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Application 

number 

Scope Opinion/ 

Notification1 

issued on 

Commission 

Decision 

Issued2 / 

amended on 

Product Information 

affected3  

Summary 

Renewal - 5 year / 

EMA/R/0000326788 

Outcome:   

 

  

21/05/2026  23/07/2026 

 

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

CHMP considered that the benefit-risk balance of Trodelvy in the 

approved indication remains favourable and therefore 
 

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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recommended the renewal of the marketing authorisation with 

unlimited validity. 

Variation type II / 

EMA/VR/0000312649 

Outcome:   

C.I.6 Change(s) to 

therapeutic indication(s) - 

C.I.6.a Addition of a new 

therapeutic indication or 

modification of an 

approved one - Accepted 

 

Extension of indication for 

Trodelvy as monotherapy 

for the treatment of adult 

patients with unresectable 

locally advanced or 

metastatic triple-negative 

breast cancer (TNBC) who 

have not received prior 

systemic therapy for 

metastatic disease and 

who are not candidates 

for PD-1 or PD-L1 

inhibitor therapy, based 

on the results from study 

GS-US-592-6238 

(ASCENT-03), which is a 

phase 3 study of 

sacituzumab govitecan 

(IMMU-132) versus 

treatment of physician's 

choice (TPC) in patients 

21/05/2026  22/06/2026 

 

SmPC and PL Please refer to Scientific Discussion ‘Trodelvy 

EMA/VR/0000312649’. 
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with previously untreated, 

locally advanced, 

inoperable or metastatic 

triple-negative breast 

cancer whose tumours do 

not express PD-L1 or in 

patients previously 

treated with anti-PD-(L)1 

agents in the early setting 

whose tumours do 

express PD-L1. As a 

consequence, sections 

4.1, 4.2, 4.4, 4.5, 4.8, 5.1 

and 5.2 of the SmPC are 

updated. The Package 

Leaflet is updated in 

accordance. Version 5.0 of 

the RMP has also been 

agreed. In addition, the 

MAH took the opportunity 

to bring the PI in line with 

the QRD template version 

10.4 and to implement 

corrections to the BG, CZ, 

DE, DK, EE, ES, FI, FR, 

HR, HU, IT, IS, LT, LV, 

MT, NL, NO, PL, PT, SE, 

SK, SV translations. 

  

Variation type II / 

EMA/VR/0000332218 

Outcome:   

Q.I.a.2 Change in the 

manufacturing process of 

30/04/2026   
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the active substance, 

intermediate of an active 

substance or starting 

materials for biological 

active substance - 

Q.I.a.2.b) Major change 

to the manufacturing 

process which may have a 

significant impact on the 

quality, safety or efficacy 

of the finished product - 

Accepted 

 

  

Variation type II / 

EMA/VR/0000314659 

Outcome:   

A. ADMINISTRATIVE 

CHANGES - A.7 Deletion 

of manufacturing sites for 

an active substance, 

intermediate or finished 

product, packaging site, 

manufacturer responsible 

for batch release, site 

where batch control takes 

place, or supplier of a 

starting material, reagent 

or excipient (when 

mentioned in the 

dossier)* - Accepted 

A. ADMINISTRATIVE 

CHANGES - A.4 Change in 

the name and/or address 

23/04/2026   
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of: a manufacturer 

(including where relevant 

quality control testing 

sites); or an ASMF holder; 

or a supplier of the active 

substance, starting 

material, reagent or 

intermediate used in the 

manufacture of the active 

substance (where 

specified in the technical 

dossier) where no Ph. Eur. 

Certificate of Suitability is 

part of the approved 

dossier; or a 

manufacturer of a novel 

excipient (where specified 

in the technical dossier) - 

Accepted 

B.I.b.2 Change in test 

procedure for active 

substance or starting 

material/reagent/interme

diate used in the 

manufacturing process of 

the active substance - 

B.I.b.2.a Minor changes to 

an approved test 

procedure - Accepted 

B.I.b.2 Change in test 

procedure for active 

substance or starting 
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material/reagent/interme

diate used in the 

manufacturing process of 

the active substance - 

B.I.b.2.a Minor changes to 

an approved test 

procedure - Accepted 

B.I.b.1 Change in the 

specification parameters 

and/or limits of an active 

substance, starting 

material / intermediate / 

reagent used in the 

manufacturing process of 

the active substance - 

B.I.b.1.b Tightening of 

specification limits - 

Accepted 

B.I.b.1 Change in the 

specification parameters 

and/or limits of an active 

substance, starting 

material / intermediate / 

reagent used in the 

manufacturing process of 

the active substance - 

B.I.b.1.c Addition of a 

new specification 

parameter to the 

specification with its 

corresponding test 

method - Accepted 
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B.I.a.1 Change in the 

manufacturer of a starting 

material/reagent/interme

diate used in the 

manufacturing process of 

the active substance or 

change in the 

manufacturer (including 

where relevant quality 

control testing sites) of 

the active substance, 

where no Ph. Eur. 

Certificate of Suitability is 

part of the approved 

dossier - B.I.a.1.g 

Introduction of a new 

manufacturer of the active 

substance that is not 

supported by an ASMF 

and requires significant 

update to the relevant 

active substance section 

of the dossier - Accepted 

 

  

Variation type II / 

EMA/VR/0000294563 

Outcome:   

This was an application for 

a group of variations. 

  

B.I.e) Design Space and 

post-approval change 

management protocols - 

22/01/2026   
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B.I.e.2 Introduction of a 

post approval change 

management protocol 

related to the active 

substance - Accepted 

B.II.g) Design Space and 

post approval change 

management protocol - 

B.II.g.2 Introduction of a 

post approval change 

management protocol 

related to the finished 

product - Accepted 

 

  

Variation type IB / 

EMA/VR/0000266245 

Outcome:   

B.I.b.2 Change in test 

procedure for active 

substance or starting 

material/reagent/interme

diate used in the 

manufacturing process of 

the active substance - 

B.I.b.2.z Other changes - 

Accepted 

B.II.c.4 Change in 

synthesis or recovery of a 

nonpharmacopoeial 

excipient (when described 

in the dossier) or a novel 

excipient - B.II.c.4.z 

Other changes - Accepted 

03/06/2025   
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B.II.c.1 Change in the 

specification parameters 

and/or limits of an 

excipient - B.II.c.1.z 

Other changes - Accepted 

B.II.c.2 Change in test 

procedure for an excipient 

- B.II.c.2.z Other 

variation - Accepted 

B.I.b.1 Change in the 

specification parameters 

and/or limits of an active 

substance, starting 

material / intermediate / 

reagent used in the 

manufacturing process of 

the active substance - 

B.I.b.1.z Other changes - 

Accepted 

 

  

PSUR / 

EMA/PSUR/00002882

32 

EURD: 

PSUSA/00010959/202504 

Active substance:  

sacituzumab govitecan 

Outcome: Maintenance  

 

  

 27/11/2025   

 

 Maintenance 

 


