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Acuity Polymers

Acuity™ 181 (tisilfocon A) Daily Wear Contact Lenses
CAUTION: FEDERAL LAW RESTRICTS THIS DEVICE TO SALEBY OR ON
THE ORDER OF A LICENSED PRACTITIONER
IMPORTANT

The potentialimpact of these factors on the patient ocular health must be carefully weighed against
the patient’s need for refractive correction; threfore, the continuing ocular health ofthe patient and
y

INDICATIONS FOR USE
The Acuity 1817 tisilfocon A) and Acuity 1817 tisilfocon A) with Tangible™ Hydra-PEG®
SPHERICAL Rigid Gas Permeable (RGP) Contact Lens is indicated for daily wear for the
correction of refractive error in aphakic and not aphakic persons with non-diseased eyes with
myopia or hyperopia.

The Acuity 1817 (tisilfocon A) and Acuity 181™ (isilfocon A) with Tangible™ Hydra-
PEGBTORIC Rigid Gas Permeable (RGP) Contact Lens is indicated for daily wear for the conecton of

p frture use,Tis pack forthe
d st The eye care practitioner
should provide the patient with the wearer's quide that pertains "othe patiots pescrbed ane
DESCRIPTION OF LENSES
The Acuity 1817 (tsilfocon A) and Acuity 181™ tisilfocon A) with Tangible™ Hydra-PEG®
Rigid Gas Permeable Contact Lens is manufactured from a machine latheable rigid gas
permeable material composed of sioxany fluoromethacrylate copolymer that s tinted for visibilty
and available with or without an ultraviolet (UV) light absorber. The lenses may be plasma
treated during the manufacturing process.
In the Acuity 181™ (tisilfocon A) and Acuity 1817 (tisilfocon A) with Tangible™ Hydra-PEG®
Rigid Gas Permeable Contact Lenses with UV Blocker, a Benzophenone UV blocking monomer is
used to block >99% of UV Radiation.
The following graph compares the UV transmittance profie of the Acuity 1817™ (isilfocon A) Rigid
Gas Permeable Contact Lenses (ith Benzophenone UV biocking monomer), to that of a comea
and crystalline lens.
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Cornea - Human comea from a 24-year-old person as described in Lerman, S.. Radiant Energy
and the Eye, MacMillan, New York, 1980, p. 58. Crystalline Lens - Human crystalline lens from
a 25-year-old person as described in Waxler, M., Hitchins, V.M., Optical Radiation and Visual
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CONTRAINDICATIONS (REASONS NOT TO USE)
DO NOT USE the Acuity 181™ (tisilfocon A) and Acuity 1817 (isilfocon A) with Tangible™ Hydra-

When any of the occur, a serious eal ulcer,
neovascularization, or s may be present, The patient shoud be mstmcled «o Keep LENS OFF

contact lenses. There is a possibilty that the exising disease

PEG® Daily Wear ns when any of the present: THE EYE AND SEEK IMMEDIATE PROFESSIONAL IDENTIFICATION
* Acute and subacute nflammation or infecton of the anterior chamber o the eye. of the problem and promp treaiment to avoid serious eye damage.
- iy, * During therapeuic use, an adverse effect may be due to the original condilon or disease or may
conjunciva, or be due to the effects of wearing the
eyeiids. or condition might become worse when a contact lens is used to treat an already diseased or
* Aphakic patents should no befted with Acuity 181™ (tsitfocon A) od Aculty 1% damaged eye. The patient should be Instructed to avoid serious eye damage by contacting the eye
(tisilfocon A) with Tangible™ Hy ly i IMMEDIATELY if there is any ‘symptoms while wearing the lens.

s made tha the eye has healed completely.
Severs nuffcency of lacrna) soreon (4 syes) sxcapt when sing o sl lens
fid ontact

wear for the correction of refractive erfor in aphakic and not aphakic persons with
eyes with myopia or hyperopia andlor possesses refractive asligmatism not exceeding 4 dmmers
and are presbyopic requiring add power of up to +4.00 diopters.

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hy

IRREGULAR CORNEA Daily Wear Contact Lens may be_prescribed in otherwise non-diseased

eyes that require a rigid gas permeable lens for the management of imeguiar comeal conditions

such as; keratoconus, pellucid marginal degeneration o following penetrating keratoplasty or

refractive (e.g. LASIK) surgery.

Tre Acuity 181 (isifocon A)and Acuty 1817 tsifocon A) it Tangile™ Hyira-PEGE
0GY contact d for daily wear fting program

forthe temporary reduction of myopia of up to 5.00 diopters in non-ciseased eyes. To maintain the
orthokeratology effect of myopia reduction, lens wear must be continued on a prescribed wearing
schedule.

Furthermore, eyes suffering from certain ocular surface disorders may benefit from
the physical protection, aqueous hydrated environment and the saline bath provided
by scleral lens designs.

Acuity 181™ (tisilfocon A) and Acuity 181™ (isilfocon A) with Tangible™
Hydra-PEG® (tisilfocon A) SCLERAL lenses are indicated for therapeutic use for
the management of irregular and distorted comeal surfaces where the subject:

1. cannot be adequately corrected with spectace lenses

2. requires a igid gas permeable contact lens surface to improve vision

3. is unable to wear a comeal rigid gas permeable lens due to comeal distortion or
surface iregularities.

Common causes of comeal distortion include but are not imited to comeal infections,
trauma, tractions as a result of scar formation secondary to refractive surgery (e.g
LASIK or radal keratotomy) or comea transpantaton. Catises may alco nclude

Health, CRC Press, Boca Raton, Florida, 1986, p. 19, figure 5

ona numter of ceogaphy, personal facors (exent
of outdoor actvtes). UV-absorbing cortact s help provide protecion againt harmfu UV radton

However,

eal
Gegeneration, Salzmanris noduiar degeneration) and comeal dystrophy (0. Iatice
dystrophy, granular comeal dystrophy, Reis-Bucklers dystrophy, Cogan's dystrophy).

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™
tisi

WARNING: UV-absorbing contact lenses are NOT a subsitute for protective UV-absorbing
eyewear such as UV-absarbing goggles o sunglasses becaus they do ot cormpetly cover
the eye and as directed.
The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
Rigid Gas Permeable Contact Lenses incorporates a visibily tint to meke the lens more visible
for handing. The tinted lenses contain one or more of the folowing color adives: D&C Green
No. 8, Solvent Yelow No. 18, D&C Violet No. 2 and D&C Red No. 17.

The Acuity 1817™ (tisilfocon A) Rigid Gas Permeable Contact Lens may be optionally treated
to incorporate Tangible® Hydra-PEG®—which is a thin polyethylene glycol (PEG)-based
polymer that s covalenty bonded to the surface of the contact lens and s designed to enhance the
surface properties of the contact lens while retaining the mechanical propertes of the underlying
material. When treated with Tangible® Hydra-PEG®, the underlying material (tisilfocon A) is
encapsulated  in a thin layer of polymer that results in measurable improvement of wettabilty
(sessie dropcontact angle) compared to untreated lenses. The following table depicts the contact

enge of e costed vs. uncoaled Vs lasna teatedenses:
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The Acuity 1817 (tsilfocon A) and Acuity 181™ tisilfocon A) with Tangible™ Hydra-PEG®
Rigid Gas Permeable Contact Lens may be packaged and shipped “dry” or “wet’ in a
polypropylene contact lens case. The primary container for shipping the Acuity 181™ tisilfocon
A)and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG® Rigid Gas Permeable Contact
Lens is the deep well lens case. When shipped “wet’, the Acuity 1817™ (tisilfocon A) and Acuity
181™ (tisilfocon A) with Tangible™ Hydra-PEG® Rigid Gas Permeable Contact Lens may be
packaged and shipped in the Bausch & Lomb's Boston® Simplus Multi-Action Solution.

