
I farmaci generici nel glaucoma: 

una nuova realtà su cui riflettere

Stefano A. Gandolfi
Direttore Divisione di Oftalmologia

Dip. Scienze Biomediche, Biotecnologiche e Traslazionali

Università di Parma

Direttore Unità Operativa Complessa di Oculistica

Azienda Ospedaliera-Universitaria di Parma

CATANIA, 3-4 febbraio 2014



5-YEAR DISCLOSURE

• Research support and/or 
unrestricted research Grants
from Alcon, Ivantis, 
Glaukos , Bausch & Lomb, 
Novartis and Allergan

• European Advisory Board of
Alcon and Allergan -AMO

• Speakers’ bureau of
Allergan, MSD and Alcon





GENERICI



EQUIVALENTI



Colera ?Vibrione !



Today’s Treatment Algorithm - Choices*

• 12 Beta-blocker options X 8 CAI’s X 4 Lipids X 7 Adrenergic 

Agonists X 11 miotics

• For each class, patient is on one of the agents or not, so the 

number of choices per class is one more than the available 

number of agents in the class:

13 Beta-blocker options X 9 CAI’s X 5 Lipids X 

8 Adrenergic Agonists X 12 miotics = 56,160 - 1=

56,159 ways to reach max. tolerated med. therapy

*Editorial; “56,000 Ways to Treat Glaucoma” T. Realini, R. Fechtner, Opthalmology Nov. 
11, 2002
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Punti da chiarire :

• Il generico, che mi è stato prescritto, ha le 

identiche caratteristiche del “brand” ? 



A Comparison of Active Ingredients and Preservatives Between Brand Name and 

Generic Topical Glaucoma Medications Using Liquid Chromatography-Tandem 

Mass Spectrometry

Malik Y. Kahook1, Robert D. Fechtner2, L. Jay Katz3, Robert J. Noecker4, David A. 

Ammar1 

Curr Eye Res, Febuary 2012, Vol. 37, No. 2 , Pages 101-108

• Brand name formulations contained active 

ingredients and BAK in concentrations that were 

generally in agreement with their package inserts at 

baseline. 

• The two generic formulations of latanoprost

contained baseline levels of active ingredients that 

were 10% greater than their labeled value. 

• Generic latanoprost formulations had significant loss 

of active ingredient concentration after exposure to 

25°C and 50°C for 30 days. 

• Both generic and brand name dorzolamide-timolol

appeared relatively resistant to degradation. BAK 

concentrations remained stable at 25°C but 

decreased in some bottles at 50°C. 

• Bottles of both generic medications had higher levels 

of particulate matter compared to brand name 

versions.
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Punti da chiarire :

• Del generico, che mi è stato prescritto, ne 

entrerà nel mio occhio la stessa quantità del 

“brand” ? 



LINK VIDEO











Punti da chiarire :

• Il generico, che mi è stato prescritto, 

funzionerà , su di me, allo stesso modo del 

“brand” ?



Latanoprost 0.005% test formulation is as effective as Xalatan® in patients with ocular

hypertension and primary open-angle glaucoma.

Eur. J. Ophthal., 2012 Jan-Feb;22(1):19-27.

Allaire C, Dietrich A,  Allmeier H, Grundmane I, Mazur-Piotrowska G, Neshev P,Kahle G.

Author information:European Pharmaceutical Clinical Sciences, Bausch & Lomb, Evry, France. 

catherine.allaire@bausch.com

• PURPOSE: 

• To determine if a test formulation of latanoprost 0.005% (Bausch & Lomb) eyedrops reduced intraocular pressure (IOP) as well as 

Xalatan® (latanoprost 0.005%) in patients with ocular hypertension (OH) or primary open-angle glaucoma (POAG).

• METHODS: 

• This multicenter, randomized, investigator-masked, parallel-group study allocated 266 patients with OH or POAG in a 1:1 ratio to 

latanoprost or Xalatan administered once daily for 6 weeks. The primary endpoint was the mean change in 8:00 AM IOP of the study 

eye from baseline to week 6. Secondary endpoints included mean change in 8:00 AM IOP from baseline to week 2, and in 12:00 

noon and 4:00 PM IOP from baseline to week 2 and week 6. The safety and tolerability of both drugs were also assessed.

• RESULTS: 

• Both study groups had comparable demographics and baseline characteristics. The mean (SD) change in 8:00 AM IOP from 

baseline to week 6 was -7.29 (2.61) and -7.54 (2.80) mmHg with latanoprost and Xalatan, respectively. Latanoprost was found 

noninferior to Xalatan in the primary analysis (mean [SEM] treatment difference, 0.252 [0.504] mmHg; 95% confidence interval [CI] -

0.408, 0.913; p = 0.0001; noninferiority margin, 1.5 mmHg) and met the predefined definition of equivalence to Xalatan (95% CI 

within [-1.5, 1.5 mmHg] margin). The IOP-lowering effects of latanoprost and Xalatan were comparable at all assessed time points. 

Both study treatments demonstrated a comparable safety and tolerability profile.

• CONCLUSIONS: 

• Bausch & Lomb latanoprost 0.005% is clinically equivalent to Xalatan for treating OH and POAG as demonstrated through this 

unique comparative trial.







A randomized, crossover, open label pilot study to evaluate the 

efficacy and safety of Xalatan in comparison with generic 

Latanoprost (Latoprost) in subjects with primary open angle 

glaucoma or ocular hypertension

Narayanaswamy et al. IndianJ Ophthalmol 2007;55:127–31. 
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Punti da chiarire :

• Il mio medico, può scegliere quale generico 

darmi ?
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Punti da chiarire :

• Vper non parlare di V..



A

B





ConcludendoV.



GRAZIE !


