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Fasenra 
Procedural steps taken and scientific information after the authorisation 

Application 

number 

Scope Opinion/ 

Notification1 

issued on 

Commission 

Decision 

Issued2 / 

amended 

on 

Product 

Information 

affected3  

Summary 

R/0044 Renewal of the marketing authorisation. 

 

21/07/2022 15/09/2022 SmPC, Annex 

II, Labelling 

and PL 

Based on the review of data on quality, safety and efficacy, 

the CHMP considered that the benefit-risk balance of Fasenra 

in the approved indication remains favourable and therefore 

recommended the renewal of the marketing authorisation 

with unlimited validity. 

 
1 Notifications are issued for type I variations and Article 61(3) notifications (unless part of a group including a type II variation or extension application or a worksharing application). Opinions are 
issued for all other procedures. 
2 A Commission decision (CD) is issued for procedures that affect the terms of the marketing authorisation (e.g. summary of product characteristics, annex II, labelling, package leaflet). The CD 
is issued within two months of the opinion for variations falling under the scope of Article 23.1a(a) of Regulation (EU) No. 712/2012, or within one year for other procedures. 
3 SmPC (Summary of Product Characteristics), Annex II, Labelling, PL (Package Leaflet). 

http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact
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PSUSA/10661

/202111 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

10/06/2022 n/a  PRAC Recommendation - maintenance 

II/0041 Update of section 5.1 of the SmPC in order to include 

efficacy information based on the final results from 

study D3250C00065 (PONENTE); this is a multicenter, 

open-label, Phase IIIb efficacy and safety study of 

benralizumab 30 mg administered subcutaneously to 

reduce oral corticosteroid use in adult patients with 

severe eosinophilic asthma on high-dose inhaled 

corticosteroid plus long-acting β2 agonist and chronic 

oral corticosteroid therapy. In addition, the MAH took 

the opportunity to update the list of local 

representatives in the Package Leaflet. 

 

C.I.4 - Change(s) in the SPC, Labelling or PL due to 

new quality, preclinical, clinical or pharmacovigilance 

data 

 

19/05/2022 08/08/2022 SmPC and PL The single arm, open-label study PONENTE (Trial 6), 

evaluated the efficacy of benralizumab for maintaining 

asthma control during rapid oral corticosteroid (OCS) 

tapering in adult patients with severe asthma (blood 

eosinophil count ≥150 cells/μL at entry or ≥300 cells/μL in 

the past 12 months if study entry count was <150 cells/μL) 

who were OCS-dependent.  

The proportion of patients who eliminated OCS while 

maintaining asthma control was 62.9%. The proportion of 

patients who achieved a final OCS dose less or equal to 5 mg 

while maintaining asthma control and not limited by adrenal 

function was 81.9%. Effects on OCS reduction were similar 

irrespective of blood eosinophil count at study entry and 

maintained over an additional period of 24 to 32 weeks. The 

annualized exacerbation rate in Trial 6 was comparable to 

that reported in previous trials. 

For more information, please refer to the Summary of 

Product Characteristics. 

II/0038/G This was an application for a group of variations. 

 

B.II.b.1.c - Replacement or addition of a 

manufacturing site for the FP - Site where any 

manufacturing operation(s) take place, except batch 

release/control, and secondary packaging, for 

biol/immunol medicinal products or pharmaceutical 

forms manufactured by complex manufacturing 

processes 

B.II.b.2.a - Change to importer, batch release 

27/01/2022 n/a   
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arrangements and quality control testing of the FP - 

Replacement/addition of a site where batch 

control/testing takes place 

B.II.b.1.a - Replacement or addition of a 

manufacturing site for the FP - Secondary packaging 

site 

 

II/0040 B.I.b.2.d - Change in test procedure for AS or starting 

material/reagent/intermediate - Substantial change to 

or replacement of a 

biological/immunological/immunochemical test 

method or a method using a biological reagent for a 

biological AS 

 

16/12/2021 n/a   

IB/0042 B.II.b.3.a - Change in the manufacturing process of 

the finished or intermediate product - Minor change in 

the manufacturing process 

 

09/12/2021 n/a   

II/0039 Update of section 5.1 in order to include information 

on the maintenance of long-term safety based on the 

results from study D3250C00037 (MELTEMI) listed as 

a category 3 study in the RMP. This is a multicenter, 

open-label safety extension study to evaluate the 

safety and tolerability of a fixed 30 mg dose of 

benralizumab in adults with severe asthma. In 

addition, the MAH took the opportunity to update the 

list of local representatives in the Package Leaflet and 

to bring the Product information in line with the latest 

QRD template version 10.2. 

