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V Anifrolumab® esta indicado como tratamiento de lupus eritematoso sistémico (LES) con autoanticuerpos positivos, activo de moderado a grave en pacientes adultos, en combinacion con
el tratamiento estandar?.

1.Ficha técnica de Saphnelo®.

Ficha técnica disponible en la reunién.

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta pendiente de precio y reembolso por el Sistema Nacional de Salud.

¥ Este medicamento esta sujeto a seguimiento adicional, es prioritaria la notificacién de sospechas de reacciones adversas asociadas a este medicamento.

La informacién mostrada durante la reunién esta dirigida exclusivamente a Profesionales Sanitarios facultados para prescribir o dispensar medicamentos.

Por favor, no distribuir en medios, soportes o canales de comunicacion dirigidos a publico general.

a\ra la notificacion gereatBisges adversas puede dirigirse a la direccion de AstraZeneca www.contactazmedical.astrazeneca.com”
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Curso de la enfermedad

Actividad de la enfermedad y brotes

Acumulacion de daino organico irreversible

Es precoz

Es acumulativo
Poca actividad-mucho daio

Doria A, Gatto M, Zen M, et al Autoimmun Rev 2014; 13:770-777;
Nossent J, Kiss E, Rozman B, et al. Lupus 2010; 19:949-956;
Petri M, Purvey S, Fang H, Magder LS. Arthritis Rheum. 2012; 64:4021-4028
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ate of the EULAR recommendations for the

management of systemic lupus erythematosus

Antonis Fanouriakis,” ' Myrto Kostopoulou,” Alessia Alunno,” > Martin Aringer,*
Ingeborg Bajema,” John N Boletis,® Ricard Cervera,” Andrea Doria,” ®
Caroline Gordon,” Marcello Govoni,'® Frédéric Houssiau,'' David Jayne, "
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prevention of organ damage and optimisation of health-related quality of life.

Table 1 Recommendations for the management of patients with systemic lupus erythematosus

Overarching principles

» SLE is a multisystem disease—occasionally limited to one or few organs—diagnosed on clinical grounds in the presence of characteristic serological abnormalities.
» SLE care is multidisciplinary, based on a shared patient-physician decision, and should consider individual, medical and societal costs.

» Treatment of organ-threatening/life-threatening SLE includes an initial period of high-intensity immunosuppressive therapy to control disease activity, followed by a longer
period of less intensive therapy to consolidate response and prevent relapses.

» Treatment goals include long-term patient survival, prevention of organ damage and optimisation of health-related quality of life.

Fanouriakis A, Kostopoulou M, Alunno A, et al. Ann Rheum Dis 2019;78:736—745.
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Lupus Science & Medicine 2021,8:e000454. Co-morbidities

Early damage as measured by SLICC/ MV Patients with SLE have higher risk of

ACR damage index is a predictor of et cardiovascular events and mortality in
hospitalization in systemic lupus comparison with controls with the same
erythematosus (SLE) levels of traditional risk factors and
Lupus intima-media measures, which is related
2020, Vol. 29(14) 1885-1891 to accumulated disease damage and
Leela Raman', Fariz Yahya', Choung Min Ng’, antiphospholipid syndrome: a case-
Sargunan Sockalingam', Kuganathan Ramasamy', control study over 10 years

Ravinash Ratnam' and Jasmin Raja' ®

B

Sofia Ajeganova @ ,'? Ingidld Hafstrom,'* Johan Frostegard

Raman L, et al. Lupus. 2020 Dec;29(14):1885-1891. Ajeganova S, Hafstrom I, Frostegard J. Lupus Sci Med. 2021 Feb;8(1):e000454.




Long-term outcomes in systemic lupus
erythematosus: trends over time and major

contributors Rheumatology 2020,59v29-433

Laurent Amaud’ and Maria G. Tektonidou © 2

Cardiovascular discase Glucocorticolds
Serious infections Hydroxychlorogquine
Health-related Organ damage Mortality
quality of life

Arnaud L, Tektonidou MG. Rheumatology (Oxford). 2020 Dec 5;59(Suppl5):v29-v38.



