathy (ATTR-CM)* (Vyndaqel 61 mg)4

- thransthyretin amyloidosis in adult patients 
with stage 1 symptomatic polyneuropathy 
to delay peripheral neurologic impairment 

(Vyndaqel 20 mg)4

ONE TREATMENT THAT CAN 
GIVE PATIENTS MORE TIME 

FOR LIFE—ORAL VYNDAQEL.

ATTR=transthyretin amyloidosis; ATTR-CM=transthyretin amyloid 
cardiomyopathy; ATTR-PN=transthyretin amyloid polyneuropathy; 
CV=cardiovascular; H.U. = hospital usage.
*  This indication is not reimbursed yet

TWO LIFE-THREATENING ATTR CONDITIONS.

VYNDAQEL 20MG: HOSPITAL USE ONLY
VYNDAQEL 61MG: HOSPITAL USE ONLY

IS ASSOCIATED WITH A REDUCTION IN ALL-CAUSE MORTALITY 
AND CV-RELATED* HOSPITALIZATION IN PATIENTS WITH WILD-TYPE 
OR HEREDITARY ATTR-CM5

•  CAN DELAY PROGRESSION IN NEUROLOGIC IMPAIRMENT  IN BOTH VAL30MET 
AND NON-VAL30MET PATIENTS1,2 &

•  MAY CONFER SURVIVAL BENEFITS IN ATTR-PN PATIENTS*3

ATTR-PN: VYNDAQEL 20 mg*ATTR-CM: VYNDAQEL 61 mg

References: 1. Gundapaneni BK, Sultan MB, Keohane DJ, Schwartz JH. Tafamidis delays neurological progression comparably across Val30Met and non-Val30Met genotypes in transthyretin familial amyloid 
polyneuropathy. Eur J Neurol. 2018;25(3):464-468. doi:10.1111/ene.13510. 2. Clinical Study Report for Protocol Fx-1A-201. New York, NY: Pfi zer Inc.; May 2011. 3. Merlini G, Coelho T, Waddington Cruz M, 
Li H, Stewart M, Ebede B. Evaluation of mortality during long-term treatment with tafamidis for transthyretin amyloidosis with polyneuropathy: clinical trial results up to 8.5 years. Neurol Ther. 2020. doi:10.1007/
s40120-020-00180-w. 4. SMPC VYNDAQEL®. 5. Maurer MS, Schwartz JH, Gundapaneni B, et al. Tafamidis treatment for patients with transthyretin amyloid cardiomyopathy. N eng J Med. 2018;379(11):1007-1016

VYNDAQEL IS THE ONLY TREATMENT THAT:
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ORTHOPEDIE
Matériel "à la peau"

Mme G. Marguerite, agée de 93 ans, est hospitalisée pour des hurlements et cris dans un 
contexte de syndrome démentiel sévère, très évolué .
Mais, néanmoins, vous remarquez que ceci peut être la cause d’une douleur et surtout les 
cris et les hurlements !

Voici une photo. 
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Manifestement, le matériel implanté, pour réduire la fracture de l’épaule droite, ne tient plus 
en place, et commence à attaquer le plan cutané.
Ce qui peut provoquer des douleurs intenses, qui se manifestent par des hurlements et des 
cris, chez un sujet dément. 
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ORTHOPEDIE
PTH et luxation de la hanche

M. S. Fernand, âgé de 88 ans, consulte pour douleurs chroniques de sa hanche gauche 
et une boiterie récente. Depuis peu, il utilise une canne du côté gauche pour soulager les 
douleurs. 
Vous avez demandé des clichés radiologiques de ses hanches et de son bassin.

Voici la radiographie du bassin en « charge ».

Quel est votre diagnostic ?