 

C.I.4 - Change(s) in the SPC, Labelling or PL due to 

09/12/2021 08/08/2022 SmPC, Annex II 

and PL 

The open-label safety extension study MELTEMI 

(D3250C00037, Trial 5) aimed to evaluate the long-term 

safety and efficacy of a fixed-dose of benralizumab 

administered subcutaneously to severe asthma adult 

patients on inhaled corticosteroids (ICS)/long-acting 

β-agonists (LABA) therapy with or without chronic oral 

corticosteroids and/or other asthma controllers. The 

annualised asthma exacerbation rate in patients receiving 30 

mg benralizumab every 8 weeks spanning a median total 

follow-up of 3.4 years was comparable (0.47) to that 

reported in predecessor Trials (0.48 and 0.65).  

For more information, please refer to the Summary of 

Product Characteristics. 
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new quality, preclinical, clinical or pharmacovigilance 

data 

 

II/0036 C.I.11.b - Introduction of, or change(s) to, the 

obligations and conditions of a marketing 

authorisation, including the RMP - Implementation of 

change(s) which require to be further substantiated by 

new additional data to be submitted by the MAH where 

significant assessment is required 

 

30/09/2021 n/a  Update of the list of safety concerns of the Risk Managmenet 

Plan (RMP) following the finalisation of a category 3 

long-term safety and tolerability extension study 

(D3250C00021, BORA) and an open label safety extension 

study (MELTEMI). Benralizumab was well tolerated with no 

unexpected safety findings over the on-treatment and 

post-treatment periods. As a consequence, the long-term 

use of benralizumab, serious hypersensibibility, 

loss/reduction of long-term efficacy due to persistent 

neutralizing anti-drug antibodies were no longer included in 

the RMP as safety concerns. Furthermore, the categorisation 

of helminth infection was changed from important identified 

risk to important potential risk. 

II/0031 C.I.13 - Other variations not specifically covered 

elsewhere in this Annex which involve the submission 

of studies to the competent authority 

 

08/07/2021 08/08/2022 SmPC  

PSUSA/10661

/202011 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

10/06/2021 n/a  PRAC Recommendation - maintenance 

IAIN/0035 A.5.a - Administrative change - Change in the name 

and/or address of a manufacturer/importer 

responsible for batch release 

 

08/04/2021 25/01/2022 Annex II and PL  

IB/0033 B.II.b.5.c - Change to in-process tests or limits applied 

during the manufacture of the finished product - 

Deletion of a non-significant in-process test 

 

06/01/2021 n/a   
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IB/0032 B.II.f.1.e - Stability of FP - Change to an approved 

stability protocol 

 

06/01/2021 n/a   

PSUSA/10661

/202005 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

26/11/2020 n/a  PRAC Recommendation - maintenance 

II/0029/G This was an application for a group of variations. 

 

B.I.a.2.z - Changes in the manufacturing process of 

the AS - Other variation 

B.I.a.2.z - Changes in the manufacturing process of 

the AS - Other variation 

B.I.a.4.d - Change to in-process tests or limits applied 

during the manufacture of the AS - Widening of the 

approved in-process test limits, which may have a 

significant effect on the overall quality of the AS 

 

23/07/2020 n/a   

II/0028/G This was an application for a group of variations. 

 

B.I.a.3.c - Change in batch size (including batch size 

ranges) of AS or intermediate - The change requires 

assessment of the comparability of a 

biological/immunological AS 

B.II.b.3.c - Change in the manufacturing process of 

the finished or intermediate product - The product is a 

biological/immunological medicinal product and the 

change requires an assessment of comparability 

 

16/07/2020 n/a   

IB/0027 B.II.b.3.z - Change in the manufacturing process of 

the finished or intermediate product - Other variation 

 

16/07/2020 25/01/2022 PL  
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PSUSA/10661

/201911 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

11/06/2020 n/a  PRAC Recommendation - maintenance 

II/0025/G This was an application for a group of variations. 

 

B.I.b.1.f - Change in the specification parameters 

and/or limits of an AS, starting 

material/intermediate/reagent - Change outside the 

approved specifications limits range for the AS 

B.I.b.2.e - Change in test procedure for AS or starting 

material/reagent/intermediate - Other changes to a 

test procedure (including replacement or addition) for 

the AS or a starting material/intermediate 

B.II.d.1.e - Change in the specification parameters 

and/or limits of the finished product - Change outside 

the approved specifications limits range 

B.II.d.2.d - Change in test procedure for the finished 

product - Other changes to a test procedure (including 

replacement or addition) 

 

30/01/2020 n/a   

PSUSA/10661

/201905 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

28/11/2019 n/a  PRAC Recommendation - maintenance 

IAIN/0024 B.II.b.1.a - Replacement or addition of a 

manufacturing site for the FP - Secondary packaging 

site 

 

13/11/2019 n/a   

IB/0022 B.II.g.5.c - Implementation of changes foreseen in an 

approved change management protocol - For a 

biological/immunological medicinal product 

 

24/10/2019 n/a   
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IB/0023 C.I.11.z - Introduction of, or change(s) to, the 

obligations and conditions of a marketing 

authorisation, including the RMP - Other variation 

 

27/09/2019 n/a   

IB/0020/G This was an application for a group of variations. 