Una proporcion significativa de daino acumulado en pacientes con LES
se debe al uso de corticoides

> Biol Res Murs. 2021 Oct;23(4):575- 583, doi: 10.1177/10998004211005550. Epub 2021 Mar 31

Disease Damage Accrual and Low Bone Mineral
Density in Female Patients with Systemic Lupus
- Erythematosus

0

Maria Correa-Rodriguer 7 2 Gabriela Pocovi-Gerarding 1, José-Luis Callgjas-Rubio 13,
Raguel Rios-Fernandez ' ¥ Blanca Rueda-Medina 1 2, Morberto Ortego-Centens

Beneficial effect of Mediterranean diet on disease activity and cardiovascular risk
In systemic lupus erythematosus patients. a cross-sectional study.
Pocovi-Gerardino G, Correa-Rodriguez M, Callejas-Rubio JL, Rios-Fernandez R, Martin-Amada M, Cruz-
(aparros MG, Rueda-Medina B, Ortego-Centeno N.

Rheumatology (Oxford). 2021 Jan 5:60(1):160-169. doi: 10.1093/rheumatology/keaa210.

. . . . 1)
Association of low-dose glucocorticoid use ==

and infection occurrence in systemic lupus
erythematosus patients: a prospective cohort
study

Kazuya Abe'?, Yuichi Ishikawa'*#*"®, Yasuhiko Kita', Nobuyuki Yajima®’#, Eisuke Inoue®, Ken-ei Sada’®"",
Yoshia Miyawaki'®, Ryusuke Yoshimi'?, Yasuhiro Shimojima'?, Shigeru Ohno'#, Hiroshi Kajiyama'®,

Correa-Rodriguez M, Pocovi-Gerardino G, Callejas-Rubio JL, et al. Biol Res Nurs. 2021 Oct;23(4):575-583; Pocovi-Gerardino Kunihiro Ichinose'®, Shuzo Sato'” and Michio Fujiwara'
G, Correa-Rodriguez M, Callejas-Rubio JL, et al. Rheumatology (Oxford). 2021 Jan 5;60(1):160-169; Abe, K., Ishikawa, Y., Kita,

Y. et al. Arthritis Res Ther 24, 179 (2022).



Treatment of non-renal Systemic Lupus Erythematosus

. Moderate* Severe*
Adjunct: m _
I

Sun protection
Vaccinations “
Exerci

No smoking
Body weight MTX / AZA

Blood pressure
Glucose
CNI

anti-coagulants

patients)

Grade A Grade B Grade C Grade D

Fanouriakis A, Kostopoulou M, Alunno A, et al. Ann Rheum Dis 2019;78:736—745.




Revision Rojas-Rivera JE, et al. Nefrologia 2023,43(1):6-47

Documento de consenso del Grupo de Estudio de
Enfermedades Glomerulares de la Sociedad Espanola de
Nefrologia (GLOSEN) para el diagnostico y tratamiento de la
nefritis lupica

‘_"_’ Tratamiento Inicial
Clases histolégicas activas |11, IV, Il o IV £ V (ISN/RPS)

W? Corticoides
-+ Pulsos IV de metilprednisolona (250-500 mg) durante tres dias consecutivos seguido por g
prednisona oral o su equivalente, utilizando preferentemente un esquema de dosis inicial

Hidroxicloroquina
et reducida (0.5-0.6 mg/Kg/dia, ver tabla 7)
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12 ;.
Doble Terapia Triple Terapia
5 3 & -
- - : + 233
& MPAA Ciclofosfamida & MPAA + Belimumab Y ’ MPAA + ICN : T g
(dosis ~ a 2 g/dia de MMF) (pauta EUI'OIUDUS)I (Lacrolimus v voclusporinag)
T —— e —_—
Perfil clinico Perfil clinico Perfil clinico Perfil clinico
* Proteinuria < 3 g/24 horas - Proteinuria < 3 g/24h Los mismos que para la doble terapa, Los mismos que para |la doble terapia,
- . i 7 : : ademas de
Preocupacion por fertilidad = Alto riesgo de no adherencia o de ademas de: % ; ¥
= Contraindicaciones o intolerancia incEmalimiants tarapdstico = Manifestaciones extrarrenales Proteinuria = 3 g/24 horas o sindrome
a la ciclofosfamida e Intolerancia a3 MPAA * Intensa actmidad serologica WYY nefrotico completo
= Buen cumplimiento terapéutico * Necesidad de reducir corticoides * TFGe =2 45mLU/min/1.73m?
* Recaidas previas * Necesidad de reducir corticoides
* * * Utilizacion de dosis bajas de MPAA
Si en 2-3 meses no se consigue
- reducir proteinuria =225% vy, sobre todo, = MPAA: continLar como tratamiento de mantenimiento (3-5 afiosl.
@ /‘. si no hay mejoria de los parametros inmunoldgicos, \ Duracién de = Ciclofosfamida: 3 meses de tratamiento con MPAA de mantenimiento,
A e afiadir Belimumab %o ICN ‘))' tratamiento * Belimumab: individualizacion.

segtin perfiles clinicos (ver triple terapia) = ICN: 12-18 meses, luego 6-12 meses de retirada gradual.




