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Company

Alcon

Drug or Device Name

AcrySof™ |Q Vivity™ Extended Vision Intraocular Lens (IOL)

Category

Medical Technology

Compound/Technical Name

N/A

Trade Name

AcrySof™ |Q Vivity™ Extended Vision Intraocular Lens (IOL)

Date of Approval
02/26/2020

Therapeutic Categories

Ophthalmology Cataracts Cataract surgery

Indications

The AcrySof™ |Q Vivity™ Extended Vision IOL Model DFTOI15 is indicated for primary implantation for the visual
correction of aphakia in adult patients with <1.00 D of preoperative corneal astigmatism, in whom a cataractous lens
has been removed by extracapsular cataract extraction. The lens mitigates the effects of presbyopia by providing an
extended depth of focus.l

Background

Cataracts are the most commmon cause of vision loss globally with over 28M cataract surgeries performed globally each
year.2 But there is a looming boom in the aging population. By 2025, approximately 5.4M cataract surgeries will be
performed in the U.S. and by 2050, that number is expected to double.3,4 Globally, the number of surgeries is
anticipated to reach over 60M by 2045.2 Cataracts are the cloudiness of the natural lens of the eye that can lead to
vision loss and decreased quality of life. During cataract surgery, the lens is replaced with an artificial lens known as an
intraocular lens (IOL). IOLs can now correct patients' vision at the time of surgery to help achieve their vision goals.5
More spectacle independence hasn't always been an option for all patients, only those who are candidates for
diffractive IOLs. A diffractive IOL splits light, creating distinct images at certain distances which improves vision.
However, there can be side effects to diffractive IOLs, including halos and glares. Because of this, 2 to 3 out of every 10
patients are disqualified from diffractive IOLs and typically receive a traditional monofocal IOL, which only corrects
distance vision and does not have the visual disturbance profile (e.g., halos and glares) of a diffractive IOL. This includes
patients with glaucoma or other conditions, leaving many without an advanced IOL option that is right for them. 6
Diffractive lenses can also require significant surgeon training to implant as landing 20/20 vision can be difficult with
the calculations, measurements and anatomical considerations, leaving many surgeons hesitant to implant diffractive
IOLs to avoid patient dissatisfaction. 6 To address the unmet needs, Alcon saw an opportunity to develop a non-
diffractive IOL that mitigates glares and halos, which could be easier to implant like a monofocal lens and land 20/20
vision.6

Development

Alcon has a strong commitment to research and development efforts and prioritizes finding solutions that address the
unmet needs of surgeons and patients to help people See Brilliantly. The creation of Vivity was a monumental R&D
effort as Alcon embarked on the journey to develop the first and only non-diffractive extended depth of focus IOL. The
team considered the lifestyle needs of patients that were previously disqualified from diffractive lens options. They
evaluated the compromises patients have had to make with multifocal lenses and the impact it has on achieving their
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vision goals, specifically for fewer visual disturbances. For the aging population, Alcon wanted to offer a solution that
allowed patients to have clearer vision while doing the things they love, such as watching children play, working on a
computer, reading and driving a car. Vivity is unique due to its visual benefits of being a presbyopia correcting IOL (PC-
IOL) while having a monofocal-like disturbance profile (i.e., limited halos and glares). To achieve these visual benefits,
Alcon’s R&D team developed Vivity by leveraging an innovative, patented technology called X-WAVE™. X-WAVE
technology features two smooth surface transition elements in the central 2.2mm of the IOL. The first surface transition
element is a slightly elevated smooth plateau that is about T micron in height which stretches the focal range. The
second surface transition element is a small curvature change which shifts the wavefront to the anterior side of the
retina to utilize all available light energy. These two smooth surface transition elements work together to stretch and
shift without splitting light creating an extended focal range.7 This process is something that has never been done in
an |OL, setting Vivity apart from other |IOL offerings.

Innovation

The AcrySof® IQ Vivity® lens is the first of its kind, non-diffractive extended depth of focus IOL with Alcon’s proprietary
X-WAVETM technology.8 X-WAVE allows Vivity to have a clinically proven monofocal visual disturbance profile and
unsurpassed clarity.9-12 Vivity is designed to provide a superior halo profile compared to diffractive extended depth of
focus (EDOF) lenses, making it accessible to patients who weren't candidates for diffractive multifocal lenses. By
introducing Vivity, Alcon has been able to bring more surgeons into the fold of implanting advanced technology IOLs
allowing more patients the option of correcting their vision at the time of cataract surgery. Alcon ensured Vivity could
be implemented by even more surgeons, not just the most advanced surgeons. Now, more surgeons can offer Vivity to
their patients who are interested in restoring their visual performance and improving their lifestyle, and therefore
expand access to this offering. Over 363K eyes have been implanted with Vivity in the US alone — many who would have
otherwise received a standard monofocal IOL. Patients are exceedingly satisfied with their results. 94% and 92% of Vivity
patients reported very good or good vision at distance and arm'’s length, respectively, without glasses in bright light,
with vision of 20/20 at distance, greater than 20/25 at intermediate and 20/32 at near. *13 Statistics aside, what is most
remarkable are the quality of life improvements that coincide with Vivity. With improved vision, patients may no longer
need readers and are less likely to experience injuries, such as hip fractures that result from falls.14 Vivity showcases the
impact of ATIOLs and what the future of cataract surgery means for patients. With greater access to IOL options, more
patients can experience renewed vision and freedom to do the activities they love the most. *Results from a
prospective, randomized, parallel group, subject- and assessor-masked, multisite trial of 107 subjects bilaterally
implanted with the AcrySof® IQ Vivity™ IOL and 113 with the AcrySof® IQ IOL with 6 months' follow-up
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