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Figure 13
Frequency of Spectacle Wear

for AcrySof® IQ ReSTOR® IOLs,
Near Vision, Bilateral Comparison,

6 Months Postoperative

Figure 14
Overall Frequency of Spectacle Wear, 

for AcrySof® IQ ReSTOR® IOLs, Bilateral Comparison,
6 Months Postoperative
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Table 28
Patient Satisfaction with Vision 

(without glasses),
6 Months Postoperative 

SN6AD1
(+3.0 D)

SN6AD3
(+4.0 D)

Overall
Baseline 0.5 0.5

Bilateral 3.3 3.3

Day Vision
Baseline 0.7 0.7

Bilateral 3.3 3.4

Night Vision
Baseline 0.6 0.5

Bilateral 3.1 3.0
Scale: 0-4 (0=not at all satisfied; 4=completely satisfied)

Table 29
Self Rating of Vision 

(without glasses),
6 Months Postoperative

SN6AD1
(+3.0 D)

SN6AD3
(+4.0 D)

Baseline 4.2 3.8

Bilateral 8.5 8.4
Scale: 0-10 (0=worst; 10=best)

Visual Disturbances4

	T here is no clinically relevant increase of severe visual disturbances when implanting Model SN6AD1 compared to 
the control Model SN6AD3 (Table 30a).  In the patient satisfaction survey, the majority of patients implanted with Model 
SN6AD1 (93.5%) and the control Model SN6AD3 (92.0%) indicated that they would have the lenses implanted again. 
However, one patient with Model SN6AD1 underwent IOL replacement to resolve visual disturbances after the close of the 
study. 

Table 30a
AcrySof® IQ ReSTOR® IOL Visual Disturbances, 

6 Months Postoperative (following second eye implantation)

Visual Disturbance

Model SN6AD1
(+3.0 D)

Model SN6AD3
(+4.0 D)

N

None/
Mild

Mod Severe

N

None/
Mild

Mod Severe

% % % % % %

Glare/Flare 138 70.3 24.6 5.1 134 72.4 20.9 6.7

Halos 138 65.9 27.5 6.5 134 63.4 26.9 9.7

Distorted Near Vision 138 99.3 0.7 0.0 134 100.0 0.0 0.0

Distorted Far Vision 138 99.3 0.7 0.0 134 100.0 0.0 0.0

Blurred Near Vision 138 77.5 18.1 4.3 134 81.3 14.9 3.7

Blurred Far Vision 138 92.0 7.2 0.7 134 96.3 3.0 0.7

Problems with Night Vision 138 88.4 9.4 2.2 134 83.6 10.4 6.0

Double Vision with Both Eyes 138 97.1 2.9 0.0 134 97.8 2.2 0.0

Problems with Color Perception 138 97.8 1.4 0.7 134 98.5 1.5 0.0
  None/Mild=0-2, Moderate=3-5, Severe=6-7

	 All mean visual disturbance ratings were within the None/Mild category (less than 3 on a scale of 0 to 7) for both the 
Model SN6AD1 and the control Model SN6AD3 (Table 30b).

4 Refer to Visual Disturbances section on page 18 for a comparison of multifocal to monofocal lenses from the previous 
clinical study.



-26-

Table 30b
AcrySof® IQ ReSTOR® IOL Visual Disturbance

 Mean Impact Ratings, 6 Months Postoperative (following second eye implantation)

Visual Disturbance

Model SN6AD1
(+3.0 D)

Model SN6AD3
(+4.0 D)

Mean Std N Mean Std N

Glare/Flare 1.6 2.0 138 1.6 2.0 134

Halos 1.9 1.9 138 2.2 2.0 134

Distorted Near Vision 0.1 0.3 138 0.0 0.2 134

Distorted Far Vision 0.0 0.3 138 0.0 0.2 134

Blurred Near Vision 1.2 1.9 138 1.1 1.8 134

Blurred Far Vision 0.5 1.3 138 0.3 0.9 134

Problems with Night Vision 0.7 1.5 138 1.1 1.8 134

Double Vision with Both Eyes 0.1 0.6 138 0.1 0.6 134

Problems with Color Perception 0.1 0.7 138 0.1 0.4 134

       None/Mild=0-2, Moderate=3-5, Severe=6-7
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Adverse Events5

	N o unanticipated serious adverse device effects were observed in any patients implanted with Models SN6AD1 or 
SN6AD3. Adverse events shown in Table 31 were reported as unrelated to the IOL, except for one case (Model SN6AD1) 
with a lens replacement to resolve visual disturbances after the close of the study.