 

B.I.a.4.z - Change to in-process tests or limits applied 

during the manufacture of the AS - Other variation 

B.II.b.5.z - Change to in-process tests or limits applied 

during the manufacture of the finished product - Other 

variation 

 

15/08/2019 n/a   

II/0014/G This was an application for a group of variations. 

 

B.IV.1.c - Change of a measuring or administration 

device - Addition or replacement of a device which is 

an integrated part of the primary packaging 

C.I.4 - Change(s) in the SPC, Labelling or PL due to 

new quality, preclinical, clinical or pharmacovigilance 

data 

 

27/06/2019 06/02/2020 SmPC, 

Labelling and 

PL 

 

IA/0019 B.II.d.2.a - Change in test procedure for the finished 

product - Minor changes to an approved test 

procedure 

 

14/06/2019 n/a   

II/0013 C.I.4 - Change(s) in the SPC, Labelling or PL due to 

new quality, preclinical, clinical or pharmacovigilance 

data 

 

29/05/2019 06/02/2020 SmPC  

PSUSA/10661

/201811 

Periodic Safety Update EU Single assessment - 

benralizumab 

11/04/2019 n/a  PRAC Recommendation - maintenance 
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IAIN/0018 B.II.b.2.c.1 - Change to importer, batch release 

arrangements and quality control testing of the FP - 

Replacement or addition of a manufacturer 

responsible for importation and/or batch release - Not 

including batch control/testing 

 

28/03/2019 06/02/2020 Annex II and PL  

II/0017 C.I.4 - Change(s) in the SPC, Labelling or PL due to 

new quality, preclinical, clinical or pharmacovigilance 

data 

 

14/03/2019 06/02/2020 SmPC and PL  

IB/0016 B.II.g.5.c - Implementation of changes foreseen in an 

approved change management protocol - For a 

biological/immunological medicinal product 

 

14/03/2019 n/a   

II/0012 Update of sections 4.5 and 5.2 of the SmPC to reflect 

the outcome of the ALIZE study: a randomized, 

double-blind, parallel-group, placebo-controlled study 

designed to investigate the efficacy, safety, 

pharmacokinetics, and immunogenicity of a fixed dose 

of benralizumab (30 mg) administered 

subcutaneously on the humoral immune response 

following seasonal influenza virus vaccination in 

patients 12 to 21 years of age with severe asthma. 

 

C.I.4 - Change(s) in the SPC, Labelling or PL due to 

new quality, preclinical, clinical or pharmacovigilance 

data 

 

14/02/2019 06/02/2020 SmPC In the randomized, double blind parallel group ALIZE study of 

103 patients aged between 12 and 21 years with severe 

asthma, the humoral antibody responses induced by 

seasonal influenza virus vaccination do not appear to be 

affected by benralizumab treatment. 

II/0010 B.II.g.2 - Introduction of a post approval change 

management protocol related to the finished product 

24/01/2019 n/a   
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II/0008 B.II.g.2 - Introduction of a post approval change 

management protocol related to the finished product 

 

13/12/2018 n/a   

IB/0011 B.II.b.5.z - Change to in-process tests or limits applied 

during the manufacture of the finished product - Other 

variation 

 

12/12/2018 n/a   

PSUSA/10661

/201805 

Periodic Safety Update EU Single assessment - 

benralizumab 

 

29/11/2018 n/a  PRAC Recommendation - maintenance 

IB/0009 B.I.d.1.a.4 - Stability of AS - Change in the re-test 

period/storage period - Extension or introduction of a 

re-test period/storage period supported by real time 

data 

 

14/11/2018 n/a   

IB/0007 B.II.b.3.z - Change in the manufacturing process of 

the finished or intermediate product - Other variation 

 

10/09/2018 n/a   

IA/0005 A.5.b - Administrative change - Change in the name 

and/or address of a manufacturer/importer of the 

finished product, including quality control sites 

(excluding manufacturer for batch release) 

 

03/08/2018 n/a   

IB/0004 B.II.z - Quality change - Finished product - Other 

variation 

 

30/05/2018 n/a   

IB/0003 B.I.z - Quality change - Active substance - Other 

variation 

 

24/05/2018 n/a   

IB/0002/G This was an application for a group of variations. 01/03/2018 n/a   
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B.II.b.1.a - Replacement or addition of a 

manufacturing site for the FP - Secondary packaging 

site 

B.II.b.3.z - Change in the manufacturing process of 

the finished or intermediate product - Other variation 

 

IAIN/0001 C.I.z - Changes (Safety/Efficacy) of Human and 

Veterinary Medicinal Products - Other variation 

 

28/02/2018 25/02/2019 SmPC  

 