66

NUMERO DOUBLE : MAI / JUIN - JUILLET / AOÛT 2022 K-KLINIK

→

Coxarthrose évoluée avec nécrose de la tête fémorale gauche nécessitant une PTH.
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PTH gauche en place.
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Ce patient a été transféré en rééducation pour PTH gauche.
A J11, il fait une très mauvais chute, en allant aux WC. 
Vous avez à l’examen clinique : 
 – Une rotation externe du membre inférieur gauche
 – Un raccourcissement important
 – Une impotence totale

Vous avez demandé une série de radiographies du bassin et des hanches.

Voici le cliché de la hanche gauche.

Quelle est votre diagnostic ?

Luxation de la PTH gauche, sans fracture associée.
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Radiographie de contrôle :
Luxation de la PTH gauche parfaitement réduite sous AG.
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ORTHOPEDIE
Fracture fémorale

Mme N. Marie-Antoinette, agée de 87 ans, vivant à domicile avec des aides, a été adressée 
aux urgences pour maintien à domicile quasi impossible.
Lors de votre examen clinique ; vous remarquez un gros genou droit et une impotence 
quasi-totale.
Devant ce tableau clinique vous demandez des clichés radiologiques.

Voici la radiographie du fémur droit.

Quel est votre diagnostic ?
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Fracture sous prothétique franche et nette, en baïonnette, nécessitant une nouvelle  
ostéosynthèse (cerclage).
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ORTHOPEDIE
Orteil

Mme T. Ginna, âgée de 86 ans, vous montre son pied droit avec un gros hématome en regard 
de IVeme orteil, dans le doute, vous demandez une radiographie des deux pieds. 

Voici le chiché du pied droit.

Quel est votre diagnostic ?
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Fracture engrenée du IVème métatarse droit (1)

A noter :

Fracture ancienne (consolidée) du IIème métatarse (2)

Et

Fracture avec ostéosynthèse du Ier orteil (3)

1

2

3
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PARTIES MOLLES
Collection

Mme W. Félicie, agée de 91 ans, admise pour rééducation, en vue d’un retour à domicile, 
présente ce jour : 
Une masse palpable de plusieurs centimètres, au niveau du mollet gauche.
Vous suspectez une thrombose, alors ,vous avez demandé une écho-doppler des membres 
inférieures.

Voici une echographie de la zone en question.

Quel est votre diagnostic ?
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Volumineuse collection sérohématique de 9 cm de long, 3 cm d’épaisseur, sous-tension.



