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23 October 2014 
EMA/CHMP/654571/2014 
Committee for Medicinal Products for Human Use (CHMP) 

Summary of opinion1 (initial authorisation) 

Duavive 
Conjugated Oestrogens / Bazedoxifene 

On 23 October 2014, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive 
opinion, recommending the granting of a marketing authorisation for the medicinal product Duavive, 
0.45 mg/20 mg modified-release tablets intended for the treatment of oestrogen deficiency symptoms 
in postmenopausal women with a uterus (with at least 12 months since the last menses) for whom 
treatment with progestin-containing therapy is not appropriate. The experience treating women older 
than 65 years is limited.  

The applicant for this medicinal product is Pfizer Limited. They may request a re-examination of any 
CHMP opinion, provided they notify the European Medicines Agency in writing of their intention within 
15 days of receipt of the opinion. 

The active substances of Duavive are conjugated oestrogens and bazedoxifene.  

The benefits with Duavive are following: 

Conjugated estrogens substitute for the loss of oestrogen production in menopausal women, and 
alleviate menopausal symptoms. As oestrogens promote the growth of the endometrium, unopposed 
oestrogens increase the risk of endometrial hyperplasia and cancer. The addition of bazedoxifene, 
acting as an oestrogen receptor antagonist in the uterus, reduces the oestrogen-induced risk of 
endometrial hyperplasia. 

The most common side effect is abdominal pain, occurring in more than 10% of patients in clinical 
trials.  

A pharmacovigilance plan for Duavive will be implemented as part of the marketing authorisation.  

The approved indication is: “the treatment of oestrogen deficiency symptoms in postmenopausal 
women with a uterus (with at least 12 months since the last menses) for whom treatment with 
progestin-containing therapy is not appropriate. The experience treating women older than 65 years is 
limited".  

                                                
1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 
67 days from adoption of the opinion. 
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Detailed recommendations for the use of this product will be described in the summary of product 
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and 
made available in all official European Union languages after the marketing authorisation has been 
granted by the European Commission. 

The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a 
favourable benefit-to-risk balance for Duavive and therefore recommends the granting of the 
marketing authorisation. 
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23 October 2014 
EMA/CHMP/632090/2014  
Committee for Medicinal Products for Human Use (CHMP) 

Summary of opinion1 (initial authorisation) 

Lynparza 
olaparib 

On 23 October 2014, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive 
opinion, recommending the granting of a marketing authorisation for the medicinal product Lynparza, 
50 mg hard capsules, intended for treatment of ovarian, fallopian tube and primary peritoneal cancers 
in women with BRCA mutations. Lynparza was designated an orphan medicinal product on 6 December 
2007. The applicant for this medicinal product is AstraZeneca AB. They may request a re-examination 
of the CHMP opinion, provided they notify the European Medicines Agency of their intention within 15 
days of receipt of the opinion. 

The active substance of Lynparza is olaparib, an inhibitor of human poly (ADP ribose) polymerase 
enzymes (PARP-1, PARP-2, and PARP-3) required for the efficient repair of DNA single strand breaks. 
In normal cells, DNA single strand breaks can also be repaired by a process known as homologous 
recombination repair (HRR), which requires functional BRCA1 and BRCA2 genes. However, in cancer 
cells without functional BRCA1 or BRCA2, single strand breaks cannot be repaired via HRR, making the 
cancer cells vulnerable to the inhibition of PARP by olaparib. 

The main benefit of treatment with Lynparza is the improvement in progression-free survival among 
patients with platinum-sensitive, relapsed, high-grade serous epithelial ovarian, fallopian tube and 
primary peritoneal cancers with BRCA mutations. The most common side effects are nausea, vomiting, 
diarrhoea, dyspepsia, fatigue, headache, dysgeusia, decreased appetite, dizziness, anaemia, 
neutropenia, lymphopenia, corpuscular volume elevation, and increase in creatinine.  

A pharmacovigilance plan for Lynparza will be implemented as part of the marketing authorisation.  

The approved indication is: "monotherapy for the maintenance treatment of adult patients with 
platinum-sensitive relapsed BRCA-mutated (germline and/or somatic) high grade serous epithelial 
ovarian, fallopian tube, or primary peritoneal cancer who are in response (complete response or partial 
response) to platinum-based chemotherapy".  

                                               
1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 
67 days from adoption of the opinion. 
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It is proposed that Lynparza be prescribed by physicians experienced in the use of anticancer medicinal 
products. 

Detailed recommendations for the use of this product will be described in the summary of product 
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and 
made available in all official European Union languages after the marketing authorisation has been 
granted by the European Commission. 

The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a 
favourable benefit-to-risk balance for Lynparza and therefore recommends the granting of the 
marketing authorisation.  
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23 October 2014 
EMA/CHMP/601448/2014 
Committee for Medicinal Products for Human Use (CHMP) 

Summary of opinion1 (initial authorisation) 

Scenesse 
afamelanotide 

On 23 October 2014, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive 
opinion, recommending the granting of a marketing authorisation for the medicinal product Scenesse, 
16 mg, implant, intended for the prevention of phototoxicity in adult patients with erythropoietic 
protoporphyria (EPP). Scenesse was designated as an orphan medicinal product on 8 May 2008. The 
applicant for this medicinal product is Clinuvel UK Limited. They may request a re-examination of any 
CHMP opinion, provided they notify the European Medicines Agency in writing of their intention within 
15 days of receipt of the opinion. 

The active substance of Scenesse is afamelanotide, a synthetic analogue of the physiologically 
occurring α-melanocyte stimulating hormone that acts as a melanocortin-1 receptor agonist thereby 
stimulating melanogenesis and emollients and protectives (D02BB02). The increased melanogenesis 
results in increased pigmentation of the skin. 

