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			INDICATION AND IMPORTANT SAFETY INFORMATION
		

				

					

		

				
			
						
				
					
			
						
		

				

				

				
				
					
			
						
		

				

				

					

		

					

		
				
						
					
			
						
				
							Indication
ILUVIEN® (fluocinolone acetonide intravitreal implant) 0.19 mg is indicated for the treatment of diabetic macular edema (DME) in patients who have been previously treated with a course of corticosteroids and did not have a clinically significant rise in intraocular pressure.
						

				

					

		

				
			
						
				
							Important Safety Information
CONTRAINDICATIONS
	ILUVIEN is contraindicated in patients with active or suspected ocular or periocular infections including most viral diseases of the cornea and conjunctiva including active epithelial herpes simplex keratitis (dendritic keratitis), vaccinia, varicella, mycobacterial infections and fungal diseases.

						

				

					

		

					

		
				
						
					
			
						
				
							
Indication

ILUVIEN® (fluocinolone acetonide intravitreal implant) 0.19 mg is indicated for the treatment of diabetic macular edema (DME) in patients who have been previously treated with a course of corticosteroids and did not have a clinically significant rise in intraocular pressure.


						

				

				
				
			Important Safety Information
		

				

				
				
							Contraindications
						

				

				
				
								ILUVIEN is contraindicated in patients with active or suspected ocular or periocular infections including most viral diseases of the cornea and conjunctiva including active epithelial herpes simplex keratitis (dendritic keratitis), vaccinia, varicella, mycobacterial infections and fungal diseases.
	ILUVIEN is contraindicated in patients with glaucoma who have cup to disc ratios of greater than 0.8.
	ILUVIEN is contraindicated in patients with known hypersensitivity to any components of this product.


						

				

				
				
							Warnings and Precautions
						

				

				
				
								Intravitreal injections, including those with ILUVIEN, have been associated with endophthalmitis, eye inflammation, increased intraocular pressure, and retinal detachments. Patients should be monitored following the intravitreal injection.
	Use of corticosteroids including ILUVIEN may produce posterior subcapsular cataracts, increased intraocular pressure and glaucoma. Use of corticosteroids may enhance the establishment of secondary ocular infections due to bacteria, fungi, or
viruses. Corticosteroids are not recommended to be used in patients with a history of ocular herpes simplex because of the potential for reactivation of the viral infection.
	Patients in whom the posterior capsule of the lens is absent or has a tear are at risk of implant migration into the anterior chamber.

						

				

				
				
							Adverse Reactions
						

				

				
				
								In controlled studies, the most common adverse reactions reported were cataract development (ILUVIEN 82%; sham 50%) and intraocular pressure elevation of ≥ 10 mm Hg (ILUVIEN 34%; sham 10%).

						

				

				
				
							Please see full Prescribing Information.
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							Tel 1-844-445-8843
Email: customerservice@alimerasciences.com
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							Tel: 1-844-445-8843, Option 3
Summary Overview of AccessPlus
						

				

					

		

				
			
						
				
			Adverse event reporting,
medical inquiry, product returns or replacements
		

				

				
				
							Tel 1-844-445-8843
Fax: 1-678-990-5740
Email: pvalimerasciences@alimerasciences.com
						

				

					

		

					

		
				
						
					
			
						
				
														
							[image: ]								
													

				

					

		

				
			
						
						
					
			
						
				
			Prescribing Information
		

				

				
				
			Terms & Conditions
		

				

				
				
			Privacy Policy
		

				

				
				
			Alimera Sciences, Inc. Website
		

				

					

		

					

		
				
				
							This site is intended for US residents only. ILUVIEN is a registered trademark of Alimera Sciences, Inc. 
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			Phakic Eyes
		

				

				
				
							Consider ILUVIEN for phakic patients with DME, particularly those aged > 50 years and/or with developing cataracts
Patients with diabetes are 2 to 5 times more prone to cataract development2
In the ILUVIEN Phase 3 clinical trials:
	92% of patients were aged > 50 years3,4
	65% of all patients were phakic5
	83% of phakic patients had evidence of some cataract at baseline3
	After cataract extraction, phakic patients treated with ILUVIEN had long-term VA outcomes similar to those observed in pseudophakic patients in the Phase 3 clinical trials6
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			Vitrectomized Eyes
		

				

				
				
							Observations from a small, real-world cohort of vitrectomized patients with DME treated with ILUVIEN
	In this retrospective study of 26 vitrectomized eyes treated with ILUVIEN, visual acuity and retinal thickness improved (mean follow-up 8.5 months)1
	31% of patients had increases in intraocular pressure (IOP) that were managed with drops; none required surgery at the time of study publication
	2 patients in this study experienced migration of the ILUVIEN implant to the anterior chamber. In both cases, there was a history of capsular tear and ILUVIEN was surgically repositioned without further complication
	Patients in whom the posterior capsule of the lens is absent or has a tear are at risk of implant migration into the anterior chamber1
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			Limitations of the USER Study
		

				

				
				
								Data are based on clinical practice, where the reporting of data is not standardized, and the data may not be as rigorous as in a clinical trial where the data collected are monitored.
	USER involved the collection of data up to 3 years prior to ILUVIEN (when available) and all available data post-ILUVIEN — Mean follow-up after ILUVIEN was 403 days, with 102 eyes followed up for 6 months, 92 for 12 months, and 50 for 18 months.
	Optical coherence tomography (OCT) data were only available for 120 eyes.

						

				

					

		

					

		
				

				
					
						
					
			
						
				
			Limitations of the Study
		

				

				
				
								This is a small, retrospective study
	Data were based on clinical practice, where there is reporting of non-standardized data, and the data may not be as rigorous as in a clinical trial where the data collection is monitored
	The effect of the vitrectomy procedure on the duration of the intravitreal therapy is not fully understood
	Further studies are required to confirm the current findings and assess the effect of ILUVIEN over a longer period of follow-up
	The collection and reporting of this retrospective data with a relatively small number of patients and short period of follow-up post-therapy with ILUVIEN (mean = 8.5 months) should not be compared with the FAME pivotal studies, which provided 36 months of follow-up data
	Study was performed in Europe, where clinical practice may be different. In Europe, ILUVIEN is approved for the treatment of visual impairment due to chronic DME considered insufficiently responsive to available therapies
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			Study Design: FAME
		

				

				
				
							FAME A and B were randomized, double-masked, sham injection-controlled, parallel-group, multicenter studies conducted under a single protocol over 36 months.
Study arms:
956 subjects randomized 2:2:1
	0.2 μg/day FAc intravitreal insert
	0.5 μg/day FAc intravitreal insert
	Sham injection

Primary endpoint:
Proportion of subjects with improvement in BCVA ≥ 15 letters at 24 months
Inclusion criteria:
Foveal thickness ≥ 250 μm despite ≥ 1 prior focal/grid macular laser photocoagulation treatment and BCVA in ETDRS letter score between 19 and 68 (20/50–20/400).
Exclusion criteria:
Glaucoma, ocular hypertension, IOP > 21 mm Hg, or using IOP-lowering drops.
References:
	Campochiaro PA, Brown DM, Pearson A, et al. Sustained delivery fluocinolone acetonide vitreous inserts provide benefit for at least 3 years in patients with diabetic macular edema. Ophthalmology. 2012;119:2125-2132.
	Campochiaro PA, Brown DM, Pearson A, et al. Long-term benefit of sustained-delivery fluocinolone acetonide vitreous inserts for diabetic macular edema. Ophthalmology. 2011;118:626-635.
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