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1.  Introduction 

1.1.  Welcome and declarations of interest of members, alternates and 
experts 

Pre-meeting list of participants and restrictions in relation to declarations of interests 
applicable to the items of the agenda for the PRAC plenary session to be held 28 September 
- 01 October 2026. See October 2026 PRAC minutes (to be published post October 2026 
PRAC meeting). 

1.2.  Agenda of the meeting on 28 September - 01 October 2026 

Action: For adoption 

1.3.  Minutes of the previous meeting on 31 August – 3 September 2026 

Action: For adoption 

2.  EU referral procedures for safety reasons: urgent EU 
procedures 

2.1.  Newly triggered procedures 

None 

2.2.  Ongoing procedures 

None 

2.3.  Procedures for finalisation 

None 

3.  EU referral procedures for safety reasons: other EU referral 
procedures 

3.1.  Newly triggered procedure 

None 

3.2.  Ongoing procedures 

None 
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3.3.  Procedures for finalisation 

None 

3.4.  Re-examination procedures1 

None 

3.5.  Others 

None 

4.  Signals assessment and prioritisation2 

4.1.  New signals detected from EU spontaneous reporting systems 
and/or other sources 

4.1.1.  Cisplatin (NAP) 

Applicant(s): various 

PRAC Rapporteur: To be appointed 

Scope: Signal of acute pancreatitis 

Action: For adoption of PRAC recommendation 

EPITT 20319 – New signal 

Lead Member State(s): DK  

4.1.2.  Elranatamab – ELREXFIO (CAP) 

Applicant(s): Pfizer Europe Ma EEIG 

PRAC Rapporteur: Barbara Kovacic Bytyqi 

Scope: Signal of tumour lysis syndrome 

Action: For adoption of PRAC recommendation 

EPITT 20314 – New signal 

Lead Member State(s): HR  

 
1 Re-examination of PRAC recommendation under Article 32 of Directive 2001/83/EC 
2 Each signal refers to a substance or therapeutic class. The route of marketing authorisation is indicated in brackets (CAP for 
Centrally Authorised Products; NAP for Nationally Authorised Products including products authorised via Mutual Recognition 
Procedures and Decentralised Procedure). Product names are listed for reference Centrally Authorised Products (CAP) only. 
PRAC recommendations will specify the products concerned in case of any regulatory action required 
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4.1.3.  Liraglutide – VICTOZA (CAP), SAXENDA (CAP), ABLYMICO (CAP), LIRAGLUTIDE 
STADA (CAP), NAP; liraglutide, insulin degludec – XULTOPHY (CAP) 

Applicant(s): STADA Arzneimittel AG (Ablymico, Liraglutide Stada), Novo Nordisk A/S 
(Saxenda, Victoza, Xultophy), various 

PRAC Rapporteur: To be appointed 

Scope: Signal of alopecia 

Action: For adoption of PRAC recommendation 

EPITT 20311 – New signal 

Lead Member State(s): NL  

4.1.4.  Semaglutide – OZEMPIC (CAP); KAYSHILD (CAP); RYBELSUS (CAP); WEGOVY 
(CAP); NAP 

Applicant(s): Novo Nordisk A/S, various 

PRAC Rapporteur: To be appointed   

Scope: Signal of ischaemic colitis 

Action: For adoption of PRAC recommendation 

EPITT 20309 – New signal 

Lead Member State(s): SE  

4.1.5.  Tarlatamab - IMDYLLTRA (CAP) 

Applicant(s): Amgen Europe B.V. 

PRAC Rapporteur: Sonja Radowan 

Scope: Signal of tumour lysis syndrome 

Action: For adoption of PRAC recommendation 

EPITT 20313 – New signal 

Lead Member State(s): AT  

4.2.  Signals follow-up and prioritisation 

4.2.1.  Binimetinib - MEKTOVI (CAP) - EMEA/H/C/004579/SDA/008; Encorafenib – 
BRAFTOVI (CAP) - EMEA/H/C/004580/SDA/008 

Applicant(s): Pierre Fabre Medicament  

PRAC Rapporteur: Carla Torre  

Scope: Signal of neutropenia, febrile neutropenia 

Action: For adoption of PRAC recommendation 

EPITT 20255 – Follow-up to April 2026 
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4.2.2.  Dapagliflozin – EDISTRIDE (CAP) - EMEA/H/C/004161/SDA/018; DAPAGLIFLOZIN 
VIATRIS (CAP) - EMEA/H/C/06006/SDA/002; FORXIGA (CAP) - 
EMEA/H/C/002322/SDA/031, NAP; dapagliflozin / metformin – EBYMECT (CAP) - 
EMEA/H/C/004162/SDA/016, XIGDUO (CAP) - EMEA/H/C/002672/SDA/019, NAP; 
dapagliflozin / saxagliptin – QTERN (CAP) - EMEA/H/C/004057/SDA/011; 
dapagliflozin/sitagliptin (NAP) 

Applicant(s): AstraZeneca AB (Ebymect, Edistride, Forxiga, Qtern, Xigduo), Viatris Limited 
(Dapagliflozin Viatris), various 

PRAC Rapporteur:  Karin Bolin  

Scope: Signal of lichen sclerosus 

Action: For adoption of PRAC recommendation 

EPITT 20259 – Follow-up to May 2026 

4.2.3.  Ixekizumab - TALTZ (CAP) - EMEA/H/C/003943/SDA/007 

Applicant: Eli Lilly and Co (Ireland) Limited 

PRAC Rapporteur: Dirk Mentzer 

Scope: Signal of Behcet’s syndrome 

Action: For adoption of PRAC recommendation 

EPITT 20269 – Follow-up to May 2026 

4.2.4.  Semaglutide – OZEMPIC (CAP) - EMEA/H/C/004174/SDA/010; RYBELSUS (CAP) - 
EMEA/H/C/004953/SDA/015; WEGOVY (CAP) - EMEA/H/C/005422/SDA/009; 
KAYSHILD (CAP) - EMEA/H/C/006426/SDA/002; insulin icodec / semaglutide - 
KYINSU (CAP) - EMEA/H/C/006279/SDA/002 

Applicant: Novo Nordisk A/S 

PRAC Rapporteur: Karin Bolin  

Scope: Signal of gastrointestinal volvulus 

Action: For adoption of PRAC recommendation 

EPITT 20260 – Follow-up to May 2026 

4.3.  Variation procedure(s) resulting from signal evaluation 

None 
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5.  Risk management plans (RMPs) 

5.1.  Medicines in the pre-authorisation phase 

5.1.1.  Cefepime / Zidebactam (CAP MAA) - EMEA/H/C/006799 

Scope (pre D-150 phase): Treatment of a number of infections in adults 

Action: For adoption 

5.1.2.  Daraxonrasib (CAP MAA) - EMEA/H/C/0007122, Orphan 

Scope (phased review): Indicated for the treatment of adult patients with metastatic 
pancreatic adenocarcinoma who have received at least one prior systemic therapy 

Action: For adoption 

5.1.3.  Emapalumab (CAP MAA) - EMEA/H/C/006790, Orphan 

Scope (pre D-180 phase): Treatment of acute or recurrent secondary haemophagocytic 
lymphohistiocytosis (sHLH) in adult and paediatric patients (6 months and older) 

Action: For adoption 

5.1.4.  Etripamil (CAP MAA) - EMEA/H/C/006292 

Scope (pre D-180 phase): Indicated for the rapid conversion of paroxysmal supraventricular 
tachycardia (PSVT) episodes to sinus rhythm in adults. 

Action: For adoption 

5.1.5.  Garetosmab (CAP MAA) - EMEA/H/C/005750, Orphan 

Scope (pre D-180 phase): Treatment of adult patients with fibrodysplasia ossificans 
progressiva (FOP) 

Action: For adoption 

5.1.6.  Influenza mRNA vaccine (CAP MAA) - EMEA/H/C/006204 

Scope (pre D-180 phase): Immunisation for the prevention of influenza disease in adults 

Action: For adoption 

5.1.7.  Ranibizumab (CAP MAA) - EMEA/H/C/006940 

Scope (pre D-60 phase): Treatment of neovascular (wet) age-related macular degeneration 
(AMD) and other visual impairments in adults 

Action: For adoption 
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5.1.8.  Sonrotoclax (CAP MAA) - EMEA/H/C/006770 

Scope (pre D-180 phase): Treatment of adult patients with relapsed or refractory mantle 
cell lymphoma (MCL) 

Action: For adoption 

5.1.9.  Tanruprubart (CAP MAA) - EMEA/H/C/006782, Orphan 

Scope (pre D-180 phase): Treatment of Guillain-Barré syndrome in adults and children 

Action: For adoption 

5.1.10.  Temozolomide (CAP MAA) - EMEA/H/C/006892, Orphan 

Scope (pre D-180 phase): Treatment of adults with glioblastoma multiforme and children 
with malignant glioma 

Action: For adoption 

5.2.  Medicines in the post-authorisation phase – PRAC-led procedures 

5.2.1.  Diphtheria, tetanus, pertussis (acellular, component), hepatitis b (rdna), 
poliomyelitis (inact.) and haemophilus type b conjugate vaccine (adsorbed) - 
HEXACIMA (CAP); HEXYON (CAP) – EMA/VR/0000349600 

Applicant(s): Sanofi Winthrop Industrie 

PRAC Rapporteur: Dirk Mentzer 

Scope: Type IB, C.9.b - to provide an updated RMP in order to: 

- Reclassify missing information as per Guideline on Good Pharmacovigilance Practices (GVP) 
Module V - Risk management systems (EMA/838713/2011 Rev. 2) ; 

- Align the RMP with the new module templates (integrated format) as per RMP European 
Guideline on GVP; 

- Update with data made available between the previous DLP of RMP version and the one 
submitted with this variation. 

Action: For adoption 

5.2.2.  Infliximab - REMICADE (CAP) – EMA/VR/0000338953 

Applicant(s): Janssen Cilag International 

PRAC Rapporteur: Karin Bolin 

Scope: Submission of an updated RMP version 23.1 in order to reduce the planned duration 
of follow up in the DEVELOP registry from 20 years to 10 years for all patients currently 
active in the registry, which is listed as a category 3 study in the RMP, as well as to introduce 
additional changes to the RMP. 
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Action: For adoption 

5.3.  Medicines in the post-authorisation phase – CHMP-led procedures 

5.3.1.  Abrocitinib - CIBINQO (CAP) – EMA/VR/0000350662 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Petar Mas 

Scope: Update of section 4.4 and 4.8 of the SmPC in order to update long-term safety 
information based on results from study B7451015, listed as a category 3 study in the RMP. 
This is a Phase 3 Multicenter, Long-Term Extension Study Investigating the Efficacy and 
Safety of Abrocitinib, With or Without Topical Medications Administered to Subjects Aged 12 
Years and Older With Moderate to Severe Atopic Dermatitis. The RMP version 5.1 has also 
been submitted. 

Action: For adoption 

5.3.2.  Aflibercept - EYLEA (CAP) – EMA/VR/0000362019 

Applicant(s): Bayer AG 

PRAC Rapporteur: Zoubida Amimour 

Scope: Update of sections 4.8 and 5.1 of the SmPC based on results from study FIREFLEYE 
NEXT (20275). This is a Phase 3b, multicenter study to assess the long-term outcomes in 
subjects who were treated for acute-phase retinopathy of prematurity (ROP) in Study 20090. 
The RMP version 38.1 has also been submitted. In addition, the MAH took the opportunity to 
implement editorial changes to the PI. 