Efficacy and safety of belimumab in patients with
active systemic lupus erythematosus: a randomised,
placebo-controlled, phase 3 trial

SandraV/ Navarra !, Renato M Guzmén, Alberto F Gallacher, Stephen Hall, Roger A Levy,

Renato E Jimenez, Edmund K-M Li, Mathew Thomas, Ho-Youn Kim, Manuel G Leon,

Coman Tanasescu, Eugeny Nasonov, Joung-Liang Lan, Lilia Pineda, Z John Zhong, William Freimuth,
Michelle A Petri; BLISS-52 Study Group Lancet. 2011 Feb 26;377(9767):721-31.

A Phase 3, Randomized, Placebo-Controlled Study of
Belimumab, a Monoclonal Antibody That Inhibits BLyS, in
Patients With Systemic Lupus Erythematosus

Richard Furie, MD', Michelle Petri, MD, MPHZ, Omid Zamani, MD?, Ricard Cervera, MD,
PhD, FRCP4, Daniel J. Wallace, MD%, Dana Tegzova, MDE, Jorge Sanchez-Guerrero, MD,
Andreas Schwarting, MD, PhD®, Joan T. Merrill, MD?, W. Winn Chatham, MD'°, William

Stohl, MD, PhD'!", Ellen M. Ginzler, MD'2, Douglas R. Hough, MD'3, Z. John Zhong, PhD'3,
William Freimuth, MD, PhD'?, and Ronald F. van Vollenhoven, MD, PhD'4 for the BLISS-76

Study Group Arthritis Rheum. 2011 Dec;63(12):3918-30

N EMGL ) MED 38312 NEJM.ORG SEPTEMBER 17, 2020 ‘

Two-Year, Randomized, Controlled Trial
of Belimumab in Lupus Nephritis

Richard Furie, M.D., Brad H. Rovin, M.D., Frédéric Houssiau, M.D., Ph.D.,
Ana Malvar, M.D., Y.K. Onno Teng, M.D., Ph.D., Gabriel Contreras, M.D., M.P.H.,
Zahir Amoura, M.D., Xueging Yu, M.D., Chi-Chiu Mok, M.D.,
Mittermayer B. Santiago, M.D., Amit Saxena, M.D., Yulia Green, M.D.,
Beulah Ji, M.D., Christi Kleoudis, M.P.H., Susan W. Burriss, M.S.,

Carly Barnett, M.P.H., and David A. Roth, M.D.

Safety and Efficacy of Belimumab in Patients with

Lupus Nephriti
Open-Label Extension of BLISS-LN Study

Clin J Am Soc Nephrol. 2022 Nov;17(11):1620-1630.

Richard Furie (3," Brad H. Rovin " Frederic Houssiau,” Gabriel Contreras," Y K. Onno Teng (3, Paula Curts (3,
Yulia Green,” Mohamed Okily (,° Anuradha Madan (3, and David A. Roth ('
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Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusién esta pendiente de precio y reembolso por el Sistema Nacional de Salud.

Riggs JM, et al. Lupus Sci Med. 2018;5(1):e000261.



Pathophysiology
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Anifrolumab

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
14 1. Casey KA, etal. Lupus Sci Med. 2018:5(1):e000286. 2. Casey KA, et al. Arthritis Rheumatol. 2021;73(3):459-471. pendiente de precio y reembolso por el Sistema Nacional de Salud.



