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2 SYNOPSIS 

Name of Company: TABULAR FORMAT (For National Authority 
Istituto Luso Fannaco D'Italia S.p.A. Use only) 
Name of Finished Product: REFERRING TO PART OF THE 
N.A. DOSSIER 
Name of active substance(s): Volume: 

Frovatriptan 2.5 mg+ Dexketoprofen 37.5 mg Page: 

Frovatriptan 2.5 mg + Dexketoprofen 25 mg 
Frovatriptan 2.5 mg + placebo 

Title of the study: 
Comparison between frovatriptan plus different treatment regimens of dexketoprofen (25 mg and 37.5 mg) and 
frovatriptan alone in the acute treatment of migrai ne without aura and migrai ne with aura attacks. 

Study Centres and Principal Investigator(s): 
1. Prof. Gennaro Bussone - Fondazione IRCCS Istituto Neurologico C. Besta - Via Celoria, 11 - 20133 Milano 
2. Prof. Giancarlo Comi - Ospedale S. Raffaele, Centro Cefalee, Reparto Neurologia - Via Olgettina, 60 - 20132 

Milano 
3. Dr. Mario Guidotti - Ospedale Valduce, Reparto Neurologia - Via Dante, 11 - 22100 Como 
4. Dr. Marco Bartolini - Ospedali Riuniti, Centro Cefalee - Clinica Neurologica - Via Conca Ternana, 1 - 60020 

Torrette (AN) 
5. Dr. Annico Ganga - Università degli Studi, Centro Cefalee - Viale S. Pietro, 43/b - 07100 Sassari 

6. Dr. Fabio Valguarnera - Ospedale Sestri Ponente" Padre Antero Micone", Centro Cefalee - Via Domenico Oliva 6, 
Sestri Ponente (GE) 

7. Prof. Vittorio Petretta - A.O. San Giuseppe Moscati - Ambulatorio Cefalee - Via Circumvallazione, 68 - 83100 
Avellino 

8. Dr. Giuseppe Rapisarda - Ospedale Cannizzaro - Via Messina, 829 - 95126 Catania 

9. Dr. Giuliano Sette - Ospedale Sant'Andrea - Via di Grottarossa, 1035-1039, 00189 Roma 

10. Dr.ssa Franca Moschiano - PO San Leopoldo Mandic, Centro Cefalee - Neurologia Largo Mandic - 23807 Merate 
(LC) 

11. Prof. Elio Agostoni - Ospedale Manzoni - Via Dell'Eremo, 9/11- 23900 Lecco 

12.Dr.ssa Clara Tonini - Ospedale G. Salvini RHO (Garbagnate Milanese) - Viale Forlanini, 121, 20024 Garbagnate 
Milanese (MI). 

13. Prof. Gian Luigi Mancardi - Ospedale S. Martino Clinica Neurologica dell'Università, Centro Cefalee - V.le 
Benedetto XV, 10 -16132 Genova 

14.Prof. Pietro Cortelli - Università degli Studi, Centro Cefalee - Scienze Neurologiche - Via U. Foscolo, 7 - 40100 
Bologna 

15.Prof. Roberto De Simone - Clinica Neurologica Ateneo Federico II, Centro Cefalee - Via S. Pansini, 5 - 80131 
Napoli 

16. Dr. Maurizio Gionco - Ospedale Mauriziano, S.C. Neurologia - Largo Turati 62, 10128 Torino 

17. Dr.ssa Chiara Benedetto - Università degli Studi di Torino c/o l'O.I.R.M. S. Anna, Centro di Cefalee della Donna, 
Dip. Di Discipline Ginecologiche e Ostetriche - Via Ventimiglia, 3 - 10126 Torino 

18. Dr. Marco Aguggia - Ospedale Cardinale Guglielmo Massaia - Corso Dante, 202 - Asti (AT) 

19.Prof. Biagio Panascia - A.O. Universitaria Vittorio Emanuele Ferrarotto S. Bambino, Servizio Anestesia 
Rianimazione e terapia antalgica, Ambulatorio di terapia del dolore e delle Cefalee - Via Plebiscito - 95124 Catania 

20. Prof. Piero Barbanti - IRCCS S. Raffaele Pisana, Via della Pisana, 235 - 00163 Roma 

21.Dr. Fabio Frediani - Policlinico San Pietro - U.O. Neurologia - Via Forlanini, 15 - 24036 Ponte San Pietro (BG) 

22.Prof.ssa Rosanna Cerbo - Centro di Medicina del Dolore, Policlinico Umberto I - Sapienza Università Roma - Viale 
del Policlinico, 155 - 00161 Roma 
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SYNOPSIS (cont.) 

Name of Company: TABULAR FORMAT (For National Authority 
Istituto Luso Farmaco D'Italia S,p.A. Use only) 
3333Name of Finished Product: REFERRING TO PART I 5.3 
N.A. OF THE DOSSIER 
Name ofactive substance(s): Volume: 

Frovatriptan 2.5 mg+ Dexketoprofen 37.5 mg 
Frovatriptan 2.5 mg + Dexketoprofen 25 mg Page: 
Frovatriptan 2.5 mg + placebo 

Study Centres and Principal Investigator(s) (cont.d): 
23.Prof.ssa Milena De Marinis - Sapienza Università Roma - Policlinico Umberto I, U.0.C. Neurofisiopatologia 

Centro Cefalee - Dip. Scienze Neurologiche - Viale Regina Elena 336, Istituto di Medicina Legale 3° piano - 00161 
Roma 

24.Dr. Roberto Sterzi -Azienda Ospedaliera Ca' Granda Niguarda - Piazza Ospedale Maggiore 3 - 20162 Milano 

25.Prof.ssa Carola Narbone - U.O.C. Clinica Neurologica Policlinico Universitario, Centro di riferimento regionale per 
la diagnosi e la terapia delle Cefalee - Via Consolare Valeria- 98125 Messina 

Publication (reference): 

Studied period (years): Date offirst enrolment: 31JUL09 Phase of development: 
2009-2010 Date last visit completed: 12APR10 III 

Objectives: 
Objectives ofthis study were to assess possible superiority of frovatriptan plus dexketoprofen over frovatriptan alone in 
the acute treatment ofmigraine attacks, and to compare safety oftreatments under study 

Methodology: 
Multicenter, randomized, double-blind, over encapsulation, active controlled, three parallel groups, phase Ili study. 

Number of subjects (planned and analysed): 
A tota! ofthree-hundred subjects have been planned to be randomised in 25 ltalian clinica! sites. A tota! of 321 subjects 
were screened and 314 randomised. Out ofthem, 281 had migraine attack within one month from randomisation, as per 
protocol and thus, entered in the statistica! analyses. 

Diagnosis and main criteria for inclusion: 

Male and fornaie subjects, 18-65 years old able to comply with study procedure and willingness to participate (signature 
of informed consent at screening visit), presenting diagnosis of migraine with or without aura, meeting the criteria 
issued by the Intemational Headache Society in 2001 (appendix 3 of the study protocol), frequency of 1 to 6 migraine 
attacks per month for at least 6 months prior to start ofthe study. Females of childbearing potential had to have a prior 
to enrolment negative pregnancy test and use adequate contraceptive protection forali study duration (from the moment 
they have signed their informed consent, at V-1, unti! the end ofthe follow-up period). 

0004 

Final Version, 26/J J/JO Page 4 of 113 

benedetd
Evidenziato