Action: For adoption 

5.3.3.  Angiotensin II - GIAPREZA (CAP) – EMA/VR/0000343583 

Applicant(s): Paion Pharma GmbH 

PRAC Rapporteur: Bianca Mulder 

Scope: Submission of the study protocol (CRH06) in order to modify the completion date of 
the Post-Authorization Efficacy Study (CRH06 / ARTISTRY) listed as an obligation in the 
Annex II. This is a Phase 4, randomized, double-blind, placebo-controlled, parallel group, 
multi-center post-authorization efficacy clinical trial of angiotensin II in adult patients with 
refractory vasodilatory shock and severe acute kidney injury. The Annex II and RMP version 
2.1 are updated accordingly. 

Action: For adoption 

5.3.4.  Atezolizumab - TECENTRIQ (CAP) – EMA/VR/0000358940 

Applicant(s): Roche Registration GmbH 
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PRAC Rapporteur: Carla Torre 

Scope: Extension of indication to include (1) Tecentriq IV, in combination with oxaliplatin and 
fluoropyrimidine-based chemotherapy, for the adjuvant treatment of adult and pediatric 
patients 2 years of age and older with Stage III, microsatellite instability-high (MSI-H) or 
mismatch repair deficient (dMMR) colon cancer; (2) Tecentriq SC, in combination with 
oxaliplatin and fluoropyrimidine-based chemotherapy, for the adjuvant treatment of adult 
patients with Stage III, MSI-H or dMMR colon cancer based on interim results from study 
ML39057 (ATOMIC); this is an interventional randomized phase III study to evaluate the 
efficacy and safety of atezolizumab administered in combination with mFOLFOX6 compared 
with mFOLFOX6 in patients with stage III colon cancer and deficient DNA mismatch repair.  
As a consequence, sections 4.1, 4.2, 4.8, and 5.1 of the SmPC are updated. The Package 
Leaflet is updated in accordance. Version 34.0 of the RMP has also been submitted. 

Action: For adoption 

5.3.5.  Beclometasone / Formoterol / Glycopyrronium bromide - TRIMBOW (CAP) – 
EMA/X/0000350398 

Applicant(s): Chiesi Farmaceutici S.p.A. 

PRAC Rapporteur: Jan Neuhauser 

Scope: Extension application to change the strength of Trimbow, pressurised inhalation, 
solution, from 87 µg / 5 µg / 9 µg to 85 µg / 5 µg / 9 µg, as a result of the change of 
propellant from HFA-134a to HFA-152a.  

Extension application to change the strength of Trimbow, pressurised inhalation, solution, 
from 172 µg / 5 µg / 9 µg to 169 µg / 5 µg / 9 µg, as a result of the change of propellant 
from HFA-134a to HFA-152a. In addition, a new presentation has been included (Trimbow, 
pressurised inhalation, solution, 169 µg / 5 µg / 9 µg, 1 inhaler with 180 actuations).  

In addition, the marketing authorisation holder has taken the opportunity to implement 
editorial changes in module 3.2.S of the dossier. 

Action: For adoption 

5.3.6.  Belimumab - BENLYSTA (CAP) – EMA/VR/0000360185 

Applicant(s): Glaxosmithkline (Ireland) Limited 

PRAC Rapporteur: Karin Bolin 

Scope: Update of section 5.1 of the SmPC in order to update immunogenicity information 
based on results from study 114055 (PLUTO) listed as a category 3 study in the RMP. This is 
a Phase 2, Randomized Parallel Group, Placebo-Controlled Double-Blind Trial to Evaluate the 
Safety, Efficacy, and Pharmacokinetics of Belimumab, a Human Monoclonal Anti-B-
lymphocyte stimulator (BLyS) Antibody, Plus Standard Therapy in Pediatric Patients with 
Systemic Lupus Erythematosus (SLE). The RMP version 48.0 has also been submitted. 

Action: For adoption 
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5.3.7.  Capsaicin - QUTENZA (CAP) – EMA/VR/0000360285 

Applicant(s): Gruenenthal GmbH 

PRAC Rapporteur: Ana Sofia Diniz Martins 

Scope: Update of sections 4.4, 4.8, 4.9, and 5.1 of the SmPC in order to update efficacy and 
safety information based on final results from study RISE (AV001); this is an interventional, 
phase III, double-blind, randomized, controlled, parallel-group, multi-site, clinical trial 
evaluating the efficacy and safety of Qutenza in subjects with post-surgical neuropathic pain; 
the Annex II and the Package Leaflet are updated accordingly. The RMP version 21.0 has also 
been submitted; a third degree burns were also added to the existing important identified 
risk of 'Second degree burns' as part of this procedure. 

Action: For adoption 

5.3.8.  Cefiderocol - FETCROJA (CAP) – EMA/VR/0000347573 

Applicant(s): Shionogi B.V. 

PRAC Rapporteur: Dennis Lex 

Scope: Extension of indication to include treatment of infections due to aerobic Gram-
negative organisms in paediatric (birth to less than 18 years old) patients with limited 
treatment options, for FETCROJA, based on supportive clinical and non-clinical data. As a 
consequence, sections 4.1, 4.2, 4.4, 4.8, 5.1, 5.2, 6.3 and 6.6 of the SmPC are updated. The 
Package Leaflet is updated in accordance. Version 2.0 of the RMP has also been submitted. In 
addition, the MAH took the opportunity to introduce minor editorial changes to the PI. 

Action: For adoption 

5.3.9.  Cemiplimab - LIBTAYO (CAP) – EMA/VR/0000347296 

Applicant(s): Regeneron Ireland Designated Activity Company 

PRAC Rapporteur: Bianca Mulder 

Scope: Update of sections 4.2 and 6.6 of the SmPC in order to apply the same posology 
approved for the adjuvant treatment of patients with cutaneous squamous cell carcinoma 
(CSCC) (350mg every 3 weeks (Q3W) for the first 12 weeks of treatment, followed by a 
switch to 700mg every 6 weeks (Q6W)) as an alternative dosing regimen for all approved 
indications. In addition, this variation includes an update to the infusion time (15 – 30 
minutes) for the currently approved 350mg Q3W dosing regimen. This is based on 
pharmacokinetic and modelling data. The Package Leaflet has been updated accordingly. The 
RMP version 5.1 has also been submitted. In addition, the MAH took the opportunity to 
introduce minor changes to the SmPC to include the E-number for the polysorbate 80 
excipient (section 6.1) and to remove the nominal vial size (section 6.5) to allow flexibility for 
different vial sizes that may be sourced by approved manufacturers. 

Action: For adoption 
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5.3.10.  Ciltacabtagene autoleucel - CARVYKTI (CAP) – EMA/VR/0000365288, Orphan 

Applicant(s): Janssen Cilag International, ATMP 

PRAC Rapporteur: Jo Robays 

Scope: Update of section 4.4 of the SmPC in order to provide the treating physician the 
option to determine the setting of the post-infusion monitoring, while maintaining the 
requirement for monitoring during the period and the proximity to a qualified centre following 
infusion; the Package Leaflet is updated accordingly. The RMP version 8.2 has also been 
submitted. In addition, the MAH took the opportunity to introduce minor editorial and 
formatting changes to the PI. 

Action: For adoption 

5.3.11.  Cipaglucosidase alfa - POMBILITI (CAP); Miglustat - OPFOLDA (CAP) – 
EMA/VR/0000348800 

Applicant(s): Amicus Therapeutics Europe Limited 

PRAC Rapporteur: Karin Bolin 

Scope: Submission of the final report from study ATB200-07; this is a Phase 3 open-label 
extension study to assess the long-term safety and efficacy of intravenous cipaglucosidase 
alfa co-administered with oral miglustat in adult subjects with late onset Pompe disease, 
listed as a category 3 study in the RMP for Pombiliti and Opfolda. An updated RMP version 
2.0 for Pombiliti and Opfolda has also been submitted. 

Action: For adoption 

5.3.12.  Clesrovimab - ENFLONSIA (CAP) – EMA/VR/0000358149 

Applicant(s): Merck Sharp & Dohme B.V. 

PRAC Rapporteur: Dirk Mentzer 

Scope: Extension of indication to include prevention of Respiratory Syncytial Virus (RSV) 
lower respiratory tract disease in children up to 24 months of age who remain vulnerable to 
severe RSV disease through their second RSV season for ENFLONSIA, based on final results 
from study MK-1654-007; this is a Phase 3, multicenter, randomized, partially blinded, 
palivizumab-controlled study to evaluate the safety, efficacy, and pharmacokinetics of MK-
1654 in infants and children at increased risk for severe RSV disease. As a consequence, 
sections 2, 4.1, 4.2, 4.4, 4.8, 5.1, 5.2 and 6.6 of the SmPC are updated. The Package Leaflet 
is updated in accordance. Version 1.1 of the RMP has also been submitted. 

Action: For adoption 

5.3.13.  COVID-19 mRNA vaccine - SPIKEVAX (CAP); SPIKEVAX JN. 1 (CAP); SPIKEVAX JN.1 
(CAP); SPIKEVAX LP.8.1 (CAP) – EMA/VR/0000335829 

Applicant(s): Moderna Biotech Spain S.L. 

PRAC Rapporteur: Marie Louise Schougaard Christiansen 
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Scope: Update of sections 4.2, 4.8 and 5.1 of the SmPC to update the posology 
recommendation for the 2 years through 4 years age group, based on final results from the 
study mRNA-1273-P306 listed as a category 3 study in the RMP; this is an Open-Label, Phase 
3 Study to Evaluate the Safety and Immunogenicity of the mRNA Vaccines for SARS-CoV-2 
Variants in Participants Aged 6 Months to <6 Years; the Package Leaflet is updated 
accordingly. The RMP version 14.0 has also been submitted. In addition, the MAH took the 
opportunity to update the list of local representatives in the Package Leaflet. 

Action: For adoption 

5.3.14.  Deutivacaftor / Tezacaftor / Vanzacaftor - ALYFTREK (CAP) – EMA/VR/0000362618 

Applicant(s): Vertex Pharmaceuticals (Ireland) Limited 

PRAC Rapporteur: Dennis Lex 

Scope: A grouped application consisting of: 

C.4: Update of sections 4.8, and 5.1 of the SmPC in order to update long-term efficacy and 
safety information in children based on interim results from study 104 (VX21-121-104) listed 
as a category 3 study in the RMP; this is a phase 3 open-label extension study (of parent 
studies 102 and 103) evaluating the long-term safety, tolerability and efficacy of D-
IVA/TEZ/VNZ in subjects with Cystic Fibrosis (CF) aged 12 years and older. The RMP version 
1.2 has also been submitted. 

C.4: Update of sections 4.8, and 5.1 of the SmPC in order to update long-term efficacy and 
safety information in children based on interim results from study 106 (VX22-121-106) listed 
as a category 3 study in the RMP; this is phase 3, open-label extension study (of parent 
study 105) evaluating the long-term safety and efficacy of D-IVA/TEZ/VNZ in subjects with 
CF aged 1 year and olde. The RMP version 1.2 has also been submitted. 