The physical properties of the Acuity 1817™ (tisilfocon A) and Acuity 1817™ (tisilfocon A) with
Tangible™ Hydra-PEGB Rigid Gas Permeable Contact Lens s olows:
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The Acuity 1817 (tsilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
Rigid Gas Permeable Contact Lens is avilable, for daly wear, in the Spherical, Aspherical, Toric,
Multfocal/Bfocal Inegular Cornez (Scleral), Orhokeratlogy design configurations, within the following
lens parameters:

SPHERICAL AND ASPHERIC LENS

Power -35,00D to +35.00D in 0.25D Increments 7.0mm to
Diamete 26,0mm
Base Curve Range 4.00mm 1012.00 mm in 0. mmm ml:vsmams
MULTIFOCAL/BIFOCAL

(CENTERED, DECERTERED. GRESCENT)
Power Range 10 +35,00D in 0.25D increments.
Diameter 7.0mm to 26.0mm

4.00mmto
‘Segment Heights -2,00mmto+1.00mm in 0.5 increments
Add Powers +1.00D to +4.00D in 0.25D increments
Prism Ballast 0.5t0 3.5 prism diopters in 0.5D increments
TORIC LENS
Power Range ~35.00Dt0 +35.00D in 0.25D increments
Diameter 7.0mm to 26.0mm
Base Curve Range 4,00mm to 12.00mm in 0.01mm increments
Toriciy Upto 10.00
"SCLERAL CONTACT LENS
Power Range
Diameter -35,00D t0 +35.00D in 0.25D increments 16mm to
NormalzedVaults 26.0mm
2.50mm to.6.00mm
ORTHOKERATOLOGY LENS

Power Range 500010 +1.500 in 025D
Diameter 9.6mm to 11.6m
Base Curve Range. 7.30mm to 10.15mm

Reverse Curve. 5.00mm to 9.00mm (Steeper than the base curve)

Alignment Curve 1 00mm o 9.0mm (Steeper than the base curve but
ﬂaﬂer than the Reverse Curve.

m (Steeper than the base curve but
Tater e Aignment Gurve 1 and Resenve Gurve)
9.00mm to 15.00mm

Alignment Curve 2
Peripheral Curve
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CAUTION
CAUTION - Non-sterile. Clean and condition lenses prior to use.

CAUTION:
FEDERAL LAW RESTRICTS THIS DEVICE TO SALE
BY OR ON THE ORDER OF A LICENSED PRACTITIONER.
al refractive powers, design
Consequenty,

e elooing an sppropts s sk and paremeters e aye care paconer shodd consiler i
characteristis of the lens that can affect fens performance and ocular health, inciuding oxygen permeabilty,
wetabilty, central and peripheral - thickness, and optic zone diameer.

ilfocon A) SCLERAL lenses are indicated for therapeutic use in
eyes with ocular surface disease (e.g. ocular Graft-versus-Host disease, Sjogren's
syndrome, dry eye syndrome and Filamentary Keratits}, imbal stem cell deficiency (
e.g. Stevens-Johnson syndrome, chemical radiation and thermal bums), disorders of
the skin ( e.g. atopy, ectodermal dysplasia), neurotrophic keratitis (e.g. Herpes
simplex, Herpes zoster, Familial Dysautonomia), and comeal exposure ( e.g
anatomic, paralytic) that might benefit from the presence of an expanded tear
reservoir and protection against an adverse environment. When prescribed for
therapeutic use for a distorted comea or ocular surface disease, the Acuity 181™
(tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
(tisilfocon A) (tisilfocon A) SCLERAL lenses may concurrently provide correction
of refractive error.

Eye care practiioners may prescribe the lenses for frequentiplanned replacement wear, with cieaning,
disinfection and scheduled replacement. When prescribed for frequentiplanned replacement wear,
the lens may be cleaned and disinfected using a chemical (not heat) lens care system.

CLINICAL STUDY RESULTS (for Daily Wear Orthokeratology):
Atotal of 138 eyes were enrolled in a clinical study with 110 eyes completing a minimum of 3

lens.
+ Comeal hypoesthesia (reduced comeal sensiliviy), except when using a scieral ons months of contact lens wear. Of the completed eyes, a total of 106 eyes showed some reduction in
D e e oy myopic refractive error during the 3-month time period that the RGP contact lenses for
lens and acts as a protective barrier for the corne if non-aphakic, orthokeratology were worn. The average reduction was 1.69 diopters with a range from 0.25 to
- 4.25 diopters. The average amount of myopia that can be expected to be corrected is shown in
. excoereied by weerig the following table. These values are only averages and some patients can be expected to achieve
ontact lenses or Use of contact ens solutons. more or less than these averages.
Acuty 81 iifacon ) and A o 181 (siocon A) wih Tangiblo™ hyrs ey AVERAGE REDUCTION IN MYOPIA (Dicpters)
uity 181™ (isil ity 1817 with Tangible™ — e T O
e Dty Weay Contact Lons o INITIAL REDUCTION
* Anyactie mmea\ infcton (bacterl, fungi, o via) MYOPIA MYOPIA
N .00 080
* Ifeyes become red oritaed. -2.00 150
-3.00 200
400 240
WAR".'N(;:OBLEMS ViTH CONTACT LENSES AND LENS CARE PRODUCTS COULD RESULT ‘The amount of myopia reduced varied between patients and could not be predicted prior to. treatment.
IN SEROUS INJURY TO THE EYE. It is essential that patients follow their eye care ‘T""e'e Wa‘f‘ an '"5'95“““” M"::’;:e between the P;‘(‘;;'s wh‘c :ﬁw corm?ct ‘?:yeék pm:r ‘m the 5‘““; eznd
practiioner's irection and alllabeling instructions for proper use of lenses and lens care i imadusuihasisiiied n“n"s psiusenduilid iasamanlipiuie
products, inciuding the lens case. EYE PROBLEMS, INCLUDING CORNEAL ULCERS, CAN ‘E'“W’“’Y ‘“‘“" in some patients with up o 3.00 diopters of myopia. For patients with greater
DEVELOP RAPIDLY AND LEAD TO LOSS OF VISION; THEREFORE, IF only myopia can be expected. The percentage of
DISCOMFORT, EXCESSIVE TEARING, VISION CHANGES, OR REDNESS OF THE 53 Pi"e"'s net o b e 10 achove bl or ptal temporary refractive reduction is shown in the
IMMEDIATEI.V REMUVE 'YOUR LENSES AND PROMPTLY CONTACT YOUR EYE CARE following table:
PERCENT OF EYES THAT ACHIEVED
- A\I wnucl \ens wearers must see their eye care practoner as directed FULL OR PARTIAL
* Daily wear lenses are not indicated for overight wear, and patients should be instructed TEMPORARY REDUCTION OF MYOPIA
ol weatlenses whie lespng. Ciial tuies have shown i e ik ofsrious adverse UPT0050D | FNAL VA AALVA
Studies have shown that contact lens wearers who are smokers have a higher wg:; ;:;bﬂ:;; UNDER FULL | 20120 OR 20/40 OR
incidence of adverse reactions than nonsmokers. BETTER BETTER
PRECAUTIONS <1.00D 52% 8% 78% 100%
Special Precautions for eye care practitioner andlor physician: 125702000 36% 55% 74% 9%
Warning: Inspect ipped. If e 22570-300 D 18% 35% 48% 72%
ellucid - marginal < o 32504000 % 13% 16% 61%