Name: Cosentyx 75 mg solution for injection in pre-filled syringe. Cosentyx 150
mg solution for injection in pre-filled syringe. Cosentyx 300 mg solution for
injection in pre-filled syringe. Cosentyx 150 mg solution for injection in pre-filled
pen. Cosentyx 300 mg solution for injection in pre-filled pen. Composition: Cosentyx 75 mg
solution for injection in pre- filled syringe. Each pre-filled syringe contains 75 mg secukinumab in 0.5 ml.
Cosentyx 150 mg solution for injection in pre- filled syringe. Each pre-filled syringe contains 150 mg secukinumab in 1
ml.Cosentyx 300 mg solution for injection in pre- filled syringe. Each pre-filled syringe contains 300 mg secukinumab in
2 ml. Cosentyx 150 mg solution for injection in pre- filled pen. Each pre-filled pen contains 150 mg secukinumab in 1 ml.
Cosentyx 300 mg solution for injection in pre-filled pen. Each pre-filled pen contains 300 mg secukinumab in 2 ml.*
Secukinumab is a recombinant fully human monoclonal antibody selective for interleukin-17A. Secukinumab is of the
IgG1/κ-class produced in Chinese Hamster Ovary (CHO) cells. For the full list of excipients, see full leaflet.
Pharmaceutical form: Solution for injection (injection). The solution is clear and colourless to slightly yellow.Therapeutic
indications: Adult plaque psoriasis. Cosentyx is indicated for the treatment of moderate to severe plaque psoriasis in
adults who are candidates for systemic therapy. Paediatric plaque psoriasis. Cosentyx is indicated for the treatment of
moderate to severe plaque psoriasis in children and adolescents from the age of 6 years who are candidates for systemic
therapy. Psoriatic arthritis. Cosentyx, alone or in combination with methotrexate (MTX), is indicated for the treatment of
active psoriatic arthritis in adult patients when the response to previous disease-modifying anti-rheumatic drug (DMARD)
therapy has been inadequate. Axial spondyloarthritis (axSpA). Ankylosing spondylitis (AS, radiographic axial
spondyloarthritis). Cosentyx is indicated for the treatment of active ankylosing spondylitis in adults who have responded
inadequately to conventional therapy. Non-radiographic axial spondyloarthritis (nr-axSpA). Cosentyx is indicated for the
treatment of active non-radiographic axial spondyloarthritis with objective signs of inflammation as indicated by elevated
C-reactive protein (CRP) and/or magnetic resonance imaging (MRI) evidence in adults who have responded inadequately
to non-steroidal anti-inflammatory drugs (NSAIDs). Posology and method of administration: Cosentyx is intended for
use under the guidance and supervision of a physician experienced in the diagnosis and treatment of conditions for which
Cosentyx is indicated. Adult plaque psoriasis The recommended dose is 300 mg of secukinumab by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Based on clinical
response, a maintenance dose of 300 mg every 2 weeks may provide additional benefit for patients with a body weight
of 90 kg or higher. Each 300 mg dose is given as one subcutaneous injection of 300 mg or as two subcutaneous injections
of 150 mg. Paediatric plaque psoriasis (adolescents and children from the age of 6 years). The recommended dose is
based on body weight (Table 1) and administered by subcutaneous injection with initial dosing at weeks 0, 1, 2, 3 and 4,
followed by monthly maintenance dosing. Each 75 mg dose is given as one subcutaneous injection of 75 mg. Each 150
mg dose is given as one subcutaneous injection of 150 mg. Each 300 mg dose is given as one subcutaneous injection of
300 mg or as two subcutaneous injections of 150 mg. Table 1 Recommended dose for paediatric plaque psoriasis :
Body weight at time of dosing - Recommended Dose : <25 kg - 75 mg; 25 to <50 kg - 75 mg; ≥50 kg - 150 mg (*may
be increased to 300 mg). *Some patients may derive additional benefit from the higher dose. Psoriatic arthritis. For
patients with concomitant moderate to severe plaque psoriasis, please refer to adult plaque psoriasis recommendation.
For patients who are anti-TNFα inadequate responders (IR), the recommended dose is 300 mg by subcutaneous
injection with initial dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Each 300 mg dose is given
as one subcutaneous injection of 300 mg or as two subcutaneous injections of 150 mg. . For other patients, the
recommended dose is 150 mg by subcutaneous injection with initial dosing at Weeks 0, 1, 2, 3 and 4, followed by monthly
maintenance dosing. Based on clinical response, the dose can be increased to 300 mg. Axial spondyloarthritis (axSpA). 
Ankylosing spondylitis (AS, radiographic axial spondyloarthritis).The recommended dose is 150 mg by subcutaneous
injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing. Based on clinical
response, the dose can be increased to 300 mg. Each 300 mg dose is given as one subcutaneous injection of 300 mg or
as two subcutaneous injections of 150 mg. Non-radiographic axial spondyloarthritis (nr-axSpA). The recommended dose
is 150 mg by subcutaneous injection with initial dosing at weeks 0, 1, 2, 3 and 4, followed by monthly maintenance dosing.
For all of the above indications, available data suggest that a clinical response is usually achieved within 16 weeks of
treatment. Consideration should be given to discontinuing treatment in patients who have shown no response by 16
weeks of treatment. Some patients with an initial partial response may subsequently improve with continued treatment
beyond 16 weeks. Special populations: Elderly patients (aged 65 years and over): No dose adjustment is required. Renal
impairment / hepatic impairment: Cosentyx has not been studied in these patient populations. No dose recommendations
can be made. Paediatric population. The safety and efficacy of Cosentyx in children with plaque psoriasis below the age
of 6 years have not been established. The safety and efficacy of Cosentyx in children below the age of 18 years in other
indications have not yet been established. No data are available. Method of administration. Cosentyx is to be administered
by subcutaneous injection. If possible, areas of the skin that show psoriasis should be avoided as injection sites. The
solution in the syringe or pen must not be shaken. After proper training in subcutaneous injection technique, patients may
self-inject Cosentyx if a physician determines that this is appropriate. However, the physician should ensure appropriate
follow-up of patients. Patients should be instructed to inject the full amount of Cosentyx according to the instructions