Action: For adoption 

5.3.15.  Durvalumab - IMFINZI (CAP) – EMA/VR/0000358434 

Applicant(s): AstraZeneca AB 

PRAC Rapporteur: David Olsen 

Scope: Extension of the indication for IMFINZI in combination with enfortumab vedotin as 
neoadjuvant treatment, followed by IMFINZI as monotherapy adjuvant treatment after 
radical cystectomy, for the treatment of adults with Muscle Invasive Bladder Cancer (MIBC) 
who are ineligible for or have refused cisplatin-based chemotherapy, based on the pivotal 
study D910PC00001 (VOLGA); this is a Phase III randomized, open-label, multicenter study 
to determine the efficacy and safety of durvalumab in combination with tremelimumab and 
enfortumab vedotin or durvalumab in combination with enfortumab vedotin for perioperative 
treatment in patients ineligible for cisplatin or who refuse cisplatin undergoing radical 
cystectomy for muscle-invasive bladder cancer. As a consequence, sections 4.1, 4.2, 4.5, 
4.8, 5.1 and 5.2 of the SmPC are updated. The Package Leaflet is updated in accordance. 
Version 18 of the RMP has been submitted. In addition, the MAH took the opportunity to 
introduce editorial changes to the PI. 

Action: For adoption 
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5.3.16.  Elinzanetant - LYNKUET (CAP) – EMA/VR/0000359087 

Applicant(s): Bayer AG 

PRAC Rapporteur: Guðrún Stefánsdóttir 

Scope: Update of sections 4.4 and 4.8 of the SmPC in order to add a new warning on ‘risk of 
seizure’ and to add ‘seizure’ to the list of adverse drug reactions (ADRs) with frequency ‘rare’ 
based on post-marketing pharmacovigiance data. The Package Leaflet is updated 
accordingly. The RMP version 2.1 has also been submitted. In addition, The MAH took the 
opportunity to make editorial corrections to the PI. 

Action: For adoption 

5.3.17.  Fentanyl - EFFENTORA (CAP); NAP – EMA/VR/0000341560 

Applicant(s): Phoenix Labs Unlimited Company, various 

PRAC Rapporteur: Dennis Lex 

Scope: Update of section 4.9 of the SmPC in order to introduce information related to 
overdose concerning brain oedema, including CHANTER syndrome, based on available safety 
data; the Package Leaflet is updated accordingly. The RMP version 6.1 has also been 
submitted, together with DHPC letter. 

Action: For adoption 

5.3.18.  Fluciclovine (18F) - AXUMIN (CAP) – EMA/VR/0000361865 

Applicant(s): Blue Earth Diagnostics Ireland Limited 

PRAC Rapporteur: Rugile Pilviniene 

Scope: A grouped application consisting of:  

Type II (C.12): Submission of the final report from study BED-FLC-219. This is a phase IIb 
study to Establish Image Interpretation Criteria for 18F-fluciclovine Positron Emission 
Tomography (PET) in Detecting Recurrent Brain Metastases after Radiation Therapy.   

Type II (C.12): Submission of the final report from study BED-FLC-312. This is a phase 
phase III study to Establish the Diagnostic Performance of 18F Fluciclovine PET in Detecting 
Recurrent Brain Metastases. The RMP version 5.0 has also been submitted.  

Type IB (C.9): Submission of an updated RMP version 5.0 in order to implement Rapporteur 
request to remove the important potential risks “PET imaging interpretation errors” from the 
list of safety concerns and to remove the educational material (PET imaging reader training 
for HCPs) from the RMP at the next regulatory opportunity. The Annex II has also been 
updated accordingly. 

Action: For adoption 

5.3.19.  Gemtuzumab ozogamicin - MYLOTARG (CAP) – EMA/VR/0000304835, Orphan 

Applicant(s): Pfizer Europe MA EEIG 
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PRAC Rapporteur: Carla Torre 

Scope: Extension of indication to include, in combination with mitoxantrone and cytarabine 
(AraC), the treatment of paediatric patients aged 1 year to less than 18 years with newly 
diagnosed CD33-positive acute myeloid leukaemia (AML), except acute promyelocytic 
leukaemia (APL) for MYLOTARG, based on results from study MyeChild 01 (WI203680). This 
is a Phase 3, randomised, open-label, multicenter study incorporating an embedded dose 
finding study in children with newly diagnosed AML/high risk MDS /isolated myeloid sarcoma 
(de novo or secondary). As a consequence, sections 4.1, 4.2, 4.4, 4.8 and 5.1 of the SmPC 
are updated. The Package Leaflet is updated in accordance. Version 2.3 of the RMP has also 
been submitted. In addition, the Marketing authorisation holder (MAH) took the opportunity 
to introduce minor editorial changes to the PI and to update the list of local representatives 
in the Package Leaflet. 

Action: For adoption 

5.3.20.  Glucarpidase - VORAXAZE (CAP) – EMA/VR/0000361816 

Applicant(s): Serb 

PRAC Rapporteur: Dennis Lex 

Scope: Submission of an updated RMP version 2.0 in order to incorporate protocol 
amendments for PAES study PR001-CLN-pro103 listed as a Specific Obligation in the Annex 
II of the Product Information. 

Action: For adoption 

5.3.21.  Insulin icodec / Semaglutide - KYINSU (CAP) – EMA/VR/0000322527 

Applicant(s): Novo Nordisk A/S 

PRAC Rapporteur: Petar Mas 

Scope: Extension of indication to include treatment of adults with insufficiently controlled 
type 2 diabetes mellitus as an adjunct to diet and exercise for KYINSU, based on results from 
the Phase 3b study NN1535-4988 (COMBINE 4); this is a 40-week study comparing the 
efficacy and safety of once weekly IcoSema and daily insulin glargine 100 units/mL in 
participants with type 2 diabetes inadequately controlled on oral anti-diabetic drugs. As a 
consequence, sections 4.1, 4.2, 4.4, 4.8 and 5.1 of the SmPC are updated. The Package 
Leaflet is updated in accordance. Version 1.1 of the RMP has also been submitted. In 
addition, the Marketing authorisation holder (MAH) took the opportunity to introduce minor 
editorial changes to the PI. 

Action: For adoption 

5.3.22.  Mavacamten - CAMZYOS (CAP) – EMA/VR/0000360150 

Applicant(s): Bristol-Myers Squibb Pharma EEIG 

PRAC Rapporteur: Kimmo Jaakkola 
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Scope: Submission of the final clinical study report for study CV027031 (ODYSSEY-HCM). 
Study CV027031 is listed as a category 3 study in the RMP. CV027031 is a Phase 3, double-
blind, randomized, placebo-controlled, multicenter, international, parallel-group study to 
evaluate the safety, tolerability, and efficacy of mavacamten compared with placebo in 
participants with symptomatic non-obstructive hypertrophic cardiomyopathy (nHCM). The 
RMP version 9.0 has also been submitted. 

Action: For adoption 

5.3.23.  Metreleptin - MYALEPTA (CAP) – EMA/VR/0000356904 

Applicant(s): Chiesi Farmaceutici S.p.A. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Update of sections 4.4, and 4.8 of the SmPC in order to amend existing safety 
information on T cell lymphoma based on cumulative safety evidence from the clinical 
studies, post-marketing data, and literature; the Annex II and the Package Leaflet are 
updated accordingly. The RMP version 2.4 to remove Lymphoma from the list of Important 
Potential Risks has also been submitted. In addition, the MAH took the opportunity to update 
the information on polysorbates. 

Action: For adoption 

5.3.24.  Mirabegron - BETMIGA (CAP) – EMA/VR/0000327362 

Applicant(s): Astellas Pharma Europe B.V. 

PRAC Rapporteur: Maria del Pilar Rayon 

Scope: A grouped application comprised of a Type IB and a Type II variation, as follows: 

Type IB (C.7.a): To delete the Betmiga 8 mg/ml granules for prolonged-release oral 
suspension from the Betmiga marketing authorisation (EU/1/12/809/019, EU/1/12/809/020) 

Type II (C.6.a): To modify the approved therapeutic indication for neurogenic detrusor 
overactivity (NDO) to patients less than 18 years of age, weighing 35 kg or more. The 
updated indication aligns the weight criteria for children with the remaining tablet posology. 
Consequently, sections 4.1, 4.2 and 5.2 of the SmPC are updated. The Package Leaflet is 
updated accordingly. The RMP version 9.3 has been submitted. In addition, the MAH took the 
opportunity to introduce additional changes to the PI. 

Action: For adoption 

5.3.25.  Mycophenolate mofetil - CELLCEPT (CAP) – EMA/VR/0000365313 

Applicant(s): Roche Registration GmbH 

PRAC Rapporteur: Karin Erneholm 

Scope: Update of sections 4.4 and 4.6 of the SmPC in order to extend the contraception 
period for females of childbearing potential from 6 weeks to 6 months following the end of 
CellCept treatment, based on a strategic alignment with evolving international safety 
frameworks and best-practice standards for genotoxic medicinal products. The Package 
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Leaflet is updated accordingly. The updated RMP version 3.0 has also been submitted. In 
addition, the MAH took the opportunity to introduce editorial changes and corrections to the 
PI as well as updates to the excipients section in line with the excipient guidelines. 

Action: For adoption 

5.3.26.  Olezarsen - TRYNGOLZA (CAP) – EMA/VR/0000336189 

Applicant(s): Swedish Orphan Biovitrum AB (publ) 

PRAC Rapporteur: Kimmo Jaakkola 

Scope: Extension of indication to include treatment of adult patients with severe 
hypertriglyceridemia for Tryngolza, based on final results from phase 3 studies ISIS 678354-
CS5 (CORE), ISIS 678354-CS6 (CORE2) and ISIS 678354-CS9; and open-label extension 
study ISIS 678354-CS15. As a consequence, sections 4.1, 4.2, 4.4, 4.8, 5.1 and 5.2 of the 
SmPC are updated. The Package Leaflet is updated in accordance. Version 1.1 of the RMP has 
also been submitted. In addition, the MAH took the opportunity to bring the PI in line with 
the latest QRD template version 10.4. As part of the application, the MAH is requesting a 1-
year extension of the market protection. 

Action: For adoption 

5.3.27.  Pandemic influenza vaccine (H5N1) (live attenuated, nasal) - PANDEMIC 
INFLUENZA VACCINE H5N1 ASTRAZENECA (CAP) – EMA/VR/0000321324 

Applicant(s): AstraZeneca AB 

PRAC Rapporteur: Sonja Radowan 

Scope: Extension of indication to remove the upper age limit from the indication for 
Pandemic influenza vaccine (H5N1) (live, nasal), based on efficacy and safety data previously 
submitted in the Marketing Authorisation Application (MAA). As a consequence, sections 4.1, 
4.2, 4.4, 4.5, 4.6, 4.8, 5.1, and 5.3 of the SmPC are updated. The Annex II and the Package 
Leaflet are updated in accordance. Version 2.2 of the RMP has also been submitted. In 
addition, the Marketing authorisation holder (MAH) took the opportunity to introduce editorial 
changes throughout the PI and update the list of local representatives in the Package Leaflet. 

Action: For adoption 

5.3.28.  Plasmodium falciparum and hepatitis B vaccine (recombinant, adjuvanted) - 
MOSQUIRIX (ART 58) – EMA/VR/0000359081 

Applicant(s): GlaxoSmithKline Biologicals 

PRAC Rapporteur: Jean-Michel Dogné 

Scope: Update of section 5.1 in order to update effectiveness information based on final 
results from study EPI-MAL-003 listed as a category 3 study in the RMP. This is a non-
interventional, disease surveillance study with prospective cohort event monitoring, to 
evaluate the safety, effectiveness and impact of Mosquirix in infants and young children in 
Kenya, Malawi, and Ghana. The RMP version 8 has also been submitted. In addition, the MAH 
took the opportunity to implement editorial changes to the PI. 
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Action: For adoption 

5.3.29.  Ranibizumab - BYOOVIZ (CAP) – EMA/VR/0000362260 

Applicant(s): Samsung Bioepis NL B.V. 