Type | interferon inhibitor anifrolumab in active systemic
lupus erythematosus (TULIP-1): a randomised, controlled,
phase 3 trial Lancer Rheumatat 2015

Richard A Furie, Eric F Morand, lan N Bruce, Susan Manzi, Kenneth C Kalunian, Edward M Vital, Theresa Lawrence Ford, Ramesh Gupta, Falk Hiepe,
Mittermayer Santiaqgo, Philip Z Brohawn, Anna Berglind, Raj Tummala, on behalf of the TULIP-1 study investigators®

Trial of Anifrolumab in Active Systemic Lupus Erythematosus

E.F. Morand, R. Furie, Y. Tanaka, I.N. Bruce, A.D. Askanase, C. Richez, S.-C. Bae, P.Z. Brohawn. L. Pineda,

A, Berglind, and R. Tummala, for the TULIP-2 Trial Investigators*

A Randomized, Placebo-Controlled Phase Ill Extension
Trial of the Long-Term Safety and Tolerability

of Anifrolumab in Active Systemic Lupus

E ryth ematosus Arthritis & Rheumatology

Wol. 75, No. 2, February 2023, pp 253-265

Kenneth C. Kalunian,' Richard Furie,” " Eric F. Morand,? '’ lan N. Bruce,* Susan Manzi,” Yoshiya Tanaka,®
Kevin Winthrop,” "' Ihor Hupka,® Lijin (Jinny) Zhang,® Shanti Werther,'® Gabriel Abreu,’" Micki Hultquist,?
Raj Tummala, ' Catharina Lindholm,'® and Hussein Al-Mossawi'*

N Engl ] Med 2020;382:211-21.

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para
perfusion esté pendiente de precio y reembolso por el Sistema Nacional
de Salud.



\ Baseline SLE treatments

Glucocorticoids (prednisone or

equivalent), n (%) 151 (83.0) 141 (78.3)
Glucocorticoids =10 mg/day, n (%) 83 (45.6) 87 (48.3)
Characteristic Of patients receiving glucocorticoids,
Median time fror dosage, mg/day, mean (SD) 10.73 (7.633) 10.62 (6.384)
(range) —  Antimalarials, n (%) 133 (73.1) 119 (66.1)
Baseline treatme! Immunosuppressants, n (%) 86 (47.3) 88 (48.9)
Glucocorticoi Azathioprine, n (%) 27 (14.8) 30 (16.7)
Antimalarial 2 Methotrexate, n (%) 35(19.2) 34 (18.9)
Immunosupp Mycophenolate, n (%o) 23 (12.6) 23 (12.8)
SLEDAI-2K%
Global score 11.5+3.9 11.4+3.6
Score of =210 — no. (%) 131 (72.0) 129 (71.7)

Morand E. et al. N Engl J Med 2020; 382:211-221

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
pendiente de precio y reembolso por el Sistema Nacional de Salud.




Morand E. et al. Supplementary material N Engl J Med 2020; 382:211-221

SLEDAI-2K organ system involvement

Mucocutaneous 173 (95.1) 174 (96.7)
Musculoskeletal 171 (94.0) 168 (93.3)
Immunology 112 (61.5) 127 (70.6)
Hematological and fever 23 (12.6) 35(19.4)
Vascular 22 (12.1) 21 (11.7)
Cardiovascular system and respiratory 19(10.4) 14 (7.8)
Renal 19 (10.4) 10 (5.6)

Central nervous system

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
pendiente de precio v reembolso por el Sistema Nacional de Salud.




Trial of Amftolumab in Active Systemic Lupus Erythematosus

EF. Morand, R. Furle, Y. Tanaka, LN, Bruce, A.D. Askanase, C. Richez, S.C. Bae, P.Z. Brohawn, L Pineda,
A. Berglind, and R. Tummala, for the TULIP-2 Trial Ivesigators*

N Engl ] Med 2020;382:211-21.
CONCLUSIONS

Monthly administration of anifrolumab resulted in a higher percentage of patients with a
response (as defined by a composite end point) at week 52 than did placebo, in contrast
to the findings of a similar phase 3 trial involving patients with SLE that had a different
primary end poin

pendiente de precio y reembolso por el Sistema Nacional de Salud.



Time to onset of clinical response to
anifrolumab in patients with SLE:
pooled data from the phase III TULIP-1

and TULIP-2 trials

Lupus Science & Medicine 2023;10:e000761

lan N Bruce .1 Ronald F van Vollenhoven

.2 Konstantina Psachoulia,®

Catharina Lindholm,* Emmanuelle Maho,® Raj Tummala®
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Bruce IN, et al. Lupus Sci Med. 2023 Jan;10(1):e000761.