provided
in the
p a c k a g e
l e a f l e t .
C o m p r e h e n s i v e
instructions for
administration are given in
the package leaflet. C o n t r a -
indications: Severe hyper-sensitivity reactions to the
active substance or to any of the excipients. Clinically important, active infection
(e.g. active tuberculosis). Undesirable effects: Summary of the safety profile: see full leaflet. List of adverse reactions: 
ADRs from psoriasis, psoriatic arthritis and ankylosing spondylitis clinical studies as well as from post-marketing
experience are listed by MedDRA system organ class. Within each system organ class, the ADRs are ranked by
frequency, with the most frequent reactions first. Within each frequency grouping, adverse drug reactions are presented
in order of decreasing seriousness. In addition, the corresponding frequency category for each adverse drug reaction is
based on 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 the available data).List of
adverse reactions in clinical studies1) and post-marketing experience: Infections and infestations: Very common: Upper
respiratory tract infections; Common: Oral herpes; Common: Tinea pedis; Uncommon:Oral candidiasis; Uncommon: Otitis
externa. Uncommon: Lower respiratory tract infections. Not known: Mucosal and cutaneous candidiasis (including
oesophageal candidiasis). Blood and lymphatic system disorders: Uncommon: Neutropenia. Immune system disorders:
Rare: Anaphylactic reactions. Nervous system disorders: Common: Headache. Eye disorders: Uncommon: Conjunctivitis.
Respiratory, thoracic and mediastinal disorders: Common: Rhinorrhoea. Gastrointestinal disorders: Common: Diarrhoea.
Common: Nausea. Uncommon: Inflammatory bowel disease. Skin and subcutaneous tissue disorders: Uncommon:
Urticaria. Rare: Exfoliative dermatitis2). Rare: Hypersensitivity vasculitis. General disorders and administration site
conditions: Common: Fatigue. 1) Placebo-controlled clinical studies (phase III) in plaque psoriasis, PsA, AS and nr-axSpA
patients exposed to 300 mg, 150 mg, 75 mg or placebo up to 12 weeks (psoriasis) or 16 weeks (PsA, AS and nr-axSpA)
treatment duration. 2) Cases were reported in patients with psoriasis diagnosis. Description of selected adverse reactions: see
full leaflet. Paediatric population. Undesirable effects in paediatric patients from the age of 6 years with plaque psoriasis. The
safety of secukinumab was assessed in two phase III studies in paediatric patients with plaque psoriasis. The first study
(paediatric study 1) was a double-blind, placebo-controlled study of 162 patients from 6 to less than 18 years of age with
severe plaque psoriasis. The second study (paediatric study 2) is an open-label study of 84 patients from 6 to less than 18
years of age with moderate to severe plaque psoriasis. The safety profile reported in these two studies was consistent with
the safety profile reported in adult plaque psoriasis patients. 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. Mode of delivery: Medicinal product subject to medical prescription. Marketing authorisation
holder and numbers: Novartis Europharm Limited, Vista Building, Elm Park, Merrion Road, Dublin 4, Ireland. Cosentyx 75
mg solution for injection in pre-filled syringe. EU/1/14/980/012-013. Cosentyx 150 mg solution for injection in pre-filled
syringe. EU/1/14/980/002, EU/1/14/980/003, EU/1/14/980/006. Cosentyx 300 mg solution for injection in pre-filled syringe. 
EU/1/14/980/008-009. Cosentyx 150 mg solution for injection in pre-filled pen. EU/1/14/980/004, EU/1/14/980/005,
EU/1/14/980/007. Cosentyx 300 mg solution for injection in pre-filled pen. EU/1/14/980/010-011. Date of revision of the text: 
20.01.2022