PRAC Rapporteur: Karin Bolin 

Scope: Quality 

Action: For adoption 

5.3.30.  Respiratory syncytial virus vaccine (bivalent, recombinant) - ABRYSVO (CAP) – 
EMA/VR/0000343072 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Liana Martirosyan 

Scope: Update of sections 4.8 and 5.1 of the SmPC in order to update efficacy and safety 
information based on results from Phase 3 studies C3671032 and C3671013. The RMP 
version 2.1 has also been submitted. 

Action: For adoption 

5.3.31.  Risankizumab - SKYRIZI (CAP) – EMA/VR/0000360512 

Applicant(s): Abbvie Deutschland GmbH & Co. KG 

PRAC Rapporteur: Liana Martirosyan 

Scope: Update of section 4.4 of the SmPC in order to amend an existing warning on 
infections and tuberculosis, based on clinical trial, postmarketing, and real-world evidence, 
together with mechanistic insights regarding selective IL-23 inhibition; the Package Leaflet is 
updated accordingly. The RMP version 8.0 has also been submitted. 

Action: For adoption 

5.3.32.  Secukinumab - COSENTYX (CAP) – EMA/VR/0000340032 

Applicant(s): Novartis Europharm Limited 

PRAC Rapporteur: Maria Martinez Gonzalez 

Scope: Extension of indication to include treatment of active moderate to severe hidradenitis 
suppurativa (HS) (acne inversa) in adolescents 12 years and older with an inadequate 
response to conventional systemic HS therapy for COSENTYX, based on modelling and 
extrapolation of existing data. As a consequence, sections 4.1, 4.2, 5.1 and 5.2 of the SmPC 
are updated. The Package Leaflet is updated in accordance. Version 14.0 of the RMP has also 
been submitted. In addition, the MAH took the opportunity to introduce minor editorial 
changes to the PI, including to the list of local representatives in the Package Leaflet. 

Action: For adoption 
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5.3.33.  Selexipag - UPTRAVI (CAP) – EMA/X/0000355108 

Applicant(s): Janssen Cilag International 

PRAC Rapporteur: Zoubida Amimour 

Scope: Extension application to introduce a new strength, 150 µg film-coated tablet, grouped 
with a type II variation (C.I.6.a) to add a new indication for selexipag (long-term treatment 
of pulmonary arterial hypertension (PAH) in paediatric patients aged 2 years to less than 18 
years with WHO FC II to III). The RMP (version 12.2) is updated in accordance. 

Action: For adoption 

5.3.34.  Sulfur hexafluoride - SONOVUE (CAP) – EMA/VR/0000355106 

Applicant(s): Bracco International B.V. 

PRAC Rapporteur: Tiphaine Vaillant 

Scope: Update of section 4.3 of the SmPC in order to remove an existing contraindication 
based on post-marketing data and literature. The Package Leaflet is updated accordingly. The 
RMP version 11.0 has also been submitted. 

Action: For adoption 

5.3.35.  Talquetamab - TALVEY (CAP) – EMA/VR/0000339914 

Applicant(s): Janssen Cilag International 

PRAC Rapporteur: Barbara Kovacic Bytyqi 

Scope: Extension of indication for TALVEY in combination with daratumumab and 
pomalidomide, or in combination with daratumumab, to include treatment of adult patients 
with relapsed or refractory multiple myeloma, who have received at least one prior therapy 
based on interim analysis from Phase 3 study MonumenTAL-3 (64407564MMY3002) and data 
from the supportive Phase 1b study TriMM-2 (64407564MMY1002). As a consequence, 
sections 4.1, 4.2, 4.4, 4.8, 5.1, 5.2 and 6.6 of the SmPC are updated. The Package Leaflet is 
updated accordingly. The updated RMP version 4.1 has also been submitted. Consequently, 
the MAH proposes a switch from conditional marketing authorisation to full marketing 
authorisation. In addition, the MAH took the opportunity to update Annex II and to update 
the list of local representatives in the Package Leaflet. Furthermore, as part of the application 
the MAH is requesting a 1-year extension of the market protection. 

Action: For adoption 

5.3.36.  Trastuzumab - ZERCEPAC (CAP); NAP – EMA/X/0000321364 

Applicant(s): Accord Healthcare S.L.U., various 

PRAC Rapporteur: Dirk Mentzer 

Scope: Extension application to introduce a new pharmaceutical form (solution for injection), 
a new strength (600 mg) and a new route of administration (subcutaneous use). 

Action: For adoption 
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5.3.37.  Vamorolone - AGAMREE (CAP) – EMA/VR/0000343140 

Applicant(s): Santhera Pharmaceuticals (Deutschland) GmbH 

PRAC Rapporteur: Rhea Fitzgerald 

Scope: Submission of updated comprehensive safety data from studies VBP15‑006, 
SNT‑I‑VAM‑024, SNT‑I‑VAM‑025, and SNT‑I‑VAM‑026, expanded-access programs, 
compassionate use and named patient programs as well as data from ongoing clinical trial 
SNT-IV-VAM-011 and post-marketing data. The RMP version 3.0 has also been submitted. 

Action: For adoption 

6.  Periodic safety update reports (PSURs) 

6.1.  PSUR single assessment (PSUSA) procedures including centrally 
authorised products (CAPs) only 

6.1.1.  Aprocitentan - JERAYGO (CAP) – EMA/PSUR/0000351143 

Applicant(s): Idorsia Pharmaceuticals Deutschland GmbH 

PRAC Rapporteur: Maria del Pilar Rayon 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011067/202603) 

Action: For adoption 

6.1.2.  Aumolertinib - AUMSEQA (CAP) – EMA/PSUR/0000351161 

Applicant(s): Sfl Pharmaceuticals Deutschland GmbH 

PRAC Rapporteur: Bianca Mulder 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011182/202603) 

Action: For adoption 

6.1.3.  Baricitinib - OLUMIANT (CAP) – EMA/PSUR/0000351148 

Applicant(s): Eli Lilly Nederland B.V. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010578/202602) 

Action: For adoption 

6.1.4.  Burosumab - CRYSVITA (CAP) – EMA/PSUR/0000351122 

Applicant(s): Kyowa Kirin Holdings B.V. 
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PRAC Rapporteur: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010669/202602) 

Action: For adoption 

6.1.5.  Cabotegravir - APRETUDE (CAP) – EMA/PSUR/0000351096 

Applicant(s): ViiV Healthcare B.V. 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000116/202603) 

Action: For adoption 

6.1.6.  Cabotegravir - VOCABRIA (CAP) – EMA/PSUR/0000351146 

Applicant(s): ViiV Healthcare B.V. 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010900/202603) 

Action: For adoption 

6.1.7.  Ceftazidime / Avibactam - ZAVICEFTA (CAP) – EMA/PSUR/0000351154 

Applicant(s): Pfizer Ireland Pharmaceuticals Unlimited Company 

PRAC Rapporteur: Rugile Pilviniene 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010513/202602) 

Action: For adoption 

6.1.8.  Chikungunya vaccine (recombinant, adsorbed) - VIMKUNYA (CAP) – 
EMA/PSUR/0000351166 

Applicant(s): Bavarian Nordic A/S 

PRAC Rapporteur: Liana Martirosyan 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011118/202602) 

Action: For adoption 

6.1.9.  Ciltacabtagene autoleucel - CARVYKTI (CAP) – EMA/PSUR/0000351156 

Applicant(s): Janssen Cilag International, ATMP 

PRAC Rapporteur: Jo Robays 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011000/202602) 

Action: For adoption 
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6.1.10.  Cipaglucosidase alfa - POMBILITI (CAP) – EMA/PSUR/0000351131 

Applicant(s): Amicus Therapeutics Europe Limited 

PRAC Rapporteur: Karin Bolin 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011047/202603) 

Action: For adoption 

6.1.11.  Colistimethate sodium - COLOBREATHE (CAP) – EMA/PSUR/0000351114 

Applicant(s): Essential Pharma Limited 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00009112/202602) 

Action: For adoption 

6.1.12.  Depemokimab - EXDENSUR (CAP) – EMA/PSUR/0000351152 

Applicant(s): Glaxosmithkline Trading Services Limited 

PRAC Rapporteur: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011180/202602) 

Action: For adoption 

6.1.13.  Diphtheria, tetanus, pertussis acellular component, hepatitis B rDNA, poliomyelitis 
inactivated and haemophilus type b conjugate vaccine adsorbed - VAXELIS (CAP) – 
EMA/PSUR/0000351155 

Applicant(s): MCM Vaccine B.V. 

PRAC Rapporteur: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010469/202602) 

Action: For adoption 

6.1.14.  Donidalorsen - DAWNZERA (CAP) – EMA/PSUR/0000351153 

Applicant(s): Otsuka Pharmaceutical Netherlands B.V. 

PRAC Rapporteur: Julia Pallos 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011172/202602) 

Action: For adoption 

6.1.15.  Dorocubicel / Allogeneic umbilical cord-derived CD34- cells, non-expanded - 
ZEMCELPRO (CAP) – EMA/PSUR/0000351134 

Applicant(s): Cordex Biologics International Limited, ATMP 
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PRAC Rapporteur: Jenny-Maria Jönsson 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011151/202602) 

Action: For adoption 

6.1.16.  Efanesoctocog alfa - ALTUVOCT (CAP) – EMA/PSUR/0000351147 

Applicant(s): Swedish Orphan Biovitrum AB (publ) 

PRAC Rapporteur: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011062/202602) 

Action: For adoption 

6.1.17.  Elranatamab - ELREXFIO (CAP) – EMA/PSUR/0000351095 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Barbara Kovacic Bytyqi 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000225/202602) 

Action: For adoption 

6.1.18.  Epoetin beta - NEORECORMON (CAP) – EMA/PSUR/0000351083 

Applicant(s): Roche Registration GmbH 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001239/202602) 

Action: For adoption 

6.1.19.  Ex vivo expanded autologous human corneal epithelial cells containing stem cells - 
HOLOCLAR (CAP) – EMA/PSUR/0000351119, Orphan 

Applicant(s): Holostem S.R.L., ATMP 

PRAC Rapporteur: Eamon O Murchu 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010352/202602) 

Action: For adoption 

6.1.20.  Fedratinib - INREBIC (CAP) – EMA/PSUR/0000351120, Orphan 

Applicant(s): Bristol-Myers Squibb Pharma EEIG 

PRAC Rapporteur: Sonja Radowan 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010909/202602) 

Action: For adoption 
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6.1.21.  Florbetaben (18F) - NEURACEQ (CAP) – EMA/PSUR/0000351111 

Applicant(s): Lantheus Germany GmbH 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010094/202602) 

Action: For adoption 

6.1.22.  Fosdenopterin - NULIBRY (CAP) – EMA/PSUR/0000351150 

Applicant(s): TMC Pharma (EU) Limited 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011017/202602) 

Action: For adoption 

6.1.23.  Ganaxolone - ZTALMY (CAP) – EMA/PSUR/0000351091 

Applicant(s): Immedica Pharma AB 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000093/202603) 

Action: For adoption 

6.1.24.  Imlifidase - IDEFIRIX (CAP) – EMA/PSUR/0000351128, Orphan 

Applicant(s): Hansa Biopharma AB 

PRAC Rapporteur: Bianca Mulder 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010870/202602) 

Action: For adoption 

6.1.25.  Influenza vaccine (surface antigen, inactivated, adjuvanted) - FLUAD (CAP) – 
EMA/PSUR/0000351113 

Applicant(s): Seqirus Netherlands B.V. 