Figure 2 SRIi4) responsa and dueal BICLA and SRIE) responsa at all time points: pooled TULIP data. (&) Percentages of

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
pendiente de precio y reembolso por el Sistema Nacional de Salud.



Editorial > BrJ Dermatol. 2023 Apr 1;ljad111. doi: 10.1093/bjd/ljad111. Online ahead of print.

Rapid response of cutaneous lupus erythematosus to

treatment with the type I interferon receptor
antagonis > Br J Dermatol. 2023 Mar 22;ljad089. doi: 10.1093/bjd/ljad089. Online ahead of print.

Rapid efficacy of anifrolumab across multiple
subtypes of recalcitrant cutaneous lupus
erythematosus parallels changes in discrete subsets

> J Am Acad Dermatol. 2023 Mar 5;50190-9622(23)00354-7. doi: 10.1016/j jaad.2023.02.044. (€IS

Online ahead of print.

Claudia Giinther !

Rapid efficacy of anifrolumab in refractory cutaneous
lupus erythematosus

Francois Chasset T Léa Jaume ¢, Alexis Mathian 3, Noémie Abisror 4, Amélie Dutheil 2,

Annick Barbaud ¢, Diane Kottler ?, Céline Girard ©, Sandrine Jousse-Joulin 7, Marie Tauber &,

Cristina Bulai Livideanu ?, Véronique Avettand-Fenoel L] Raphael Lhote 3 Micheline Pha 2,

Zahir Amoura ®; EMSED (Etude des maladies systémiques en dermatologie) study group B oy o pig ey



A Randomized, Placebo-Controlled Phase Il Extension

Trial of the Long-Term Safety and Tolerability

of Anifrolumab in Active Systemic Lupus

Erythematosus o ey A 2

Kenneth C. Kalunian,' Richard Furie,® "' Eric F. Morand,® "' lan N. Bruce,* Susan Manzi,” Yoshiya Tanaka,”

Kevin Winthrop,” ' hor Hupka,® Lijin (jinny) Zhang,” Shanti Werther,"® Gabriel Abreu,"" Micki Hultquist,
Raj Tummala,"* Catharina Lindholm, " and Hussein Al-Mossawi'*




Anifrolumab reduces flare rates in
patients with moderate to severe
systemic lupus erythematosus

Lupus. 2021 Jul;30(8):1254-1263.

Richard Furie', Eric F Morand®, Ainca D Askanase’,
Edward M Vital?®?, Joan T Merrill®, Rubana N Kalyani’,
Gabriel Abreu®, Lilia Pineda’ and Raj Tummala’ ®
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Patients with 21 flare through Week 52 (%)

COnoearall Muco- FMuscubo-
culanaous skelatal

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para
perfusion esta pendiente de precio y reembolso por el Sistema
Nacional de Salud.



Sustained glucocorticoid tapering in the phase 3 trials of
anifrolumab: a post hoc analysis of the TULIP-1 and
TULIP-2 trials Rheumatology (Oxford). 2023 Apr 3;62(4):1526-1534.

lan N. Bruce ® 1, Ronald F. van Vollenhoven?, Eric F. Morand (& 3, Richard A. Furie?, Susan Manzi®,
William B. White®, Gabriel Abreu’, Raj Tummala®*

Greater frequency of GC taper with anifrolumab treatment

Compared with placebo, more patients treated with anifrolumab
achieved sustained GC taper (51% vs 32%, nominal P < 0.001)
and tapered dosage beyond key threshold levels, eq 225% and
250% reduction from baseline

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
pendiente de precio y reembolso por el Sistema Nacional de Salud.



Evaluation of anifrolumab
safety iNn systemic lupus
erythematosus: A meta-analysis
and systematic review

Zhihui Liu*, Ruijuan Cheng' and Yi Liu*=~* Front Immunol. 2022 Sep 23;13:996662.

The most common adverse events included

- upper respiratory tract infection (RR: 1.48, P=0.004)
- nasopharyngitis (RR: 1.66, P=0.0004)

- bronchitis (RR: 1.96, P=0.0009)

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta
pendiente de precio y reembolso por el Sistema Nacional de Salud.