Priorto
it rtant to THOROUGHLY  RINSE all
eye. After
rinsing is complete and prior to inserting into patient's eye, apply 2 drops of wetting and
rewetting drops to each surface of the lens WITHOUT rubbing the lens. When lenses are
the solution ne fresh, sterile, and unexpired
solution every 30 days from initial manufacture date.
that contact lenses (tisitfocon A) are safe
and effective for their intended use. However, the clinical studies may not have included all design
configurations or lens parameters that are presently available in this lens material.
Consequently, when selecting an appropriate lens design and parameters, the eye care
practioner should consider all characteristics of the lens that can affect iens._performan
and ocular health, including oxygen permeabilty, wettabilty, central and peripheral thickness,
and optic zone diameter.
‘The potential impact of these factors on the patient's ocular health should be carefully weighed
against the patient’s need for refractive correction. The continuing ocular health of the:
patient and lens performance on the eye shouid be carefully monitored by the prescribing
eye care praciitioner.
For the most accurate fluorescein interpreation, s recommended thal the bue coblt and the
yellow Wrattenfiter be used. Whenever luorescein s used in eyes, the eyes should b flushed
in eye use.
Before leaving the eye care practitioner's office, the patient should be able to promptly remove
lenses or im or her.
Eye care practoners should nstruct the patient o remove the lenses immediately f the eye
mes red or irritated.
Patients with limbal stem cell deficiency may need to be monitored more closely to
prevent progression of the disease, and if any progression of the disease is noted,
contact lens wear may have to be reduced or terminatex
Eye care practitioners should carefully instruct patients about the following care regimen and
safety precautions:

Different solutions cannot always be used together, and not al solutions are safe for
use with all lenses. Use only recommended solutions that are fresh and sterile. Never
use solutions recommended for conventional hard contact lenses only.

Chemical disinfection solutions should not be used with heat unless specifically
indicated on product labeling for use in both heat and chemical disinfection. Always.
use FRESH, STERILE UNEXPIRED lens care solutions. Always folow directions in the
package inserts for the use of contact lens solutions. Sterile unpreserved solutions,
when used, should be discarded atter the time specified in the labeling directions. Do
not use saliva or anything other than the recommended solution for lubricating or
rewetting lenses. Always keep the lenses completely immersed in the recommended
storage solution when the lenses are not being worn (stored). Prolonged periods of
drying will damage the lenses. Follow the lens care directions for care for a dried out
(dehydrated) dry lens if the lens srface does become dried out.

If the lens sticks (stops moving) on the eye, follow the recommended directions on
Care For Sticking (non-moving) Lens. The lens should move freely on the eye for
the continued health of the eye. If non-movement of the lens continues, the patient
should be instructed to IMMEDIATELY consult his or her eye care practitioner

* Always wash and rinse hands before handing lenses. Do not get cosmetics, lotions,
soaps, creams, deodorants, or sprays i the eyes o on the lenses. It s best to put on
lenses before putting on makeup. Water-base cosmetics are less likely to damage
lenses than oil-base.

Do ot touch contact lenses with the fingers or hands f the hands are ot free of
foreign materials, as microscope scratches of the lenses may occur, causing distorted
vision and/or injury to the eye.

Carefully follow the handling, insertion, removal, cleaning, disinfection, storing and

For the 110 eyes that completed this study,the intal visual acuty by best refraction was 20/20 or better
for 104 eyes and 20140 or better for al 110 eyes. At the final vist, visual acuty with contact lenses was
equal o or better than 20/20 for 99 eyes, 20/40 for 109 eyes and one eye. had a visual acuily of 20/70.
Nine eyes had a onedine crop in visual acuity for contact lenses_compared 1o best efracion, one eye

‘twoine drop and three eyes had a threedine drop. In each case, the reduced visual acui
attrbuted 1o residual astigmatism when wearing contact enses. The percentage of eyes that achieved
uncorrected visual acuity of 20120 or better and 20/40 or betler n relation o th iniial myopia is given in the
‘above table. A total of 43 (39%) eyes achieved a visual acuity of 20/20 or better and 78 (71%) eyes
‘achieved 20/40 or better.
EFFECTS ON ASTIGMATISM
Either increases or decreases in astigmatism may occur folowing orthokeratology. Of the 110 eyes
(55 patients) which completed the three-month clinical, 8% showed no change in comeal
astigmatism, 32% showed a decrease less than one diopter, while 41% showed an increase less
than one diopter and 16% showed an increase greater than one diopter.
WEARING TIME
Inthe study, the average wearing time required for patients who wore RGP contact lenses for

for :

One week 7.7 hoursiday
Two weeks. 7.8 hours/day
Onemonth  8.0hoursiday
Three months 8.4 hoursiday

There was considerable variabilty, however, as many patients required several hours more o
less than the averages as shown for the three-month time period as follows:

Daily Wear
Time Worn Percent of patients
Oto4 hours 255%
4.1108 hours 218%
8.1t012 hours 23.7%
12110 16 hours 272%

“Data based on CONTEX (siflufocon A) 3-month Ciinical Study.
FITTING
‘Conventional methods of fiting contact lenses do and do not apply to Acuity 181™ ti
Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG® Daily Wear Contact Lens Daily Wear Cont
Lens. For a detailed descriplion of the fting techniques, efer 10 Acuity 181™ (éisilfocon A) and Acuity
181 focon A) with Tangible™ Hydra-PEG® Daily Wear Contact Lens Professional Fitting and
Ifomatn Guideard Acuiy {51 isiocon A) and Acuty 181 isifocon &) with Tangile Hyra-
PEGO Daily Wear Contact Lens Da ontat Lens ProfessonlFiting and Informaton Gide
for Daly Wear Orthokeratology, copies o hich re vatabl o
Acuity Polymers, Inc.

1667 Lake Ave

Building 59, Suite 303

Rochester, New Vovk UsA

(585) 458-84

CAUTION: FEDERAL LAW RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER OF
ALICENSED PRACTITIONER

WEARING SCHEDULE
THE WEARING AND REPLACEMENT SCHEDULES SHOULD BE DETERMINED BY THE
EYE CARE PRACTITIONER. Patients tend to over wear the lenses inially. The eye care
praciifioner should emphasize the importance of adhering to the niial maximum wearing
schedule. Regular checkups, as determined by the eye care pracitioner, are also
extremely important.

maximum suggested wearing schedue for the Acuity 1817 (tsifocon A) and Acuity 1817
(tsifocon A) with Tangible™ is

wearing instructions in the patient instructions for the Acuity 181™ (tisilfocon A) and
Acuity 181™ (tisilfocon A) with Tangible™ Hydra- ily Wear
those prescribed by the eye care practiioner.
* Never wear lenses beyond the period recommended by the eye care practiioner.
* Ifaerosol products such as hair spray are used while wearing lenses, exercise caution
and keep eyes closed until the spray has settied
* Always handle lenses carefully and avoid dropping them.
* Avoid all harmful or irritating vapors and fumes while wearing lenses.
* Ask the eye care practitoner about wearing lenses during sporting activies.
*Inform the doctor (health care practitioner) about being a contact lens wearer.
Never use tweezers or other tools to remove lenses from the lens container unless
specifically indicated for that use. Pour the lens into the hand.
Do not touch the lens with fingernails.
* Always contact the eye care praciitioner before using any medicine or medications in
the eyes.
* Always inform the employer of being a contact lens wearer. Some jobs may require
use of eye protection equipment or may require that the patient not wear contactlens
* As with any contact lens, follow-up visits are necessary o assure the oonmumg
health of the patient's eyes. The patient should be instructed as to a recommended
follow-up schedule.
AADVERSE REACTIONS
The patient should be informed that the following problems may occur:
* Eyes stinging, burning, itching (irrtation), or other eye pain.
Comfort i less than when lens was first placed on eye.
Feeling that something i in the eye such as a foreign body or scraiched area.
* Excessive watering (tearing) or the eye.
* Unusual eye secretions.
* Redness of the eye.
* Reduced sharpness of vision (poor visual acuiy)
* Blurred vision, rainbows, or halos around objecs.
* Sensitity to ight (photophobia).
* Dryeyes.
Ifthe patient nofices any of the above, he orshe should b instructed to
IMMEDIATELY REMOVE LENSES.
If discomfort or problems stops, then look closely at the lens. f the lens is in any way
damaged, DO NOT PUT THE LENS BACK ON THE EYE. Place the lens in the storage
case and contact the eye practitioner. If the lens has dirt, an eyelash, or other foreign
body on it, or the problem stops and the lens appears undamaged, the patient should
thoroughiy clean, rnse, and disinfect the lenses then reinsert them. After reinsertion, if
the problem continues, the patient should IMEDIATELY REMOVE THE LENSES AND
CONSULT THE EYE CARE PRACTITIONER.