PRAC Rapporteur: Jean-Michel Dogné 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010300/202603) 

Action: For adoption 

6.1.26.  Influenza vaccine (surface antigen, inactivated, prepared in cell cultures) - 
FLUCELVAX (CAP) – EMA/PSUR/0000351126 

Applicant(s): Seqirus Netherlands B.V. 
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PRAC Rapporteur: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010737/202603) 

Action: For adoption 

6.1.27.  Insulin icodec - AWIQLI (CAP) – EMA/PSUR/0000351133 

Applicant(s): Novo Nordisk A/S 

PRAC Rapporteur: Sonja Radowan 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011053/202602) 

Action: For adoption 

6.1.28.  Miglustat - OPFOLDA (CAP) – EMA/PSUR/0000351085 

Applicant(s): Amicus Therapeutics Europe Limited 

PRAC Rapporteur: Karin Bolin 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000077/202603) 

Action: For adoption 

6.1.29.  Mitapivat - PYRUKYND (CAP) – EMA/PSUR/0000351141 

Applicant(s): Agios Netherlands B.V. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011025/202602) 

Action: For adoption 

6.1.30.  Nivolumab / Relatlimab - OPDUALAG (CAP) – EMA/PSUR/0000351125 

Applicant(s): Bristol-Myers Squibb Pharma EEIG 

PRAC Rapporteur: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011018/202603) 

Action: For adoption 

6.1.31.  Odronextamab - ORDSPONO (CAP) – EMA/PSUR/0000351137 

Applicant(s): Regeneron Ireland Designated Activity Company 

PRAC Rapporteur: Veronika Macurova 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011074/202602) 

Action: For adoption 
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6.1.32.  Omaveloxolone - SKYCLARYS (CAP) – EMA/PSUR/0000351082 

Applicant(s): Biogen Netherlands B.V. 

PRAC Rapporteur: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000245/202602) 

Action: For adoption 

6.1.33.  Oritavancin - TENKASI (CAP) – EMA/PSUR/0000351123 

Applicant(s): Menarini International Operations Luxembourg S.A. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010368/202603) 

Action: For adoption 

6.1.34.  Plasmodium falciparum and hepatitis B vaccine (recombinant, adjuvanted) – 
MOSQUIRIX (ART 58) – EMA/PSUR/0000348791 

Applicant(s): GlaxoSmithKline Biologicals 

PRAC Rapporteur: Jean-Michel Dogné 

Scope: Evaluation of a PSUSA procedure (PSUV Plasmodium falciparum and hepatitis B 
vaccine) 

Action: For adoption 

6.1.35.  Polihexanide - AKANTIOR (CAP) – EMA/PSUR/0000351145 

Applicant(s): SIFI S.p.A. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011082/202602) 

Action: For adoption 

6.1.36.  Resmetirom - REZDIFFRA (CAP) – EMA/PSUR/0000351158 

Applicant(s): Madrigal Pharmaceuticals EU Limited 

PRAC Rapporteur: Lina Seibokiene 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011159/202603) 

Action: For adoption 

6.1.37.  Rilpivirine - REKAMBYS (CAP) – EMA/PSUR/0000351164 

Applicant(s): Janssen Cilag International 
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PRAC Rapporteur: Liana Martirosyan 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010901/202603) 

Action: For adoption 

6.1.38.  Rimegepant - VYDURA (CAP) – EMA/PSUR/0000351140 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Karin Erneholm 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010997/202602) 

Action: For adoption 

6.1.39.  Ropeginterferon alfa-2b - BESREMI (CAP) – EMA/PSUR/0000351124 

Applicant(s): Aop Orphan Pharmaceuticals GmbH 

PRAC Rapporteur: Carla Torre 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010756/202602) 

Action: For adoption 

6.1.40.  Rotigotine - NEUPRO (CAP) – EMA/PSUR/0000351100 

Applicant(s): UCB Pharma 

PRAC Rapporteur: Ana Sofia Diniz Martins 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002667/202602) 

Action: For adoption 

6.1.41.  Ruxolitinib - JAKAVI (CAP) – EMA/PSUR/0000351109 

Applicant(s): Novartis Europharm Limited 

PRAC Rapporteur: Jenny-Maria Jönsson 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010015/202602) 

Action: For adoption 

6.1.42.  Sargramostim - IMREPLYS (CAP) – EMA/PSUR/0000351162 

Applicant(s): Partner Therapeutics Limited 

PRAC Rapporteur: Jenny-Maria Jönsson 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011152/202603) 

Action: For adoption 
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6.1.43.  Seladelpar lysine dihydrate - LYVDELZI (CAP) – EMA/PSUR/0000351139 

Applicant(s): Gilead Sciences Ireland Unlimited Company 

PRAC Rapporteur: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011119/202602) 

Action: For adoption 

6.1.44.  Silodosin - SILODYX (CAP); UROREC (CAP) – EMA/PSUR/0000351104 

Applicant(s): Recordati Ireland Limited 

PRAC Rapporteur: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002701/202601) 

Action: For adoption 

6.1.45.  Sodium thiosulfate - PEDMARQSI (CAP) – EMA/PSUR/0000351081 

Applicant(s): Norgine B.V. 

PRAC Rapporteur: Karin Erneholm 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000066/202603) 

Action: For adoption 

6.1.46.  Sparsentan - FILSPARI (CAP) – EMA/PSUR/0000351130 

Applicant(s): Vifor France 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011060/202602) 

Action: For adoption 

6.1.47.  Spesolimab - SPEVIGO (CAP) – EMA/PSUR/0000351157 

Applicant(s): LEO PHARMA A/S 

PRAC Rapporteur: Zoubida Amimour 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011033/202603) 

Action: For adoption 

6.1.48.  Teclistamab - TECVAYLI (CAP) – EMA/PSUR/0000351136 

Applicant(s): Janssen Cilag International 

PRAC Rapporteur: Veronika Macurova 
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Scope: Evaluation of a PSUSA procedure (PSUSA/00011010/202602) 

Action: For adoption 

6.1.49.  Tegafur / Gimeracil / Oteracil - TEYSUNO (CAP) – EMA/PSUR/0000351103 

Applicant(s): Nordic Group B.V. 

PRAC Rapporteur: Bianca Mulder 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002875/202601) 

Action: For adoption 

6.1.50.  Tildrakizumab - ILUMETRI (CAP) – EMA/PSUR/0000351132 

Applicant(s): Almirall S.A. 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010720/202603) 

Action: For adoption 

6.1.51.  Tisotumab vedotin - TIVDAK (CAP) – EMA/PSUR/0000351144 

Applicant(s): Genmab A/S 

PRAC Rapporteur: Jo Robays 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011127/202603) 

Action: For adoption 

6.1.52.  Trastuzumab emtansine - KADCYLA (CAP) – EMA/PSUR/0000351116 

Applicant(s): Roche Registration GmbH 

PRAC Rapporteur: Karin Erneholm 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010136/202602) 

Action: For adoption 

6.1.53.  Valoctocogene roxaparvovec - ROCTAVIAN (SRD3) – EMA/PSUR/0000362234 

Applicant(s): Biomarin International Limited, ATMP 

PRAC Rapporteur: Bianca Mulder 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011009/202602) 

Action: For discussion 

 
3Marketing authorisation withdrawn 
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6.1.54.  Velaglucerase alfa - VPRIV (CAP) – EMA/PSUR/0000351099 

Applicant(s): Takeda Pharmaceuticals International AG Ireland Branch 

PRAC Rapporteur: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00003103/202602) 

Action: For adoption 

6.1.55.  Vimseltinib - ROMVIMZA (CAP) – EMA/PSUR/0000351160 

Applicant(s): Deciphera Pharmaceuticals (Netherlands) B.V. 

PRAC Rapporteur: Karin Erneholm 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011156/202602) 

Action: For adoption 

6.1.56.  Voxelotor - OXBRYTA (CAP) – EMA/PSUR/0000351138, Orphan 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Jo Robays 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010983/202602) 

Action: For adoption 

6.2.  PSUR single assessment (PSUSA) procedures including centrally 
authorised products (CAPs) and nationally authorised products 
(NAPs) 

6.2.1.  Ciclosporin - IKERVIS (CAP); VERKAZIA (CAP); VEVIZYE (CAP); NAP – 
EMA/PSUR/0000351129 

Applicant(s): Laboratoires Thea, Santen Oy, various 

PRAC Rapporteur: Jan Neuhauser 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010362/202603) 

Action: For adoption 

6.2.2.  Imiquimod - ALDARA (CAP); ZYCLARA (CAP); NAP – EMA/PSUR/0000351105 

Applicant(s): Viatris Healthcare Limited, various 

PRAC Rapporteur: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001729/202601) 

Action: For adoption 
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6.2.3.  Pregabalin - LYRICA (CAP); PREGABALIN VIATRIS PHARMA (CAP); NAP – 
EMA/PSUR/0000351165 

Applicant(s): Upjohn EESV, Viatris Healthcare Limited, various 

PRAC Rapporteur: Liana Martirosyan 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002511/202601) 

Action: For adoption 

6.3.  PSUR single assessment (PSUSA) procedures including nationally 
authorised products (NAPs) only 

6.3.1.  Acetylsalicylic acid / atorvastatin / ramipril – EMA/PSUR/0000351107 

Applicant(s): various 

PRAC Lead: Jan Neuhauser 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010280/202602) 

Action: For adoption 

6.3.2.  Alprostadil (erectile dysfunction) – EMA/PSUR/0000351080 

Applicant(s): various 

PRAC Lead: Eva Jirsová 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000110/202601) 

Action: For adoption 

6.3.3.  Argatroban – EMA/PSUR/0000351110 

Applicant(s): various 

PRAC Lead: Karin Bolin 

Scope: Evaluation of a PSUSA procedure (PSUSA/00009057/202601) 

Action: For adoption 

6.3.4.  Baclofen (intrathecal use) – EMA/PSUR/0000351086 

Applicant(s): various 

PRAC Lead: Adam Przybylkowski 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000293/202601) 

Action: For adoption 
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6.3.5.  Cytomegalovirus immunoglobulin – EMA/PSUR/0000351097 

Applicant(s): various 

PRAC Lead: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000914/202601) 

Action: For adoption 

6.3.6.  Dexamethasone (apart from centrally authorised products) – 
EMA/PSUR/0000351089 

Applicant(s): various 

PRAC Lead: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00000973/202601) 

Action: For adoption 

6.3.7.  Dienogest / ethinylestradiol (prolonged-release tablet) – EMA/PSUR/0000351135 

Applicant(s): various 

PRAC Lead: Jenny-Maria Jönsson 

Scope: Evaluation of a PSUSA procedure (PSUSA/00011084/202603) 

Action: For adoption 

6.3.8.  Eletriptan – EMA/PSUR/0000351093 

Applicant(s): various 

PRAC Lead: Eva Jirsová 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001204/202602) 

Action: For adoption 

6.3.9.  Erdosteine – EMA/PSUR/0000351102 

Applicant(s): various 

PRAC Lead: Marie Louise Schougaard Christiansen 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001248/202602) 

Action: For adoption 

6.3.10.  Etoposide – EMA/PSUR/0000351098 

Applicant(s): various 

PRAC Lead: Dennis Lex 
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Scope: Evaluation of a PSUSA procedure (PSUSA/00001333/202602) 