The benefits with Scenesse are a decrease in light sensitivity, which translates into a limited increase 
in time EPP patients may spend in daylight or sunlight. Patients report an improved quality of life with 
increased time spent outside (commuting, work, leisure/sport, social). The most common side effects 
are headache, nausea, nasopharyngitis, migraine, abdominal pain, fatigue, lethargy and somnolence. 

A pharmacovigilance plan for Scenesse will be implemented as part of the marketing authorisation.  

The approved indication is: “indicated for the prevention of phototoxicity in adult patients with 
erythropoietic protoporphyria (EPP)". It is proposed that Scenesse be prescribed by physicians 
experienced in the treatment of erythropoietic protoporphyria. 

Detailed recommendations for the use of this product will be described in the summary of product 
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and 
made available in all official European Union languages after the marketing authorisation has been 
granted by the European Commission. 

                                                
1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 
67 days from adoption of the opinion. 



 
 
Scenesse   
EMA/CHMP/601448/2014  Page 2/2 
 

The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a 
favourable benefit-to-risk balance for Scenesse and therefore recommends the granting of the 
marketing authorisation under exceptional circumstances2.  

                                                
2 In exceptional circumstances, an authorisation may be granted subject to certain specific obligations, to be reviewed 
annually. This happens when the applicant can show that they are unable to provide comprehensive data on the efficacy 
and safety of the medicinal product, due to the rarity of the condition it is intended for, limited scientific knowledge in the 
area concerned, or ethical considerations involved in the collection of such data. 
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23 October 2014 
EMA/647461/2014 
Committee for Medicinal Products for Human Use (CHMP) 

Summary of opinion1 (post authorisation) 

Xtandi 
enzalutamide 

On 23 October 2014, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive 
opinion recommending a variation to the terms of the marketing authorisation for the medicinal 
product Xtandi. The marketing authorisation holder for this medicinal product is Astellas Pharma 
Europe B.V. They may request a re examination of the CHMP opinion, provided that they notify the 
European Medicines Agency in writing of their intention within 15 days of receipt of the opinion. 

The CHMP adopted a new indication as follows: 
"Xtandi is indicated for the treatment of adult men with metastatic castration-resistant prostate cancer 
who are asymptomatic or mildly symptomatic after failure of androgen deprivation therapy in whom 
chemotherapy is not yet clinically indicated (see section 5.1)". 

Detailed conditions for the use of this product will be described in the updated summary of product 
characteristics (SmPC), which will be published in the revised European public assessment report 
(EPAR), and will be available in all official European Union languages after the variation to the 
marketing authorisation has been granted by the European Commission. 

For information, the full indications for Xtandi will be as follows2: 

Xtandi is indicated for: 

• the treatment of adult men with metastatic castration-resistant prostate cancer who 
are asymptomatic or mildly symptomatic after failure of androgen deprivation therapy in 
whom chemotherapy is not yet clinically indicated (see section 5.1) 

• the treatment of adult men with metastatic castration resistant prostate cancer whose disease 
has progressed on or after docetaxel therapy. 

                                                
1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 
within 44 days (Type II variations) and 67 days (Annex II applications) from adoption of the opinion. 
2 The text in bold represents the new or the amended indication. 
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23 October 2014 
EMA/CHMP/631607/2014 
Committee for Medicinal Products for Human Use (CHMP) 

Summary of opinion1 (initial authorisation) 

Rixubis 
nonacog gamma 

On 23 October 2014, the Committee for Medicinal Products for Human Use (CHMP) adopted a positive 
opinion, recommending the granting of a marketing authorisation for the medicinal product Rixubis, 
250 IU, 500 IU, 1000 IU, 2000 IU, 3000 IU, powder and solvent for solution for injection intended for 
treatment and prophylaxis of bleeding in patients with haemophilia B (congenital factor IX deficiency).  
The applicant for this medicinal product is Baxter Innovations GmbH. They may request a re-
examination of any CHMP opinion, provided they notify the European Medicines Agency in writing of 
their intention within 15 days of receipt of the opinion. 

The active substance of Rixubis is nonacog gamma, an antihaemorrhagic, blood coagulation factor IX 
(ATC code: B02BD04) which when activated, in combination with activated factor VIII, activates factor 
X to convert prothrombin into thrombin; thrombin then converts fibrinogen into fibrin and a clot is 
formed.  
The benefits with Rixubis are its ability to achieve haemostatic efficacy for the prevention and 
treatment of bleeds in patients with Haemophilia B as well as efficacy during surgery. The most 
common side effects are dysgeusia, pain in extremity, anti Furin antibodies and postoperative 
anaemia.  

A pharmacovigilance plan for Rixubis will be implemented as part of the marketing authorisation.   

The approved indication is: "Treatment and prophylaxis of bleeding in patients with haemophilia B 
(congenital factor IX deficiency). RIXUBIS is indicated in patients of all age groups”. 

It is proposed that Rixubis be prescribed by physicians experienced in the treatment of haemophilia.   

Detailed recommendations for the use of this product will be described in the summary of product 
characteristics (SmPC), which will be published in the European public assessment report (EPAR) and 
made available in all official European Union languages after the marketing authorisation has been 
granted by the European Commission. 

                                                
1 Summaries of positive opinion are published without prejudice to the Commission decision, which will normally be issued 
67 days from adoption of the opinion. 



 
Rixubis  
EMA/CHMP/631607/2014  Page 2/2 
 

The CHMP, on the basis of quality, safety and efficacy data submitted, considers there to be a 
favourable benefit-to-risk balance for Rixubis and therefore recommends the granting of the marketing 
authorisation.  
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