*http://www.cns.lu
1. Sigurgeison et al., DOI: 10.1111/dth.15285, Dermatologic Therapy Wiley, 2021
2. SmPC Cosentyx Jan 2022

Documents and materials available
on our Portal for Physicians at

www.my.novartis.be
or scan the QR code
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PARTIES MOLLES
Lymphe œdème

Mme W. Suzanne Charlotte, agée de 82 ans, admise pour rééducation, en vue d’un retour à 
domicile, présente ce jour, des œdèmes des membres inférieures (OMI) bilatéraux.

Vous avez demandé une échographie – Doppler des membres inférieures.

Voici une image d’Écho-Doppler.
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Il existe un lymphœdème sous-cutané très important de toute le mollet.
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VALEURS DE REFERENCES 
FEMMES HOMMES

Hématologie
Erythrocytes 3.80-5.30 4.20-5.80 T  /  l
Hémoglobine 12.0-16.0 13.0-17.0 g  /  dl
Hématocrite 34.0-47.0 37.0-50.0  %
Leucocytes 4.000-10.000 G  /  l
Plaquettes 150-400 G  /  l
Biochimie hémato
Ferritine 10-205 22-275 ng  /  ml
Cœfficient de Saturation de la transferrine 15.0-45.0  %
Bilan rénal
Créatinine 0.6-1.1 0.7-1.2  mg  /  dl
DFG (MDRD)  <  60  ml  /  mn  /  m²
Urée 15-40 19-44  mg  /  dl
Acide urique 2.6-6.0 3.5-7.2  mg  /  dl
Ionogramme

Sodium 136-145 mmol  /  l
Potassium 3.5-5.1 mmol  /  l
Chlore 98-110 mmol  /  l
Calcium 8.4-10.2  mg  /  dl

Magnesium
1,7-2,2 < 20 ans  mg  /  dl

1,6-2,6 <  20 ans  mg  /  dl

Phosphore(adulte) 2,4 - 4,4  mg  /  dl

Hémostase-Coagulation

D-Dimères  <  500 ng  /  ml

Bilan glucidique
Glycémie 70-105  mg  /  dl
Hb A1c 4.0-6.0  %
Bilan lipidique

Cholestérol total Pas de valeurs de référence.
Cholestérol H.D.L. A évaluer en fonction des autres facteurs de risque cardio-vasculaire.
Triglycérides  <  150  mg  /  dl

Vitamines 
Vitamine D :  < 30 ng  /  ml
Protéines 
Protéines totales 64-83 g  /  l
Albumine 38.0-55.0 g  /  l
CRP  <  5  mg  /  l

Bilan hépato-pancréatique
Bilirubine totale 0.3-1.2  mg  /  dl
G.G.T. 9-36 12-64 UI  /  l
G.O.T. 5-34 UI  /  l
G.P.T.  <  55 UI  /  l
Lipase 8-78 U  /  l
Enzyme musculaire
C.P.K.
Totale

 <  170  <  300 U  /  l

C.K.
MB Massique

 <  3.2  <  4.5 ng  /  ml

Enzymes cardiaques
BNP  <  100 pg  /  ml
Troponine I hs  <  16  <  34 pg  /  ml
Hormones
TSH 0.35-4.5 mUI  /  l
T4 libre 0.7-1.5 ng  /  dl
T3 Libre 1.7-3.7 pg  /  ml

Parathormone (PTH(1-84)) 6,5 - 36,8  pg  /  ml
Marqueurs tumoraux
PSA  <  4.00 ng  /  ml
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