Action: For adoption 

6.3.11.  Granisetron (all formulations except transdermal patch) – EMA/PSUR/0000351159 

Applicant(s): various 

PRAC Lead: Jana Pecherova 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001568/202602) 

Action: For adoption 

6.3.12.  Haemophilus type b and meningococcal group C conjugate vaccine – 
EMA/PSUR/0000351087 

Applicant(s): various 

PRAC Lead: Jean-Michel Dogné 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001583/202602) 

Action: For adoption 

6.3.13.  Haemophilus type b conjugate vaccines – EMA/PSUR/0000351084 

Applicant(s): various 

PRAC Lead: Jean-Michel Dogné 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001584/202602) 

Action: For adoption 

6.3.14.  Hydroxyethyl starch, hydroxyethyl starch combinations – EMA/PSUR/0000351090 

Applicant(s): various 

PRAC Lead: Dennis Lex 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001694/202603) 

Action: For adoption 

6.3.15.  Ibuprofen, ibuprofen lysine (not indicated in ductus arteriosus), ibuprofen / caffeine 
– EMA/PSUR/0000351121 

Applicant(s): various 

PRAC Lead: John Joseph Borg 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010649/202602) 

Action: For adoption 
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6.3.16.  Influenza vaccine (split virion, inactivated) (non centrally authorised products) – 
EMA/PSUR/0000351112 

Applicant(s): various 

PRAC Lead: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010298/202603) 

Action: For adoption 

6.3.17.  Influenza vaccine (surface antigen, inactivated) – EMA/PSUR/0000351088 

Applicant(s): various 

PRAC Lead: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001744/202603) 

Action: For adoption 

6.3.18.  Ipratropium – EMA/PSUR/0000351092 

Applicant(s): various 

PRAC Lead: Melinda Palfi 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001780/202601) 

Action: For adoption 

6.3.19.  Ipratropium / salbutamol – EMA/PSUR/0000351094 

Applicant(s): various 

PRAC Lead: Petar Mas 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001781/202601) 

Action: For adoption 

6.3.20.  Landiolol – EMA/PSUR/0000351142 

Applicant(s): various 

PRAC Lead: Bianca Mulder 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010570/202602) 

Action: For adoption 

6.3.21.  Mefloquine – EMA/PSUR/0000351101 

Applicant(s): various 

PRAC Lead: Pernille Harg 
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Scope: Evaluation of a PSUSA procedure (PSUSA/00001955/202602) 

Action: For adoption 

6.3.22.  Mesalazine – EMA/PSUR/0000351106 

Applicant(s): various 

PRAC Lead: Marie Louise Schougaard Christiansen 

Scope: Evaluation of a PSUSA procedure (PSUSA/00001990/202602) 

Action: For adoption 

6.3.23.  Potassium canrenoate – EMA/PSUR/0000351118 

Applicant(s): various 

PRAC Lead: Amelia Cupelli 

Scope: Evaluation of a PSUSA procedure (PSUSA/00009266/202601) 

Action: For adoption 

6.3.24.  Propafenone – EMA/PSUR/0000351108 

Applicant(s): various 

PRAC Lead: Polona Golmajer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002550/202601) 

Action: For adoption 

6.3.25.  Salbutamol – EMA/PSUR/0000351117 

Applicant(s): various 

PRAC Lead: Melinda Palfi 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010330/202601) 

Action: For adoption 

6.3.26.  Telmisartan / indapamide – EMA/PSUR/0000351149 

Applicant(s): various 

PRAC Lead: Carla Torre 

Scope: Evaluation of a PSUSA procedure (PSUSA/00010947/202602) 

Action: For adoption 
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6.3.27.  Tick-borne encephalitis vaccine (inactivated) – EMA/PSUR/0000351115 

Applicant(s): various 

PRAC Lead: Dirk Mentzer 

Scope: Evaluation of a PSUSA procedure (PSUSA/00002951/202601) 

Action: For adoption 

6.4.  Follow-up to PSUR/PSUSA procedures 

None  

6.5.  Variation procedure(s) resulting from PSUSA evaluation 

6.5.1.  Tacrolimus - ADVAGRAF (CAP); MODIGRAF (CAP); NAP – EMA/VR/0000319175 

Applicant(s): Astellas Pharma Europe B.V., various 

PRAC Rapporteur: Eamon O Murchu 

Scope: Update of section 4.8 of the SmPC in order to include the missing frequency 
estimations to the list of adverse drug reactions (ADRs) following PSUSA/00002839/202403 
procedure. In addition, the MAH took the opportunity to update the list of local 
representatives in the Package Leaflet and to implement editorial changes to the PI. 

Action: For adoption 

6.6.  Expedited summary safety reviews4 

None 

7.  Post-authorisation safety studies (PASS) 

7.1.  Protocols of PASS imposed in the marketing authorisation(s)5 

7.1.1.  Lecanemab - LEQEMBI (CAP) – EMA/PASS/0000267311 

Applicant(s): Eisai GmbH 

PRAC Rapporteur: Eva Jirsová 

Scope: PASS protocol [107n]: Study BAN2401-G000-505; A prospective observational 
registry study to evaluate the use and safety of LEQEMBI in routine clinical practice (EEA) 

 
4 Submission of expedited summary safety reports for review in addition to the requirements for submission of PSUR(s) falling 
within the pandemic period and requirements set out in the list of Union reference dates (EURD list) provided for under Article 
107c(7) of Directive 2001/83/EC 
5 In accordance with Article 107n of Directive 2001/83/EC 
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Action: For adoption 

7.2.  Protocols of PASS non-imposed in the marketing authorisation(s)6 

7.2.1.  Abaloparatide - ELADYNOS (CAP) – EMA/PAM/0000281538 

Applicant(s): Theramex Ireland Limited 

PRAC Rapporteur: Karin Erneholm 

Scope: Protocol amendment for Study EUPAS1000000613 (MEA 001: European non-
interventional post-authorization safety study (PASS) to evaluate cardiovascular (CV) events 
in patients newly exposed to abaloparatide or teriparatide) 

Action: For adoption 

7.2.2.  Acoziborole - ACOZIBOROLE WINTHROP (ART 58) – EMA/PAM/0000361687 

Applicant(s): Sanofi Winthrop Industrie 

PRAC Rapporteur: Liana Martirosyan 

Scope: Protocol for the category 3 PASS non-interventional safety study (EPM21869) - 
Descriptive Analysis of the Safety and Use of Concomitant Medicines in the Real-World Using 
WHO Active Pharmacovigilance Data 

Action: For adoption 

7.2.3.  Inebilizumab - UPLIZNA (CAP) – EMA/PAM/0000362697 

Applicant(s): Amgen Europe B.V. 

PRAC Rapporteur: Amelia Cupelli 

Scope: Submission of protocol for a new PASS study entitled an Observational, Prospective, 
Mother-milk Study to Assess the Pharmacokinetics and Safety of Inebilizumab in the Breast 
Milk of Lactating Females 

Action: For adoption 

7.2.4.  Pertussis vaccine (recombinant, acellular, adsorbed), component - VACPERTAGEN 
(CAP) – EMA/PAM/0000361256 

Applicant(s): BioNet Europe 

PRAC Rapporteur: Amelia Cupelli 

Scope: Submission of the protocol of the post-authorisation safety study (PASS)  VacPer-
401. Vac-Per401 is a category 3, observational, non-interventional, population-based cohort 

 
6 In accordance with Article 107m of Directive 2001/83/EC, supervised by PRAC in accordance with Article 61a (6) of 
Regulation (EC) No 726/2004 
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PASS to evaluate safety during pregnancy which is conducted using routinely collected 
healthcare data across European settings. 

Action: For adoption 

7.2.5.  Vimseltinib - ROMVIMZA (CAP) – EMA/PAM/0000358125 

Applicant(s): Deciphera Pharmaceuticals (Netherlands) B.V. 

PRAC Rapporteur: Karin Erneholm 

Scope: PASS DCC-3014-04-002 

Study protocol: Long-term safety and tolerability of vimseltinib and further characterise the 
safety concerns of arterial hypertension, drug-induced livery injury (DILI), muscle 
injury/rhabdomyolysis, nephrotoxicity, cognitive disorders/CNS adverse events, and 
malignancies 

Action: For adoption 

7.2.6.  Vonicog alfa - VEYVONDI (CAP) – EMA/PAM/0000337712 

Applicant(s): BAXALTA INNOVATIONS GmbH 

PRAC Rapporteur: Karin Bolin 

Scope: Protocol for Study TAK-577-4009/EUHASS registry - post-authorisation safety study: 
safety surveillance of Veyvondi using secondary data from the EUHASS registry. 

Action: For adoption 

7.3.  Results of PASS imposed in the marketing authorisation(s)7 

None 

7.4.  Results of PASS imposed and non-imposed in the marketing 
authorisation(s)8 

7.4.1.  Adalimumab - IDACIO (CAP) – EMA/VR/0000358429 

Applicant(s): Fresenius Kabi Deutschland GmbH 

PRAC Rapporteur: Karin Bolin 

Scope: Submission of the final report for the observational safety registry RABBIT, listed as a 
category 3 study in the RMP. This is a prospective observational cohort study using existing 
data within the German register “Rheumatoide Arthritis: Beobachtung der Biologika-
Therapie” (RABBIT). The RMP version 8.1 has been submitted. 

Action: For adoption 

 
7 In accordance with Article 107p-q of Directive 2001/83/EC 
8 In accordance with Article 61a (6) of Regulation (EC) No 726/2004, in line with the revised variations regulation for any 
submission as of 4 August 2013 
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7.4.2.  Emicizumab - HEMLIBRA (CAP) – EMA/VR/0000362257 

Applicant(s): Roche Registration GmbH 

PRAC Rapporteur: Amelia Cupelli 

Scope: A grouped application consisting of: 

C. 12: Submission of the final report from study GO40162 (EUHASS) listed as a category 3 
study in the RMP. This is a cohort surveillance study, based on data provided in the EUHASS 
emicizumab-specific annual reports, that assessed the incidence of thromboembolism, TMA, 
and anaphylaxis under real-world conditions in patients exposed to emicizumab. The RMP 
version 7.0 has also been submitted. 

C.9.z for RMP: Submission of an updated RMP version 7.0 in order to remove 2 Guided 
Questionnaires for two important identified risks associated with the concomitant use of 
emicizumab and activated prothrombin complex concentrate (aPCC): thromboembolic events 
and thrombotic microangiopathy. 

Action: For adoption 

7.4.3.  Imiglucerase - CEREZYME (CAP) – EMA/VR/0000362491 

Applicant(s): Sanofi B.V. 

PRAC Rapporteur: Liana Martirosyan 

Scope: Update of section 4.6 of the SmPC in order to update information on pregnancy and 
include the amended 10th Gaucher Pregnancy and Lactation Sub-Registry Report, following 
the post-authorization measure (PAM) procedure (EMEA/H/C/000157/MEA/040.12). 

Action: For adoption 

7.4.4.  Infliximab - FLIXABI (CAP) – EMA/VR/0000358948 

Applicant(s): Samsung Bioepis NL B.V. 

PRAC Rapporteur: Karin Bolin 

Scope: A grouped application to submit the final reports from the non-interventional post-
authorisation safety studies ARTIS (Anti-Rheumatic Therapies In Sweden) and RABBIT-RA 
(German Biologics Register - Rheumatoid Arthritis), listed as category 3 studies in the RMP, 
as well as to request for waiver of the final study report submission requirement for study 
BSRBR-RA (The British Society for Rheumatology Biologics Register - Rheumatoid Arthritis), 
listed as a category 3 study in the RMP. The RMP version 15.0 has also been submitted. 