DAY HOURS
1 3

2 4

3 5

4 6

5 7

6 8

7 9

8 10

9 1"

10-14 12

15+ Al waking hous

STUDIES HAVE NOT BEEN COMPLETED TO SHOW THAT THE ACUITY 181
(TISILFOCON A) DAILY WEAR CONTACT LENS IS SAFE TO WEAR DURING SLEEP.
WEARING SCHEDULES SHOULD BE DETERMINED BY THE EYE CARE PRACTITIONER.
LENS CARE DIRECTIONS
Eye care praciitioners should review with the patient lens care directions, including
both basic lens care information and specific instructions on the lens care regimen
recommended for the patient:
Basic Instructions:
Care of contact lenses takes very little time and involves three essential
steps — CLEANING, RINSING AND DISINFECTION. Each step in tself is
important, and one step is not to be replaced by the other. Always wash, rinse
and dry hands before handiing contact enses. ‘Aways use FRESH, STERILE
UNEXI (not heat)
lens care system. Different so\unans cannot always be used together, and
not all solutions are safe for use with alllenses. DO NOT ALTERNATE OR MIX
LENS CARE SYSTEMS UNLESS INDICATED ON SOLUTION LABELING.
Do not use saliva or anything other than the recommended solutions for
lubricating or rewetting lenses. Do not put lenses in the mouth. Lenses
should be cleaned, rinsed, and disinfected each time they are removed
Cleaning and rinsing are necessary to remove mucus and fiim from the lens
surface. Disinfecting is necessary to destroy harmful germs. The lens case
must be emptied and refiled with fresh, sterile recommended storage and
disinfection solution prior to disinfecting the lenses. Eye care practitioners
may recommend a lubricating/rewetting solution, which can be used to rewet
(ubricate) lenses while they are being worn to make them more comfortable.
Note: Some solutions may have more than one function, which will be indicated
on the label. Read the label on the solution bottle and follow instructions.
* Specific Instructions for Use and Wamings:
a. " Soaking and Storing the Lenses
Instruction for U
= Use onl fresh mult-purpose (contactens disinfecting) solution each
time the lenses are soaked (stored)

= Do ot reuse or “top off” old soluion ef inthe lens case since solution
reuse reduces effective lens disinfection and could lead to severe
infection, vision loss or blindness.

« “Topping-Off"is the addition of fresh solution to solution that has been
sitting the case.



b. Rub and Rinse
Time Instruction
for Use:

« Rub and rinse the lenses according to the recommended lens rubbing
and rinsing times in the labeling of the multi-purpose solution to
adequately disinfect the lenses.

WARNING:
Rub and rinse the lenses for the recommended amount of time to help
prevent serious eye infections.
Never use water, saline solution, o rewetting drops to disinfect the lenses.
These solutions will not isinfect the lenses. Not using the recommended
disinfectant can lead to severe infection, vision loss or blindness.
Lens Case Care
Instruction ~ for
Use:

Empty and clean contactlens cases with digitalrubbing using fresh,
sterie disinfecting solutions/contact lens cleaner. Never use water.
Cleaning should be followed by rinsing with fresh, sterie disinfecting
solutions (never use water) and wiping the lens cases wih fresh, clean
tissue is recommended. Never air-dry or recap the lens case lids after
use without any additional cleaning methods. I air drying, be sure that
noresidual solution remains in the case before allowing itto air dry.
Replac th ns case acorig o e diectonsgen by the eyecare
professional or the labeling that came with the-

« Contact lens cases can be a source of bacterial growlh

WARNING:

Do ot store the lenses or inse the lens case with water or any non-sterle
soluion. Only use fresh mlt-purpose solution to prevent contaminating
the lenses or lens case. Use of non-sterile solution can lead to severe
infection, vision loss or blindness.

d. Water Activity
Instruction  for

se:
= Do not expose the contact lenses to water while wearing them
WARNING:

= Water can harbor microorganisms that can lead to severe infection,
vision loss or biindness. If the lenses have been submersed in water
when swimming in pools, lakes or oceans, the patient should discard
them and replace them with a new pair. The patient should ask the eye
care practitioner (professional) for recommendations about wearing
the lenses during any activity involving water.

e. Discard Date on Multipurpose Solution
Bottle Instruction for Use:

= Discard any remaining solution after the recommended time period
indicated on the bottle of multipurpose solution used for disinfecting
and soaking the contact lenses.

« The Discard date refers to the time the patient can safely use contact
lens care product afte the bottle has been opened. It is not the same
as the expiation date, which s the last date that the product is stil
effective before it is opened

WARNING:
= Using the mult-purpose solution beyond the discard date could result
in contamination of the solution and can lead to severe infection, vision
Ioss or blindness.
Toawid conaminaton DO NOT touch tp of container to any surface.
Replace cap after
Toavoid wmammznng me soluion, DO NOT transfer to ofher bottles
or containers.
* Lens cleaning, rinsing, disinfection, and storage:
Clean one lens first (ahways the same lens first 1o avoid mix-ups), rinse the lens
thoroughly with recommended rinsing solution to remove the cleaning solution,
mucus, and fim from the lens surface, and put lens ito correct chamber of the
lens storage case. Then repeat the procedure for the second lens. Aftr dleaning
and rnsing, disinfect lenses using the system recommended by the manufacture
andlor the eye care pracitioner. To store lens, disinfect and leave themin the
ned case untl ready to wear.Iflenses are not to be used immediately
following disinfection, the patient should be instructed to consult the package
insertor the ey for
* Lens Care Regimen:
Patients must adhere to the lens care regimen recommended by their eye
care practitioner for the care of Acuity 181™ con A) and Acuiity 181™
(tisilfocon A) with Tangible™ Hydra-PEG® Daily Wear Contact Lens. Failure to
follow this procedure may result in development of serious ocular
infections
Care for a sticking (non-moving) lens:
Ifthe lens sticks (cannot be removed), the patient should be instructed to
apply 310 4 drops of the recommended lubricafing or rewetting solution
directly to the eye and wait until the lens begins to move freely on the eye
before removing it. If non-movement of the lens continues after 15 minutes,
the patient should IMMEDIATELY consult the eye care praciitioner.

Storage:
The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™
Hydra-PEG® Daily Wear Contact Lens must be stored in the individual
plastic case and in the recommended solutions.
* Chemical (NOT HEAT) Lens Disinfectior
Wash and rinse your hands Ihurough\y BEFORE HANDLING LENSES.

2. After removal of lenses, CLEAN the lenses by applying three drops of
dleaning soluton o each surface. Then rub the lens between your fingers
for 20 seconds.

3. AFTER CLEANING, thoroughly inse both surfaces of the lens with a seady steam
of fresh, sterile unexpired rinsing soluton for approximately 10 seconds.

4. Fill the contact lens case with the recommended disinfection and storage
solution and place lenses in the proper cells for the time specified in the
solution label

Note: DO NOT HEAT THE DISINFECTION SOLUTION AND LENSES.

Caution: Lenses that are chemically disinfected may absorb ingredients from
the disinfecting olution, which may be irritating to the eyes. A thorough
tinse in fresh, steril rinsing solution prior 1o placement on the eye should
reduce the potential for iritation.