A Randomized, Placebo-Controlled Phase Il Extension
Trial of the Long-Term Safety and Tolerability
of Anifrolumab in Active Systemic Lupus Erythematosus

Kenneth C. Kalunian,' Richard Furie,? ' Eric F. Morand,? '’ lan N. Bruce,* Susan Manzi,” Yoshiya Tanaka,®
Kevin Winthrop,” '’ Ihor Hupka,® Lijin (Jinny) Zhang,® Shanti Werther,'® Gabriel Abreu,'" Micki Hultquist,"?
Raj Tummala,'? Catharina Lindholm,'® and Hussein Al-Mossawi'4

Table 2. AEs, SAEs, deaths, AESIs, and EAIRs in any category during treatment and follow-up during weeks 52-216 (LTE years 2-4)"

LTE anifrolumab 300 mg (n = 257; LTE placebo (n=112;
exposure 683.5 patient-yearst) exposure 250.3 patient-yearst)
EAIR (per 100 EAIR (per 100
No. (%) patient-years)¥ No. (%) patient-years)+
Any AE 226 (87.9) 33.1 94 (83.9) 376
Any SAE (including events with outcome of death) 58 (22.6) 85 28 (25.0) 11.2
Any AE with outcome of death 3(1.2) 0.4 1(0.9) 0.4
Any DAE 17 (6.6) 25 8(7.1) 3.2
Any AE of severe intensity 43 (16.7) 6.3 13(11.6) 52
Any AESI 75(29.2) 11.0 24(21.4) 9.6
Any AES| of non-opportunistic serious infections 25(9.7) 3.7 9 (8.0 3.0
Any AESI of herpes zoster 23(8.9) 34 7(6.3) 238
Any AESI of [atent tuberculosiss 16 (6.2) 2.3 2(1.8) W]
Any AESI of influenza 15(5.8) 22 2(1.8) 0.8
Any AESI of major acute cardiovascular events9 5(1.9) 0.7 3(2.7) 1.2
Any AESI of malignancy 2(0.8) 03 2(1.8) 0.8
Any AESI of anaphylaxis 0 0 0 0
Any AES| of opportunistic infections 0 0 3(2.7) 1.2
Any AESI of vasculitis 0 0 0 0
Kalunian KC, Furie R, Morand EF, et al. A Randomized, Placebo-Controlled Phase Il Extension Trial of the Long-Term Safety and Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta

Tolerability of Anifrolumab in Active Systemic Lupus Erythematosus. Arthritis Rheumatol. 2023 Feb;75(2):253-265. pendiente de precio y reembolso por el Sistema Nacional de Salud.



FICHA TECNICA

' Este medicamento esta sujeto a seguimiento adicional, lo que agilizara la deteccion de nueva
informacion sobre su seguridad. Se invita a los profesionales sanitarios a notificar las sospechas de
reacciones adversas. Ver la seccion 4.8, en la que se incluye informacion sobre como notificarlas.

1. NOMBRE DEL MEDICAMENTO

Saphnelo 300 mg concentrado para solucion para perfusion

4.  DATOS CLINICOS
Ni DNA (+)

4.1 Indicaciones terapéuticas Ni com 0 lemento b aj @)

Saphnelo esta indicado como tratamiento de lupus eritematoso sistemico (LES) con autoanticuerpos

positivos, activo de moderado a grave en pacientes adultos, en combinacion con el tratamiento
estandar.

Saphnelo SmPC 2023, AEMPS. Saphnelo® 300 mg (amfroluma_b) concentrado para sqlumon para perfusion esta
pendiente de precio y reembolso por el Sistema Nacional de Salud.



Treatment of non-renal Systemic Lupus Erythematosus

Adjunct:

Sun protection
Vaccinations
Exercise
No smoking
Body weight
Blood pressure
Lipids
Glucose

Antiplatelets
anti-coagulants
(in aPL- positive

patients)

Severe*

Moderate*

Refractory 15t line Refractory

GC PO/IM GC PO/IV

MTX / AZA

Grade A Grade C

Grade B Grade D

Target

Remission
SLEDAI=0
HCQ
No GC

or

Low disease activity
SLEDAI< 4
HCQ
Pre <7.5 mg/d
Immunosuppressives
(in stable doses and
well-tolerated)

VITALES

Fanouriakis A, Kostopoulou M, Alunno A, et al. Ann Rheum Dis 2019;78:736—745.

Saphnelo® 300 mg (anifrolumab) concentrado para solucion para perfusion esta pendiente de precio y reembolso por el Sistema Nacional de Salud.
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