Action: For adoption 

7.4.5.  Nirmatrelvir / Ritonavir - PAXLOVID (CAP) – EMA/VR/0000339731 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Dennis Lex 
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Scope: Submission of the final report from study C4671037, listed as a category 3 study in 
the RMP. This is a non-interventional post-authorisation safety study to assess the safety of 
Paxlovid in pregnant women. 

Action: For adoption 

7.4.6.  Nirmatrelvir / Ritonavir - PAXLOVID (CAP) – EMA/VR/0000360141 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Dennis Lex 

Scope: Submission of the final report from non-interventional post-authorisation safety study 
C4671047 listed as a category 3 study in the RMP. This is a safety of Paxlovid amongst 
patients with moderate or severe hepatic or renal impairment. 

Action: For adoption 

7.4.7.  Pertussis vaccine (recombinant, acellular, adsorbed), component - VACPERTAGEN 
(CAP) – EMA/VR/0000358240 

Applicant(s): BioNet Europe 

PRAC Rapporteur: Amelia Cupelli 

Scope: Submission of the final reports from the prospective observational safety studies 
PERTg001 and BOOSTg001. PERTg001 is an enhanced safety post-licensure surveillance 
study of BioNet’s recombinant acellular pertussis vaccine (aP), VacPertagen in Thailand, while 
BOOSTg001 is an enhanced safety post-licensure surveillance study of BioNet’s combined 
tetanus, diphtheria (reduced dose) and recombinant acellular pertussis vaccine (TdaP), 
Boostagen in Thailand. 

Action: For adoption 

7.4.8.  Tofacitinib - XELJANZ (CAP) – EMA/VR/0000359287 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Liana Martirosyan 

Scope: Submission of the final report from PASS study A3921347 listed as a category 3 study 
in the RMP. This is a non-interventional, Active Surveillance, Post-Authorization Study to 
Assess Tofacitinib Utilization Patterns and to Characterize the Safety of Tofacitinib Use in 
Patients With Moderately to Severely Active Ulcerative Colitis in the Real-World Setting Using 
Data from a US Administrative Healthcare Claims Database. 

Action: For adoption 

7.4.9.  Venetoclax - VENCLYXTO (CAP) – EMA/VR/0000358687 

Applicant(s): Abbvie Deutschland GmbH & Co. KG 

PRAC Rapporteur: Eva Jirsová 
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Scope: Submission of the final report from PASS study P16-562 listed as a category 3 study 
in the RMP. P16-562 is a Prospective observational study to assess the long-term safety 
profile of venetoclax in a Swedish cohort of Chronic Lymphocytic Leukemia (CLL) Patients. 

Action: For adoption 

7.5.  Interim results and other post-authorisation measures for imposed 
and non-imposed studies 

7.5.1.  Brexucabtagene autoleucel - TECARTUS (CAP) – EMA/PAM/0000359250, Orphan 

Applicant(s): Kite Pharma EU B.V., ATMP 

PRAC Rapporteur: Bianca Mulder 

Scope: Interim study results. Study KTE-EU-472-6036 

Long-term, non-interventional study of recipients of Tecartus (brexucabtagene autoleucel) 
for treatment of adult patients with relapsed or refractory Mantle Cell Lymphoma (MCL). 

In order to further characterise the long term efficacy and safety of Tecartus in adult patients 
with relapsed or refractory Mantle cell Lymphoma (MCL) the MAH shall conduct and submit 
the results of a prospective study based on data from a registry, according to an agreed 
protocol. (ANX/01010) 

Action: For adoption 

7.5.2.  Drospirenone / Estetrol - DROVELIS (CAP) – EMA/PAM/0000362031 

Applicant(s): Gedeon Richter Plc. 

PRAC Rapporteur: Dennis Lex 

Scope: Submission of 3rd interim study report of PASS study titled "International Active 
Surveillance Study: Native Estrogen Estetrol (E4) Safety Study (INAS-NEES)" 

Action: For adoption 

7.5.3.  Drospirenone / Estetrol - LYDISILKA (CAP) – EMA/PAM/0000362032 

Applicant(s): Estetra 

PRAC Rapporteur: Dennis Lex 

Scope: Submission of 3rd interim study report of PASS study titled "International Active 
Surveillance Study: Native Estrogen Estetrol (E4) Safety Study (INAS-NEES)" 

Action: For adoption 

7.5.4.  Eptinezumab - VYEPTI (CAP) – EMA/PAM/0000359112 

Applicant(s): H. Lundbeck A/S 

PRAC Rapporteur: Liana Martirosyan 
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Scope: Submission of a progress report for the PASS protocol 19756N 

Action: For adoption 

7.5.5.  Inebilizumab - UPLIZNA (CAP) – EMA/PAM/0000362955 

Applicant(s): Amgen Europe B.V. 

PRAC Rapporteur: Amelia Cupelli 

Scope: Fifth interim report of cat.3 PASS: An Observational Pregnancy Safety Study in 
Women with Neuromyelitis Optica Spectrum Disorder (NMOSD) and/or Generalized 
Myasthenia 

Gravis (gMG) Exposed to UPLIZNA® (inebilizumabcdon) During Pregnancy 

Action: For adoption 

7.5.6.  Ixekizumab - TALTZ (CAP) – EMA/PAM/0000358629 

Applicant(s): Eli Lilly and Co (Ireland) Limited 

PRAC Rapporteur: Dirk Mentzer 

Scope: Feasibility assessment to evaluate the viability of conducting an additional 
pharmacovigilance study (PASS) addressing long-term safety in the paediatric JIA population 
within nine months of the first JIA launch in the EU.  

This feasibility assessment was recommended by the PRAC Rapporteur as part of 
EMEA/H/C/003943/II/0053. 

Action: For adoption 

7.5.7.  Mavacamten - CAMZYOS (CAP) – EMA/PAM/0000357681 

Applicant(s): Bristol-Myers Squibb Pharma EEIG 

PRAC Rapporteur: Kimmo Jaakkola 

Scope: Annual Study Progress Report for Cat 3 PASS Study CV027012 (DISCOVER-HCM): 
Deliver Insights on Safety in Hypertrophic Cardiomyopathy and Observe Endpoints in Real-
world. This is an observational, multicenter registry of prospectively enrolled adult patients 
with symptomatic (NYHA functional class II-IV) oHCM in the US and Puerto Rico and LVEF ≥ 
55% at enrollment. The registry aims to recruit an estimated 65 sites in the US and Puerto 
Rico to enroll at least 550 patients with oHCM including at least 350 patients initiating 
treatment with mavacamten at enrollment, once it is available. Enrollment is estimated to 
require two years. 

Action: For adoption 

7.5.8.  Odevixibat - BYLVAY (CAP) – EMA/PAM/0000362699 

Applicant(s): Ipsen Pharma 

PRAC Rapporteur: Adam Przybylkowski 
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Scope: Study Number: A4250-019: Prospective Registry-Based Study of the Long-Term 
Safety of Odevixibat in Subjects with Progressive Familial Intrahepatic Cholestasis (PFIC) - 
third interim report 

Action: For adoption 

7.5.9.  Ofatumumab - KESIMPTA (CAP) – EMA/PAM/0000321410 

Applicant(s): Novartis Europharm Limited 

PRAC Rapporteur: Amelia Cupelli 

Scope: Fourth interim study report for PASS Study COMB157G2407: Evaluation of pregnancy 
and infant outcomes in Kesimpta patients using Pregnancy outcomes Intensive Monitoring 
(PRIM) data – The Kesimpta-PRIM study. 

Action: For adoption 

7.5.10.  Omaveloxolone - SKYCLARYS (CAP) – EMA/PAM/0000340079 

Applicant(s): Biogen Netherlands B.V. 

PRAC Rapporteur: Amelia Cupelli 

Scope: Post-approval measure (PAM) MEA/02000/1 to submit first annual progress report for 
RMP category 3 Study 296FA401 (408-C-2301): An observational, multinational, post-
marketing registry of omaveloxolone-treated patients with Friedreich’s ataxia. In addition the 
MAH has submitted amendments of the study protocol (version 7.0) to enhance enrollment of 
non-naive patients and update milestones. 

Action: For adoption 

7.5.11.  Pitolisant - OZAWADE (CAP) – EMA/PAM/0000361577 

Applicant(s): Bioprojet Pharma 

PRAC Rapporteur: Terhi Lehtinen 

Scope: First annual progress report for a multi-center, observational prospective post-
authorization safety study to compare the cardiovascular risks and long-term safety of 
OZAWADE® in patients with obstructive sleep apnoea treated or not by primary therapy and 
exposed or not to OZAWADE when used in routine medical practice. 

Action: For adoption 

7.5.12.  Ponesimod - PONVORY (CAP) – EMA/PAM/0000362698 

Applicant(s): Laboratoires Juvise Pharmaceuticals 

PRAC Rapporteur: Karin Erneholm 

Scope: Second Annual Interim Report for Non-interventional PASS PCSNSP004001 (Category 
3) - Ponesimod Pregnancy Outcomes Program Utilising Enhanced Pharmacovigilance 
Monitoring (POEM) 
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Action: For adoption 

7.5.13.  Velaglucerase alfa - VPRIV (CAP) – EMA/PAM/0000339048 

Applicant(s): Takeda Pharmaceuticals International AG Ireland Branch 

PRAC Rapporteur: Dennis Lex 

Scope: Submission of Feasibility Assessment Report for study TAK-669-4018, a Survey 
among Patients, Caregivers and Home Infusion Nurses based in the European Union to 
Assess their Awareness and Understanding of the Risk Minimization Measures in the 
Educational Materials Supporting VPRIV Infusion at Home 

Action: For adoption 

8.  Renewals of the marketing authorisation, conditional renewal 
and annual reassessments  

8.1.  Annual reassessments of the marketing authorisation 

8.1.1.  Dinutuximab beta - QARZIBA (CAP) – EMA/S/0000359158 , Orphan 

Applicant(s): Recordati Netherlands B.V. 

PRAC Rapporteur: Dirk Mentzer 

Scope: Annual reassessment of the marketing authorisation 

Action: For adoption 

8.2.  Conditional renewals of the marketing authorisation 

8.2.1.  Belzutifan - WELIREG (CAP) – EMA/R/0000365629 

Applicant(s): Merck Sharp & Dohme B.V. 

PRAC Rapporteur: Dennis Lex 

Scope: Conditional renewal of the marketing authorisation 

Action: For adoption 

8.2.2.  Etranacogene dezaparvovec - HEMGENIX (CAP) – EMA/R/0000365084 

Applicant(s): CSL Behring GmbH, ATMP 

PRAC Rapporteur: Bianca Mulder 

Scope: Conditional renewal of the marketing authorisation 

Action: For adoption 
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8.2.3.  Nogapendekin alfa inbakicept - ANKTIVA (CAP) – EMA/R/0000365626 

Applicant(s): Immunitybio Ireland Limited 

PRAC Rapporteur: Jean-Michel Dogné 

Scope: Conditional renewal of the marketing authorisation 

Action: For adoption 

8.2.4.  Seladelpar lysine dihydrate - LYVDELZI (CAP) – EMA/R/0000362960 

Applicant(s): Gilead Sciences Ireland Unlimited Company 

PRAC Rapporteur: Amelia Cupelli 

Scope: Conditional renewal of the marketing authorisation 

Action: For adoption 

8.3.  Renewals of the marketing authorisation 

8.3.1.  Bosutinib - BOSULIF (CAP) – EMA/R/0000358467 

Applicant(s): Pfizer Europe MA EEIG 

PRAC Rapporteur: Dennis Lex 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

8.3.2.  Glucarpidase - VORAXAZE (CAP) – EMA/R/0000360409 

Applicant(s): Serb 

PRAC Rapporteur: Dennis Lex 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

8.3.3.  Inebilizumab - UPLIZNA (CAP) – EMA/R/0000359152 

Applicant(s): Amgen Europe B.V. 