- When using hydrogen peroxide lens care systems, the patient must use
ONLY the lens case provided with the hydrogen peroxide care system.
This case is specially designed to neutralize the solution. Failure 1o use
the specialized case wil result in severe stinging, burring, and injury to the
eye. Follow the recommendations on the hydrogen peroxide system labeling
exclusively. Following disinfection with a peroxide system, the lenses should
be rinsed with sterile saline.

USE OF ENZYMATIC CLEANING PROCEDURE

Boston® ONE STEP Liquid Enzymatic Cleaner o as recommended by an eye care
professional, approved for rigid gas permeable contact lenses.

RECOMMENDED SOLUTIONS

the Acuty 181™ (tsifocon A) and Acuy 181 (tisocon A) with Tangible™ Hydra-PEG Dally Wear Conta
Lovshouid be sinecied saing anly  chemicl (ot neat) Sl systm. T olowing ons
care systems are recommended (or other lens care systems as recommended by your eye
care practitioner).

SYSTEM PROCESS | CHEMICAL (not heat) DISINFECTION SYSTEM

Bausch & Lomb Boston Simplus® Mult-Action
Solution

Daily Cleaning

Bausch & Lomb Boston Simplus® Mult-Action Solut
Clearing, Disnfctng | 225" & Lomb Boston Simplus® MutActon Sluon
ki

and Soaking

Rinsing Bausch & Lomb Boston Simplus® Mult-Action Soluton
(o not use tap water)

Wetting & Lubricaling | Bosion® Reweting Drops

Bausch & Lomb ScleralFil® Preservative Free Saline Solution, or a
preservative free sterile saline solution recommended for use with
scleral contact lenses

Use With Scleral
Contact Lenses

EMERGENCIES
“The patient should be informed tht f chemicals of any kind (household products, gardening
solutions, laboratory chemicals, et.) are spiashed nto the eyes, the patient should:
FLUSH EYES IMMEDIATELY WITH TAP WATER AND IMMEDIATELY CONTACT THE EYE
CARE PRACTITIONER OR VISIT A HOSPITAL EMERGENCY ROOM WITHOUT DELAY.
HOW SUPPLIED:
Each lens is supplied non-steril in an individual plastc case. The case, packing siip
and invoice are marked with the base curve, dioptric power,toric power, bifocal power,
diameter, center thickness, color, UV blocker, lot number and the expiration date.
REPORTING OF ADVERSE REACTIONS:
Praciioners should report any adverse reactions within 5 days to Acuity Polymers. Inc.
Addiional Fiting Guides, Package Inserts and Patient Guides are available from:
Acuity Polymers. Inc.
1667 Lake Ave
Building 59, Suite 303
Rochester, New York USA
(585) 458-8409
CAUTION: FEDERAL LAW RESTRICTS THIS DEVICE TO SALE BY OR ON THE ORDER
OF ALICENSED PRACTITIONER.

PRINT DATE: 07/22/2024
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CONGRATULATIONS:

Youhave just received your new Acuity 1817™ (isilfocon A) and Acuity 1817 (tisilfocon A) with
Tangible™ Hydra-PEG® Daily Wear Contact Lens. This booklet has been prepared to help
you care for it. Please read it carefully and follow the instructions so that you receive full
satisfaction from your lens,

PRACTITIONER:
ADDRESS:

TELEPHONE:

Lens
Parameters TYPE

Right Lens

POWER | DIAM. BC LoT#

LeftLens

Disinfection Solution:
Rinsing Solution:
Daily Cleaner
Lubricating Solution: -
Enzymatic Cleaner.

INTRODUCTION:

Rea his Wearer's Guide carefuly. It contains the information you need fo know to wear, hande, and care
for Acuity 181™ (tsifocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG® Daily
Ifyou care

practiioner.

 howeer, to olow the: your pr
e i Your il

determine your appropriate wearing schedue.

“The Ife of your Acuity 181™ tisilfocon A) and Acuity 1817 (tisilfocon A) with Tangible™ Hydra-
ly s

proper ‘omort, and confcer

inyourlenses.

WEARING RESTRICTIONS and INDICATIONS FOR USE:

The Acuity 181™ A) and Acity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
SPHERICAL Rigid Gas Pormeable (RGP) Contact Lo s ndeatd o ﬂa\\y wearorthe cateclonof
reffactive efrorin aphakic and not aphakic persons with non-<iseased eyes with myopi

‘The Acuity 181™ (isilfocon A) and Acuity 181™ (éisitfocon A) with nnmhw- nydm-vsts@ TORIC
Rigd Gas Pemeabe (RGP) Conlact Lens is indcated fordaiy wear or e corecton of reffacive eror i aphakic
‘and not aphakic persons with non-diseased eyes with myopia or hyperopia andlor possesses refractive
astigmatsmnotexceeding 10.00diopters.

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®

MULTIFOCAL/BIFOCAL Rigid Gas Permeable (RGP) Contact Lens is indicated for daily wear for the

cortection of

hyperopia and/or possesses refractive astigmatism ot exceeding 4 diopters and are presbyopic requiring
dd power of p to +4.00 diopters.

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®

IRREGULAR OORNEA Daly Wear Contact Lens may be prescrbed in oftherwise non-diseased eyes

that require a the management of imegular such as;

keratoconus, peuum marginal degeneration or folowing penetrating keratoplasty or refractive (e.g.

LASIK) surgery.

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®

ORTHOKERATOLOGY contact lenses are indicated for dally wear in an orthokeratology fiting program for the

temporary reduction of myopia of up to 5,00 dopters in  non-seased eyes. To maintin the orthokeratology

Furthermore, eyes suffering from certain ocular surface disorders may benefit from
the physical protection, aqueous hydrated environment and the saline bath provided
by scleral lens designs.

Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
siffocon A) SCLERAL lenses are ndcated for merapsuuc use for the management of
irregular and distorted comeal surfaces where the

1. cannot be adequately corrected with spectacle Ienses

2. requires a rigid gas permeable contact lens surface to improve vision

3.is unable to wear a comeal rigid gas permeable lens due to comeal distortion or surface
imegularities.

Common causes limited trauma,
tractions as a result of scar formation secondary o refractive surgery (e.g. LASIK o radial
keratotomy) or comeal transplantation. Causes may also include comeal degeneration ( e..
keratoconus,  keratoglobus, pellucid marginal degeneration, ~Salzmann's nodular
degeneration) and comeal dystrophy (e.g. lattice dystrophy, granular comeal dystrophy,
Reis-Bucklers dystrophy, Cogan's dystrophy).

n A) and Acuity 1817™ (i Tangible™ Hydra-

EGo (tisifocon A) SCLERAL lenses are ndicated for herapeulic use n ofes wun ocu\ar
surface disease (e.. ocular -Host disease, Sjogren's syndrome, d
Syndrome and Filamentary Keratis), Imbal stem cell deficiency ( 6., Stavens- Juhnson
syndrome, chemical radiation and thermal burns), disorders of the skin ( e.
ectodermal dysplasia), neurotrophic keratits (e.g. Herpes simplex, Herpes zoster, Fammal
Dysautonomia), and comeal exposure ( e.g. anatomic, paralytic) that might benefit from th
presence of ah sxpanded lsar resarvakr and protecton agalnet an adverse emcnment
When prescribed for therapeutic use for a distorted comea or ocular surface disease, the
Acuity 181 focon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG®
ifocon A) (tisilfocon A) SCLERAL lenses may concurrently provide correction of
refractive error.

the lenses for replacement wear, with cleaning,
dsinfecion and schedled Teplacement. When prscrbed o Trquniolned repaooment wedr, e ans
(not

The Acuity 181™ (tisilfocon A) and Acuity 181™ (tisilfocon A) with Tangible™ Hydra-PEG® Daily
Wear Contact Lens described in this booklet shouid be. removed from your eyes for outine dleaning

DO NOT WEAR Acuity 181™ (tsifocon A) and Acuity 181™ (tisiliocon A) with Tangible™ Hydra-
PEG® Daily Wear Contact Lens WHILE SLEEPING.

