The "Functional and morphological retinal changes in diabetic macular oedema treated with pegaptanib (EudraCT number 2009-014444-11)" is a pilot study conducted to establish a correct calculation of the sample to plan studies with pegaptanib with statistical significance. 
Primary Endpoint: stabilization and / or improvement of retinal sensitivity with microperimetry and with multifocal ERG (mfERG) at 6 and 12 months.
Secondary Endpoint: stabilization and / or improvement of visual acuity (BVCA), macular thickness, stability of fixation with microperimetry.
Patient with diabetic macular oedema demonstrated on OCT and fluorangiography, previously treated with the retinal laser and with visual acuity ranging from 68 to 25 letters was included in the study.
The study required the enrollment of 10 patients (Pt); 9 patients were recruited, only 5 completed the study therefore the study was stopped and concluded without results; 4 patients did not complete the study due to ineffectiveness of the treatment according to clinical judgment.
There were no adverse events (AEs) or serious adverse events (SAEs) during this study.

Table of results
	
	BCVA baseline
	BCVA final
	OCT baseline
	OCT final
	Microperimetry baseline
	Microperimetry final
	mfERF
LAT. N1
baseline
	mfERF
AMP N1-P1 baseline
	mfERF
LAT. N1
final
	mfERF
AMP N1-P1 final
	

	Pt1
	68
	63
	726
	773
	7.5
	nd
	38.3
	16.5
	nd
	nd
	drop out

	Pt2
	34
	44
	322
	221
	7.8
	8.4
	44.1
	10.3
	39.1
	12.8
	

	Pt3
	68
	79
	585
	442
	11.3
	8.8
	42.5
	11.9
	41.6
	8.9
	

	Pt4
	66
	65
	424
	423
	12.9
	9.9
	38.3
	21.5
	40.8
	20.3
	

	Pt5
	65
	67
	395
	361
	6.4
	7.1
	36.7
	7.8
	40.0
	8.5
	

	Pt6
	68
	71
	548
	440
	9.4
	11.2
	38.3
	8.9
	37.5
	11.1
	

	Pt7
	68
	70
	563
	618
	15.6
	nd
	38.3
	8.6
	nd
	nd
	drop out

	Pt8
	62
	53
	447
	572
	2.5
	4.2
	43.3
	8.5
	nd
	nd
	drop out

	Pt9
	64
	68
	602
	556
	13.1
	nd
	35.8
	12.8
	nd
	nd
	drop out

	
	
	
	
	
	
	
	
	
	
	
	

	Legend

	BCVA
	letters

	OCT (central thickness 1mm)
	µm

	Microperimetry (foveal sensitivity)
	db

	mfERF LAT. N1
	ms

	mfERF AMP N1-P1
	nV/deg²

	Not done
	nd

	drop out (ineffectiveness of the treatment)