PRAC Rapporteur: Amelia Cupelli 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

8.3.4.  Risperidone - OKEDI (CAP) – EMA/R/0000343015 

Applicant(s): Laboratorios Farmaceuticos Rovi S.A. 
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PRAC Rapporteur: Dennis Lex 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

8.3.5.  Teriparatide - SONDELBAY (CAP) – EMA/R/0000356081 

Applicant(s): Accord Healthcare S.L.U. 

PRAC Rapporteur: Tiphaine Vaillant 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

8.3.6.  Vildagliptin / Metformin hydrochloride - VILDAGLIPTIN/METFORMIN 
HYDROCHLORIDE ACCORD (CAP) – EMA/R/0000357008 

Applicant(s): Accord Healthcare S.L.U. 

PRAC Rapporteur: Karin Bolin 

Scope: 5-year renewal of the marketing authorisation 

Action: For adoption 

9.  Product related pharmacovigilance inspections  

9.1.  List of planned pharmacovigilance inspections 

None 

9.2.  Ongoing or concluded pharmacovigilance inspections 

Disclosure of information on results of pharmacovigilance inspections could undermine the 
protection of the purpose of these inspections, investigations and audits. Therefore such 
information is not reported in the agenda. 

9.3.  Others 

None 

10.  Other safety issues for discussion requested by the Member 
States, CHMP or the EMA 

10.1.1.  Tirbanibulin - KLISYRI (CAP); NAP – EMA/VR/0000335382 

Applicant(s): Almirall S.A., various 
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PRAC Rapporteur: Jana Pecherova 

Scope: A grouped application consisting of:  

C.4 (Type II): Update of sections 2, 4.2, 4.4, 4.5, 4.8, 5.1, 5.2, 5.3, 6.5 and 8 of the SmPC 
to expand treatment field up to 100 cm2 based on results from clinical study M 14867-33 
(TirbAKare) and PK study M-14867-01. Study M 14867-33 is a phase 3, multicentre, 
randomised, double-blind, vehicle controlled, parallel-group study to evaluate the efficacy 
and safety of tirbanibulin 10 mg/g ointment applied to a treatment field larger than 25 cm2 
and up to 100 cm2 in adult participants with actinic keratosis. Study M-14867-01 is a phase 
1, open-label, non-randomized, uncontrolled, maximal usage trial (must) to evaluate the 
systemic exposure and safety of one treatment cycle of tirbanibulin ointment 1% when 
applied to 100 cm2 of the face or balding scalp in patients with actinic keratosis lesions. The 
Package Leaflet is updated accordingly. 

Action: For adoption 

10.1.2.  Tirzepatide - MOUNJARO (CAP) – EMA/VR/0000340438 

Applicant(s): Eli Lilly Nederland B.V. 

PRAC Rapporteur: Bianca Mulder 

Scope: C.3.c. Update of sections 4.5, and 4.6 of the SmPC pertaining to the interaction of 
obesity and overweight and of the gastric emptying delay due to tirzepatide on oral 
contraceptive exposure following PRAC request in PSUSA/00011019/202505; the Package 
Leaflet is updated accordingly. 

Action: For adoption 

11.  Scientific advice procedures 

Information related to this section cannot be released at the present time as it is deemed to 
contain commercially confidential information. 

12.  Organisational, regulatory and methodological matters 

12.1.  Mandate and organisation of the PRAC 

12.1.1.  PRAC membership  

Action: For information 

12.1.2.  Nominated proxy  

Action: For information 
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12.2.  Coordination with EMA Scientific Committees or CMDh-v 

None 

12.3.  Coordination with EMA Working Parties/Working Groups/Drafting 
Groups 

12.3.1.  Revision of the mandate, objectives and rules of procedure for Scientific Advisory 
Groups (SAGs) and Ad-Hoc Expert Groups (AHEGs) 

Action: For discussion 

12.4.  Cooperation within the EU regulatory network 

None 

12.5.  Cooperation with International Regulators 

12.5.1.  International Conference on Harmonisation (ICH) E24 - Call for volunteers to join a 
temporary drafting group 

PRAC lead: Carla Torre 

Action: For information 

12.6.  Contacts of the PRAC with external parties and interaction with the 
Interested Parties to the Committee 

None 

12.7.  PRAC work plan 

None 

12.8.  Planning and reporting 

12.8.1.  Marketing authorisation applications (MAA) forecast for 2026 – planning update 
dated Q3 2026 

Action: For discussion 

12.9.  Pharmacovigilance audits and inspections 

12.9.1.  Pharmacovigilance systems and their quality systems  

None 



 

  
Pharmacovigilance Risk Assessment Committee (PRAC)  
EMA/PRAC/204838/2026 Page 57/60 

12.9.2.  Pharmacovigilance inspections  

None 

12.9.3.  Pharmacovigilance audits  

None 

12.10.  Periodic safety update reports (PSURs) & Union reference date 
(EURD) list 

12.10.1.  Periodic safety update reports  

None 

12.10.2.  Granularity and Periodicity Advisory Group (GPAG)  

PRAC lead: Petar Mas 

Action: For discussion 

12.10.3.  PSURs repository  

None 

12.10.4.  Union reference date list – consultation on the draft list  

 Action: For adoption 

12.11.  Signal management 

None 

12.12.  Adverse drug reactions reporting and additional reporting 

12.12.1.  Management and reporting of adverse reactions to medicinal products  

None 

12.12.2.  Additional monitoring  

None 

12.12.3.  List of products under additional monitoring – consultation on the draft list  

Action: For adoption 
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12.13.  EudraVigilance database 

12.13.1.  Activities related to the confirmation of full functionality  

None 

12.14.  Risk management plans and effectiveness of risk minimisations 

12.14.1.  Risk management systems  

None 

12.14.2.  Tools, educational materials and effectiveness measurement of risk minimisations  

None 

12.15.  Post-authorisation safety studies (PASS) 

12.15.1.  Post-authorisation Safety Studies – imposed PASS  

None 

12.15.2.  Post-authorisation Safety Studies – non-imposed PASS  

None 

12.16.  Community procedures 

12.16.1.  Referral procedures for safety reasons  

None 

12.17.  Renewals, conditional renewals, annual reassessments 

None 

12.18.  Risk communication and transparency 

12.18.1.  Public participation in pharmacovigilance  

None 
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12.18.2.  Safety communication  

None 

12.19.  Continuous pharmacovigilance 

12.19.1.  Incident management  

None 

12.20.  Impact of pharmacovigilance activities 

12.20.1.  Impact study on the dissemination of additional risk minimisation measures (RMMs) 
for patients and healthcare professionals in EU Member States - regulatory follow-
up 

PRAC lead: Liana Martirosyan 

Action: For discussion 

12.21.  Others 

12.21.1.  EMA access to documents (ATD) process - principles and practice 

Action: For information 

12.21.2.  New pharmaceutical legislation (NPL) - Centralised procedure and committee reform 
workstream – update 

PRAC lead: Ulla Wändel Liminga 

Action: For discussion 

13.  Any other business 

None 

14.  Explanatory notes 

The Notes give a brief explanation of relevant agenda items and should be read in conjunction with the 
agenda. 
List of acronyms and abbreviations 

For a list of acronyms and abbreviations used in the PRAC agenda, see: 

List of abbreviations used in EMA human medicines scientific committees and CMDh documents, and in 
relation to EMA’s regulatory activities 

 

https://www.ema.europa.eu/en/documents/other/abbreviations-used-ema-scientific-committees-and-cmd-documents-and-relation-emas-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/documents/other/abbreviations-used-ema-scientific-committees-and-cmd-documents-and-relation-emas-regulatory-activities_en.pdf
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EU Referral procedures for safety reasons: Urgent EU procedures and Other EU referral 
procedures 
(Items 2 and 3 of the PRAC agenda) 
A referral is a procedure used to resolve issues such as concerns over the safety or benefit-risk balance of a 
medicine or a class of medicines. In a referral, the EMA is requested to conduct a scientific assessment of a 
particular medicine or class of medicines on behalf of the European Union (EU). For further detailed 
information on safety related referrals please see: Referral procedures: human medicines | European 
Medicines Agency (europa.eu) 
 
Signals assessment and prioritisation 
(Item 4 of the PRAC agenda) 

A safety signal is information on a new or incompletely documented adverse event that is potentially caused 
by a medicine and that warrants further investigation. Signals are generated from several sources such as 
spontaneous reports, clinical studies and the scientific literature. The evaluation of safety signals is a routine 
part of pharmacovigilance and is essential to ensuring that regulatory authorities have a comprehensive 
knowledge of a medicine’s benefits and risks.  
The presence of a safety signal does not mean that a medicine has caused the reported adverse event. The 
adverse event could be a symptom of another illness or caused by another medicine taken by the patient. 
The evaluation of safety signals is required to establish whether or not there is a causal relationship between 
the medicine and the reported adverse event.   
The evaluation of safety signals may not necessarily conclude that the medicine caused the adverse event in 
question. In cases where a causal relationship is confirmed or considered likely, regulatory action may be 
necessary and this usually takes the form of an update of the summary of product characteristics and the 
package leaflet.  
 
Risk Management Plans (RMPs) 
(Item 5 of the PRAC agenda) 

The RMP describes what is known and not known about the side effects of a medicine and states how these 
risks will be prevented or minimised in patients.  It also includes plans for studies and other activities to gain 
more knowledge about the safety of the medicine and risk factors for developing side effects. 
RMPs are continually modified and updated throughout the lifetime of the medicine as new information 
becomes available. 
 
Assessment of Periodic Safety Update Reports (PSURs) 
(Item 6 of the PRAC agenda) 

A PSUR is a report providing an evaluation of the benefit-risk balance of a medicine, which is submitted by 
marketing authorisation holders at defined time points following a medicine’s authorisation.  
PSURs summarises data on the benefits and risks of a medicine and includes the results of all studies carried 
out with this medicine (in the authorised and unauthorised indications). 
 
Post-authorisation Safety Studies (PASS) 
(Item 7 of the PRAC agenda) 

A PASS is a study of an authorised medicinal product carried out to obtain further information on its safety, 
or to measure the effectiveness of risk management measures. The results of a PASS help regulatory 
agencies to evaluate the safety and benefit-risk profile of a medicine. 
 
Product related pharmacovigilance inspections 
(Item 9 of the PRAC agenda) 

Inspections carried out by regulatory agencies to ensure that marketing authorisation holders comply with 
their pharmacovigilance obligations. 
More detailed information on the above terms can be found on the EMA website: www.ema.europa.eu/ 
 
Article 58 procedures (Art 58)  

Article 58 of Regulation (EC) No 726/2004 allows the Committee for Medicinal Products for Human Use 
(CHMP) to give opinions, in co-operation with the World Health Organisation (WHO) on medicinal products 
for human use that are intended exclusively for markets outside of the European Union (EU) 

https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/referral-procedures-human-medicines
https://www.ema.europa.eu/en/human-regulatory-overview/post-authorisation/pharmacovigilance-post-authorisation/referral-procedures-human-medicines
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