CONTRAINDICATIONS (REASONS NOT TO USE):
DO NOT USE the Acuity 181 (tsilfocon A) Daily Wear Contact Lens when any of the:
following conditions exist

the eye.
N injury, reg
IONS section that conjunciva, or
eyelids.
- ity 1817™ (silfocon A) and Acuity 1817™ (isitfocon A)
with Tangi iy i
has healed completely
* Severs nulfciency of facrmal seretlon (cy eyes) exceptwhen using a slra les
ign d the contact

Comeal hypoesthesia (reduced comneal sensitivity), except when using a scleral lens
design that maintains a fluid chamber between the comealconjunctiva and the contact
lens and acts as a protective barrier for the cornea if non-aphakic.

N o @ggeraied by weating

contact lenses or use of contact ens solutons.
used o carefor

tre Acuity 181™ ¥ lislfocon A and Acuy 181 sifocon A wih Tangil™ s EG8 Dally
Wear Contact

* Any active wmeal mrectxx\ (bacterial, fungal, o viral).

* You are unable tofollw he s care egimen or unabl o cblain assisiance fo o 5o

* I eyes become red o riated.

WARNINGS:

PROBLEMS WITH CONTACT LENSES AND LENS CARE PRODUCTS COULD RESULT
IN SEROUS INJURY TO THE EYE. Itis essential that you follow your eye care
practifioner’s direction and all labeling instructions for proper use of lenses and lens
care products, including the lens case. EYE PROBLEMS, INCLUDING CORNEAL
ULCERS, CAN DEVELOP RAPIDLY AND LEAD TO LOSS OF VISION; THEREFORE, IF
YOU EXPERIENCE EYE DISCOMFORT, EXCESSIVE TEARING, VISION CHANGES, OR
REDNESS OF THE EYE, IMMEDIATELY REMOVE YOUR LENSES AND PROMPTLY
CONTACT YOUR EYE CARE PRACTITIONER.
You must see your eye care praciioner as directed

Daily wear lenses are not indicated for overnight wear, and you are instructed not to
wear the Acuity 181™ (tisilfocon A) and Acuity 181™ (tsilfocon A) with Tangible™ Hydra-
PEG Daiy Wear Contact Lens whi sleeping Cinical tudies have shown tht he sk

of is increased when
Studies have shown that contact lens wearers who are smokers have a higher
incidence of adverse reactions than nonsmokers.
PRECAUTIONS:
‘CAUTION ~ Non-steril. Clean and condition lenses prior to use.
Different solutions cannot always be used together, and not all solutions are safe for
use with all lenses. Use only recommended soluons that are fresh and sterile. Never
use solutions recommended for conventional hard contact lenses only. Chemical
disinfection solutions should not be used with heat unless specifically indicated on
productsbeing or ueainchemiceldilfacanony. Aays se FRESH, STERILE

lens Iways inthe

the use of contact lens solutons. S(enle unpreserved solutions, when used, should be
discarded after the time specified in the labeling directions. Do not use saliva or
anything other than the recommended soluton for lubricating or wetting lenses. Always
keep the lenses completely immersed in the recommended storage solution when the
b o

If the lens sticks (stops moving) on the eye, follow the recommended directions on
Care For Sticking (non-moving) Lens. The lens should move freely on the eye for
the continued health of the eye. If non-movement of the lens continues, the patient
should be instructed to IMMEDIATELY consult his or her eye care practitioner.
Aways wash and rinse hands before handiing lenses. Do not get cosmetics, lotions,
s0aps, creams, deodorants, or sprays in the eyes or on the lenses. It s best to put on
lenses before putting on makeup. Water-base cosmetics are less likely to damage
lenses than oil-base.

Do not touch contact lenses with the fingers or hands if the hands are not free of
foreign materials, as microscope scratches of the lenses may occur, causing distorted
vision and/or injury to the eye

Carefully follow the handing, insertion, removal, cleaning, disinfection, storing and
wearing instructions in the Patient Instructions for the Acuity 181™ tisifocon A) and Acuity
181™ tisilfocon A) with Tangible™ Hydra-PEG® Daily Wear Contact Lens and those prescribed
by the eye care practitioner.

e rlenses byond th prcd rcormrded by 1o ey care ractioer.

Do ot use saliva or anything other than the recommended solutions for lubricating or

rewetting lenses. Do not put lenses in the mouth.

Never rinse your lenses in water from the tap. There are two reasons for tis:

2. Tap water contains many impurites that can contaminate or damage your lenses and
may lead to eye infection or injury.

b, You might lose the lens down the drain

The eye care praciitioner should recommend a care system that s appropriate for the the

Acuity 1817 (tsilocon A) and Aculty 181™ (isiocon A) with Tangible™ Hydra-PEG Dally Wear

Lens. Each lens care product contains specific directions for use and important

safety information, which should be read and carefully followed.

Clean one lens first (always the same lens first to avoid mix-ups), inse the lens

thoroughly with recommended rinsing or disinfecting solution to remove the cieaning

Solution, mucus, and film from the lens surface, and put lens into correct chamber of

the lens storage case. Then repeat the procedure for the second lens.

Alerdearing andrnsig,disinfct oo using the system recommended by the

r your eye care practit

Ifaerosol hair spray are used whi
and keep eyes closed until the spray has settied
Always handle lenses carefully and avoid dropping them.
Avoid all harmful or iritating vapors and fumes while wearing lenses.
Ask the eye care practiioner about wearing lenses during sporting actives.
Inform the doctor (health care praciioner) about being a contact lens wearer.
Never use tweezers or other tools to remove lenses from the lens container unless
specifically indicated for that use. Pour the lens into the hand
Do not touch the lens with fingernails.
« AN tact

the eyes.
* Always inform the employer of being Some jobs may require
use of eye protection equipment or may require that the patient not wear contact ens.
As with any contact lens, folow-up visits are necessary to assure the continuing health of

pr g any

ADVERSE REACTIONS:
Tha g petlams my ocar:
Eyes stinging, burning, itching (ritation), or other eye pain.
Comforti less than when lens was first placed on eye.
* Feeling that something is i the eye such s a foreign body or scratched area
* Excessive watering (tearing) of the eye.
* Unusual eye secretons:
Redness of the eye.
Reduced sharpness of vision (poor visual acuty).
Blurred vision, rainbows, or halos around objects.
* Sensitivity to light (photophobia).
* Dryeyes
If you notice any of the above, IMMEDIATELY REMOVE YOUR LENSES.

* I discomfort or problems stops, then look closely at the lens. If the lens is in way

damaged, DO NOT PUT THE LENS BACK ON YOUR EYE. Place the lens in the siorage
case and contact your eye pracioner. If the lens has dir, an eyelash, or other foreign
body on it or the problem stops and the lens appears undamaged, you should
thoroughly clean, rinse, and disinfect the lenses: then reinsert them. After reinsertion, if
the problem continues, you should IMMEDIATELY REMOVE THE LENSES AND
CONSULT YOUR EYE CARE PRACTITIONER.
When any of the above problems occur, a serious condition such as infection, comeal
ulcer, neovascularizaion, o s may be present. KEEP LENS OFF THE EYE AND SEEK
IMMEDIATE PROFESSIONAL IDENTIFICATION of the problem and prompt treatment
toavoid serious eye damage.

During therapeutic use, an adverse effect may be due to the original condition or disease
or may be due to the effects of wearing the contact lenses. There is a possibilty tat the
existing disease or condition might become worse when a contact lens is used to treat
an already diseased or damaged eye. The patient should be instructed to avoid serious
eye damage by contacting the ey care professional IMMEDIATELY if there is any
increase in symptoms while wearing the lens.
PERSONAL CLEANLINESS and LENS HANDLING
Before Handling Your lenses:

Cleanliness is an important aspect of contact lens care.