Table 31
AcrySof® IQ ReSTOR®  IOLs (Models SN6AD1 and SN6AD3),  

First and Second Eye – Safety

First Eye Second Eye

SN6AD1
(+3.0 D) 
(N=153)

SN6AD3
(+4.0 D)
(N=147)

SN6AD1
(+3.0 D) 
(N=151)

SN6AD3
(+4.0 D)
(N=143)

N  % N  % N % N %

Cumulative Adverse Events

Hypopyon 1 a 0.7 0 0 0 0 0 0

Endophthalmitis 1 a 0.7 0 0 0 0 0 0

Macular Edema 4 2.6 2 1.4 0 0 1 0.7

Retinal Detachment/Repair 0 0 0 0 0 0 0 0

Hyphema 0 0 0 0 0 0 0 0

Pupillary block 0 0 0 0 0 0 0 0

Lens Dislocation 1b 0.7 0 0 0 0 0 0

Surgical reintervention 2 1.3 1 0.7 2 1.3 2 1.4

IOL repositioning 1b 0.7 0 0 0 0 0 0

IOL replacement for biometry error 0 0 0 0 0 0 0 0

IOL replacement for incorrect power 
/ operating room error

0 0 0 0 0 0 1 0.7

IOL replacement for visual 
disturbance

0 0 0 0 1f 0.7 0 0

IOL replacement for decentered IOL 
due to trauma

0 0 0 0 0 0 0 0

IOL replacement due to patient 
dissatisfaction

0 0 0 0 0 0 0 0

Laser treatment 0 0 0 0 0 0 0 0

Fibrin removal 0 0 0 0 0 0 0 0

Other surgical reintervention 1 a 0.7 1c 0.7 1d 0.7 1e 0.7

Other 0 0 0 0 0 0 0 0

a	One patient with hypopyon and endophthalmitis underwent secondary surgical intervention for two vitrectomy 
procedures. 

b	One patient underwent three lens repositioning procedures.
c	One patient underwent posterior lamellar keratoplasty due to Fuchs’ dystrophy and later developed macular edema.
d	One patient underwent vitrectomy to repair macular hole. 
e	One patient underwent removal of residual crystalline lens cortex in the anterior chamber. 
f	One patient underwent a lens replacement to resolve visual disturbances after the close of the study. 
5 Refer to the Adverse Events section on page 17 for results from the full one year study to establish safety and effectiveness 
of the Alcon ReSTOR® multifocal lens. This section includes a comparison of the multifocal results to those of the 
monofocal lens.
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3. AcrySof® NATURAL SINGLE-PIECE IOL 
Summary of Clinical Study (Model SB30AL)
	 A clinical study was conducted on patients receiving the AcrySof® Natural Single Piece IOL as compared to the AcrySof® UV Single Piece 
IOL.  The results achieved by the patients successfully followed for a minimum of one year postoperatively provided reasonable assurance 
of safety and effectiveness for the visual correction of aphakia.  For information pertaining to the results obtained in this clinical study, please 
reference the corresponding Physicians Labeling or that provided with other AcrySof® Natural monofocal IOLs.

Summary of Color Perception Study
	C olor perception testing using the Farnsworth D-15 Panel Test was conducted at the 120 to 180 day postoperative period.  Of the 109 
subjects with normal color vision implanted with the AcrySof® Natural IOL in the first operative eye and examined at the 120-180 day 
postoperative visit, 107 (98.2%) passed the color perception test.  Of the 102 subjects with normal color vision implanted with a AcrySof® 
UV IOL in the first operative eye and examined at the 120-180 day postoperative visit, 97 (95.1%) passed the color perception test.  There 
were no statistically significant differences between AcrySof® Natural IOL and AcrySof® UV IOL for the percent of subjects that passed the 
color perception test at the 120 to 180 day postoperative visit.  Therefore, the addition of the proprietary chromophore does not negatively 
affect color vision in patients with normal color vision.

HOW SUPPLIED
	T he AcrySof® IQ ReSTOR® IOL is supplied dry, in a package terminally sterilized with ethylene oxide, and must be opened only under 
aseptic conditions (see DIRECTIONS FOR USE).

EXPIRATION DATE
	S terility is guaranteed unless the pouch is damaged or opened.  The expiration date is clearly indicated on the outside of the lens package. 
Any lens held after the expiration date should be returned to Alcon Laboratories, Inc. (See RETURNED GOODS POLICY).

RETURNED GOODS POLICY
	I n the United States, returned lenses will only be accepted in exchange for other products, not credit.  All returns must be accompanied by an Alcon 
Laboratories, Inc. Returned Goods Number and be shipped via traceable means.  A Returned Goods Number is obtained by contacting Alcon’s 
Customer Service Department.  Issuance of this number does not constitute final acceptance of the returned products.  For detailed policy guidelines 
including exchange, please contact your Sales or Customer Service Representative.  Outside the United States, contact local Alcon offices or 
distributors regarding returned goods policy.  
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Symbols Used on Labeling

SYMBOL ENGLISH
IOL Intraocular lens

PC Posterior chamber

PCL Posterior chamber lens

UV Ultraviolet

D  Diopter

ØB Body diameter (Optic diameter)

ØT Overall diameter (Overall length)

2 Do not reuse
or Use by (YYYY-MM: year-month)

STERILE   EO Sterilized by ethylene oxide
SNSN or Serial Number

! Attention: See instructions for use
LOT Batch Code

40-500-092-003
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