Before handiing your lenses, always wash and rinse your hands thoroughly and dry

them with a int-free towel. Do not use soaps, lotions, cold creams, or perfumes that

leave a residue on your hands. Avoid using medications, creams, deodorants, make-up,
after shave lotions, or similar tems prior to touching your lenses. When har spray is
used, the eye must be kept closed unti the spray has settled. Take care in handiing
your lenses. Always avoid touching your lenses with your fingernails or other sharp
objects. NEVER WORK DIRECTLY OVER A SINK WITH THE DRAIN OPEN, AS THE
LENS MAY BE LOST.
Handling and Placing the Lenses on the
o avoid the possbilty of lens mix-ups, always start with the same lens first

2) Before inserting the lens, rinse well with fresh, sterle insing su\unon Then place
the lens on the tip of the index finger of your dominant ha

3) Lok sraight ahead and raise the upper fid with your other mdex fnger,

4) While looking down, and keeping both eyes open, place the lens on the upper
white part of the eye

5) Slowy release upper lid, and gently close your eye.

6) The lens should center automatically, or it can be moved on center by gentle
fingertip pressure through the lids.

7) Repeat the above procedure for the second lens.

8) Ifthe lens appears to be stuck on your eye, apply a few drops of a recommended
lubricating solution to the eye and blink a few times. I the lens does not move
freely on your eye, contact your eye care pracitioner for further instructions.
There is no single ‘right way” of putting on lenses. If you find this method of lens
placement difficut, your eye care practitioner will suggest another method or
provide additional information.

Removing the lenses:
Preparation:

1) Wash and rinse your hands thoroughly.

2) Dry hands with a lintfree tovel,

3) Checkthat the lens is centered on the comea before attempiing to remove the lens. Check
your vision by covering one eye. If vision is blury, the lens is off-center. Re-center
thelens before attemptingtoremove it

Removal:

1) To avoid the possibility of lens mix-ups, always begin with the same lens.

2) Look up and keep both eyes open.

3) Using the middle finger of your dominant hand, gently pull down the lower lid of
the first eye. Using the tip of your index finger of the same hand, genty pull at the
corner of low/upper lids, the lens should fall out

4) Gently “pinch” the lens between the index finger and the thumb and remove.

5) Repeat the procedure for the second eye.

6) Ifthe lens cannot be easily moved, apply a few drops of lubricating solution to the
eye, blink a few times, and when the lens moves freely on the eye, remove inthe
manner described above. If the lens stil cannot be moved, contact your eye care
practitioner for further instruction.

7) Upon removal, clean each lens with a contact lens cleaner per the procedures
described under the heading, CARING FOR YOUR LENSES. Rinse well with rinsing
solution and place in the lens storage case filled with fresh storage solution.

IMPORTANT: Always avoid touching your lenses with your fingemails. Use only your fingertips.
1f you find this method difficult, your eye care pracitioner will suggest another method or provide
additional instruction.
NEVER WORK DIRECTLY OVER A SINK WITH THE DRAIN OPEN, AS THE LENS MAY BE LOST.
Ifthe lens i chipped, do not put the lens back on your eye. Return the lens to the storage case.
with fresh solution and contact your eye care practitioner.
CARING FOR YOUR LENSES

sic Instructions:

"For continued safe and comfortable wearing of your lenses, it s important thatyou
first clean and rinse, then disinfect your lenses after each removal, using the care
regimen recommended by your eye care practitioner. Cleaning and rinsing after lens
wear is necessary to remove mucus, secretions, films, or deposits which may have
accumulated during wear. The ideal time to clean your lenses is immediately after
removing them. Disinfecting is necessary to destroy harmful germs.

You should adhere fo  recommended care regimen. Failre o folow the regimen

may resut in of d din the

warnings section above.

Ifyou require only vision correction but il not or cannot adhere to a recommended care

regimen for your lenses or are unable to place and remove lenses or have someone

available to piace and remove them, you should not attempt to get and wear contact lenses.

When you first get your lenses, be sure you learn to comfortably put the lenses on

and remove them while you are in your eye care praciitioner’s office. At that time, you

will be provided with a recommended cleaning and disinfection regimen and
instructions and warnings for lens care, handing, cleaning, and disinfection. Your eye
care pracitioner should insiruct you about appropriate and adequate procedures and

ur use and provide you with a copy of the Wearer's Gide for the

e Acuity 1817 tsifocon A) and Acuty 181™ (tsilfocon A) with Tangible™ Hycra-PEGE Dally

Wear Contact L

For safe conlact lens wear, you should know and always practce your lens care routine:

Always wash, rinse, and dry hands before handiing contact lenses.
Aways use fresh, sterile unexpired lens care solutions.

the recommended system of lens care and carefully follow instructions on
solution labeling.
Different solutions cannot always be used together, and not all solutions are safe for
use with all lenses. DO NOT ALTERNATE OR MIX LENS CARE SYSTEMS UNLESS
INDICATED ON SOLUTION LABELING.

To store lens, dwsmfect and leave them in the :\osed/umpened case unti ready to wear. If
lenses are not o be used immediately following disinfection, you should consult the
package insert or your eye care praciiioner for information on storage of lenses.
Always keep your lenses completely immersed in a recommended disinfectinglconditioning
solution when the lenses are not being worn. f you discontinue wearing your lenses, but
plan to begin wearing them after a few weeks, ask your eye care practitioner for a
recommendation on how to store your lenses.

he Acuity 181™ (isiflocon A) and Acuity 181™ (isifocon A) with Tangible™ Hycra-PEGE Daily Wear
ContactLens can be disinfected using only a chemical (NOT HEAT) disinfecting system.
Contact lens cases can be a source of bacteria growth. After removing the lenses from
the case, empty and rinse the lens storage case with solution as recommended by
the lens case manufacture; then allow the lens case to air dry. When the case is used
again, refil it with storage solution. Replace lens case at regular intervals as
recommended by the lens case manufacture or your eye care pracitioner.

Your eye care practiioner may recommend a lubricatingirewetting solution for your
use. Lubricating/Rewetting solutions can be used to wet (lubricate) your lenses while
you are wearing them to make them more comfortable.

* Specific Instructions for Use and Warnings:

. Soaking and Storing Your Lenses

Instruction for Use:

« Use only fresh multi-purpose (contact lens disinfecting) solution each

time you soak (store) your lenses.
WARNING:

+ Do ot reuse or “top off" old solution leftin your lens case since
solution reuse reduces effective lens disinfection and could lead to
severe infection, vision loss or blindness.

« “Topping-Off is the adifion of fresh solution to solution that has been
sitting your case.

b, Rub and Rinse Time

Instruction for Use:

+ Rub and rinse your lenses according to the recommended lens rubbing
and rinsing times in the labeling of your muti-purpose solution to
adequately disinfect your lenses.

WARNING:

+ Rub and rinse your lenses for the recommended amount of time to
help prevent serious eye infections.

+ Never use water, saine solution, or rewetting drops to disinfect your lenses.
These solutions wil not disinfect your lenses. Not using the recommended
disinfectant canlead to severe infection, vision loss or blindness.

c. Lens Case Care

Instruction for Use:

« Empty and clean contact lens cases with digital rubbing using fresh,
sterile disinfecting solutions/contact lens cleaner. Never use water.
Cleaning should be followed by rinsing with fresh, sterile disinfecting
solutions (never use water) and wiping the lens cases with fresh, clean
tissue Never ai-dry or lids aftr use
without any additional cleaning methods. If air drying, be sure that no
residual solution remains in the case before allowing it o air dry.

« Replace your lens case according to the directions given you by your
eye care professional or the labeling that came with your case.

+ Contactlens cases can be a source of bacterial growth,

WARNING:

+ Do not store your lenses or rinse your lens case with water or any
non-sterile solution. Only use fresh multi-purpose solution so you do
not contaminate your lenses or lens case. Use of non-sterile solution
can lead to severe infection, vision loss or blindness.

d. Water  Activity

Instruction for Use:
Do not expose your contact lenses to water whil you are wearing tem.
WARNING:

+ Water can harbor microorganisms that can lead to severe infection,
vision loss or blindness. If your lenses have been submersed in water
when swimming in pools, lakes or oceans, you should discard them
and replace them with a new pair. Ask your eye care practitioner
(professional) for recommendations about wearing your lenses during
any activity involving water.

e Discard Date on Multipurpose Solution Bottle

Instruction for Use:

any remaining solution after the recommended time period
indicated on the botle of multipurpose solution used for disinfecting
and soaking your contact lenses.
The Discard date refers to the time you can safely use contact lens care
product after the bottle has been opened. Itis not the same as the
expiration date, which is the last date that the product is still effective
before it is opened.
WARNING:

+ Using your mult-purpose solution beyond the discard date could resut in
contamination of the solution and can lead to severe infection, vision loss
or biindness.

o avoid contamination, DO NOT touch tip of container to any surface.

Replace cap after using

To avoid contaminating your soluion, DO NOT transfer to other bottles or

containers.

* Care for a Sticking (non-moving) Lens:
If the lens sticks (cannot be removed), you should apply 3 to 4 drops of the
recommended lubricating or rewetting solution directly to the eye and wait until
the lens begins to move freely on the eye before removing t. If non-movement of
the lens continues after 15 minutes, you should IMMEDIATELY consult your
eye care practitioner.

* Chemical (NOT HEAT) Lens Disinfectio

1. Wash and rinse your hands thoroughly BEFORE HANDLING LENSES.

2. After removal of lenses, CLEAN the lenses by applying three drops of cleaning
solution to each surface. Then rub the lens between your ingers or 20 seconds.

3. AFTER CLEANING, thoroughly rinse both surfaces of the lens with a steady
stream of fresh, sterile unexpired rinsing soluton for approximately 10 seconds.

4. Fill contact lens case with the recommended disinfection and storage solution
and place lenses in the proper cells for the time specified in the solution label.

Note: DO NOT HEAT THE DISINFECTION SOLUTION AND LENSES.

Caution: Lenses that are chemically disinfected may absorb ingredients from
the disinfecting solution, which may be irftating to the eyes. A
thorough rinse in fresh, sterile rinsing solution prior to placement on
the eye should reduce the potential for ritation.

- When using hydrogen peroxide lens care systems, use ONLY the lens case
provided with the hydrogen peroxide care system. This case is specially
designed to neutralize the solution. Failre to use the specialized case il resutin
severe stinging, burning, and injury to the eye. Follow the recommendations on
the hydrogen peroxide syste labeling exclusively. Following disinfection with a

be i

INSTRUCTIONS FOR MONOVISION AND MULTIFOCAL WEARERS

+ You should be aware that as with any type of lens correction, there are advantages and
compromises to monovision contact lens therapy and multfocal contact lenses. The
benefit of clear near vision in straight ahead and upward gaze that available with
monovision and mulfocal contact lenses may be accompanied by a vision compromise
that may reduce your visual acuty and depth perception for distance and near tasks.
Some patients have experienced diffculty adapting to it. Symptoms, such as mild blurred
vision, dizziness, headaches and a feeling of slight imbalance, may last fo a brief minute. or
for several weeks as adaptation takes place. The longer these symptoms persist,the. poorer
your prognosis for successful adaptation. You should avoid visually demanding situations
during the intial adaptation period. It is recommended that you first wear these contact
lenses in familiar situations, which are not visually demanding. For example, it might be
better to be a passenger rather than a driver of an automobile during the first few days of
lens wear. t i recommended that you only drive with monovision or multfocal  corection f
you pass your state driver license requirements with the correction.
‘Some monovision or multifocal patients will never be fully comfortable functioning under low
levels of ilumination, such as driving at night. I this happens, you may want to_discuss
with your eye care practiioner having additional contact lenses prescribed so_that both
eyes are corrected for distance when sharp distance binocular vision s required
If you require very sharp near vision during prolonged close work, you may want to have
additonal contact lenses prescribed so that both eyes are corrected for near when sharp
near binocular vision is required.



Some monovision or multfocal patients require supplemental spectacies to wear over
the monovision or multifocal correction to provide the clearest vision for critical tasks.
You should d this with your ey 2
It is important that you follow your eye care praciioner's suggestions for adaptation to
monovision contact lens therapy and mulifocal contact lenses. You should discuss any
concerns that you may have during and after the adaptation period.
The decision to be fit with monovision or multifocal correction is most appropriately left
to the eye care pracitioner in conjunction with you, after carefully considering and
discussing your needs.
LENS DEPOSITS AND USE OF ENZYMATIC CLEANING PROCEDURE
Boston® ONE STEP Liquid Enzymatic Cleaner or as recommended by an eye care
professional, approved for rigid gas permeable contact lenses.
Lens Case Cleaning and Maintenance:
Contact lens cases can be a source of bacteria growth. After removing the lenses from the
case, empty and rinse the lens storage case with solution s recommended by the lens case
manufacturer; then allow the lens case to air dry. When the case is used again, refl it with
disinfecting solution. Replace lens case at regular intervals as recommended by the lens
case manufacture or your eye care practitioner.
EMERGENCIES:
If any chemicals of any kind (household products, gardening solutions, laboratory chernicals,
etc.) are splashed into the eyes, you should:

FLUSH Y WITH TAP Y CONTACT YOUR EYE
CARE PRACTITIONER OR VISIT A HOSPITAL EMERGENCY ROOM WITHOUT DELAY.

WHEN TO CALL YOUR EYE CARE PRACTITIONER
Certain symptoms may be early indicators of potentially serious problems. A careful
examination of your lens, and professional examination of your eyes, may be required
Remove the lens following the instructions outined i this guide, and call your eye care
practitioner i
1) Your eyes become red and feels iitated or “gity”
2) You notice  change in your vision or see rainbows or halos around objects.
3) You experience discomfort andlor sensitvty to lights.
Agood general policy is:
“IF IN DOUBT... TAKE THE LENS OUT and contact your eye care practiioner.
Leam and Use Proper lens Care Habits:
1) Follow Instructions
2) Handle Lenses Properly
3) Learn How to Put On and Take Off Your Lenses.
4) Keep Your Lenses Clean
5) Disinfection s a Necessary Securiy.
WEARING SCHEDULE:
THE WEARING AND REPLACEMENT SCHEDULES SHOULD BE DETERMINED BY YOUR EVE
CARE PRACTITIONER.
The maximum suggested wearing schedule for the Acuity 181™ (isiffocon A) and Acuity 181™
i ith Tangil i fected below.

aible™ Hy
DAY HOURS
1 3
2 4
3 5
4 6
10 7
1 8
12 9
13 10
14 1
10-14 12
15+ All waking hours

STUDIES HAVE NOT BEEN COMPLETED TO SHOW THAT THE ACUITY 181™
(TISILFOCON A) AND ACUITY 1817 (TISILFOCON A) WITH TANGIBLE ™ HYDRA-PEGE DAILY WEAR
‘CONTACT LENS IS SAFE TO WEAR DURING SLEEP.

WEARING SCHEDULES SHOULD BE DETERMINED BY THE EYE CARE PRACTITIONER

APPOINTMENT SCHEDULE:

‘our appointments are on:
Month Year Time Day

IMPORTANT:
In the event that you experience any diffculty wearing your lenses or you do not understand
the instructons given you, DO NOT WAIT for your next appointment, TELEPHONE YOUR
EVE CARE PRACTITIONER IMMEDIATELY.

Acuity Polymers. Inc.
1667 Lake Ave
Building 59, Suite 303
Rochester, New York USA
(585) 458-8409
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