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1.0  Indications for Use
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1.1 Purpose 
		1.1.1 Single use
		1.1.2 Prescription use only
 [image: ]
		1.1.3 Where used
Indicated for use in any clinical or non-clinical environment.
1.2 Intended Use Population
			Indicated for use in the general population.

2.0  Individual Patient Selection Considerations
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3.0  Contraindications
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4.0  General Warnings and Precautions
	4.1 Eye Problems leading to Vision Loss
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		4.5.6 Who should know that the patient is wearing
contact lenses?
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7.2 Preparation	
		7.2.1 General fitting guidelines
			



Pre-fitting examination
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Initial Power Determination
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7.2.2 Monovision fitting guidelines
			Monovision needs assessment
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Patient education
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7.3 Use 
		7.3.1 Base curve selection (trial lens fitting)
 [image: ]

Criteria of a properly fit lens
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Criteria of a flat fitting lens
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Criteria of a steep fitting lens
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7.3.2 Final lens power
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7.3.3 Trial lens fitting – monovision
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Adaptation
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7.4 After Use 
		7.4.1 Wearing schedule
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7.4.2 Replacement schedule
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7.4.3 Lens care directions 
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			Basic instructions
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			Care for a sticking (non-moving) lens
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7.4.4 Patient management
			Dispensing visit
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Follow-up examinations
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				Recommended follow-up examination
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Recommended procedures for follow-up visits
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13.0 Resources 
Transmittance curves
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DO NOT USE the 1-DAY ACUVUE® DEFINE™ Contact Lenses when any of the
following conditions exist:
« Acute orsubacute infiammation o infection ofthe anteriorchamber o the eye
« A eye disase, nuryor abnormality tht affects the comes, conjuncti or eylids
« Severe insuffcency oflacrimal secretion (dryeye)
« Comeal hypoesthesia reduced comeal sensitviy)
 Anysystemic disease that may affecttheeye or be exaggerated by wearing contact lenses
« Ocularirtation due t alergi reactons which may be caused by use of contactens souton
ie. reeting eye crops) that contin chemicals o presenvtives (such as mercury or Thimero-
sal, otc.) to which some people may develop an allergic response
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* Allergc reactions of ocular surfaces or adnexa that may be induced or exaggerated by wearing
contact enses

 Any aciv comea nfetion (bactera, fungal,protozoal or vl
« f eyes become red or iiated




image8.png
Patients should be advised of the following warnings pertaining to contact
lens wear:

EYE PROBLEMS, INCLUDING CORNEAL ULCERS, CAN DEVELOP RAP-
IDLY AND LEAD TO LOSS OF VISION; IF THE PATIENT EXPERIENCES:

* Eye discomfort,

* Excessive Tearing,

* Vision Changes,

* Loss of Vision,

* Eye Redness,

*Or Other Eye Problems,

THE PATIENT SHOULD BE INSTRUCTED TO IMMEDIATELY REMOVE THE
LENSES AND PROMPTLY CONTACT THE EYE CARE PROFESSIONAL.

‘ When prescrbed fo daily wear,patients should b instructed nt to wear enses whi Seeping.
Clirical studies have shown tht the isk o serous adverse reactions is increased when lnses
are wom overmigh, and tht the isk ofuicerative kerais s reate for extended wear contact
lens usersthan or aily wear users*

 Studies have shown that contac lens wearers who are smokers have a higher incidence of
adverse reactons than nonsmokers.

 Problems with ontact s r lens care products coukd resutn srious injury to he epe.
Patients should be cautione that proper use and careof cotact lenses and lens care products
are essenta fo the safe s ofthese products

‘ The overallisk oficerative keratits may be reduced by caeful folowng directions for lens
care.
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Water can harbor microorganisms that can lead to severe infection, vision

loss or biindness. If lenses have been submersed in water when participating
in water sports or swimiming in pools, hot tubs, lakes or oceans, the patient
‘should be instructed to discard them and replace them vith a new pair. The Eye
Gare Professional shoid be consuted for recommendations regarding wearing
lenses during any activity involving water.
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Do not expose contact lenses to water while wearing them.
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WARNING: UV absorbing contact lenses are NOT substitutes for protec-
tive UV absorbing eyewear, such as UV absorbing goggles or sunglasses.
because they do not completely cover the eye and surrounding area. The.
patient should continue to use UV absorbing eyewear as directed.
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Long-term exposure to UV radiation is one of the risk factors as-
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socated with cataracts. Exposure js based on a number of factors such as
environmental conditions (altitude, geography, cloud cover) and personal
factors (extent and nature of outdoor activities). Uv-blocking contact
lenses help provide protection against harmful UV radiation. However, clini-
cal studies have not been done to demonstrate that wearing UV-blocking
contact lenses reduces the risk of developing cataracts or other eye disor-
ders. The Eye Care Professional should be consulted for more information.
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» Fluorescein, a yellow dye, should not be used while the lenses are on the eyes. The lenses:
absortis dye and beoome isooloed. Whenever fluorescein s used n yes, the ees shoukd
‘be flushed with a sterile saline solution that is recommended for n-eye use.
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* Due to the small number of patients enrolled in ciinical investigation of lenses, all refractive pow-
ers, design onfigurations o lens parameters avilable i the lens materia are not evaluated in
signiicant numbers. Consequenty, when selectng an appropriate len design and parameters,
the e Care Professional should consider all haracteristics of the lens that can afectens
‘performance and acuar heath ncding oxygen permesabiiy, wetabiity, central and peripheral
hickness, and optic one diamete.

“The potetialimpact ofthese facors o the patents ocular health shaud be carefuly weighed
aginst the patients need for refractve correction; therefor, the continuing acuar health of

the patient and len performance on the eye shouid be carefly monitored by the prescrbing
Eye Care Professional.
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Eye Care Professionals should carefully instruct patients about the
following care regimen and safety precautions:
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* DO NOT us if the sterile blister package is opened or damaged.
‘ Aiways wash and rinse hands before handiing enses. Do not get cosmeics,kfins, soaps,
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‘creams, deodorants or sprays in the eyes or on the lenses. ftis best to put on lenses before
puting on makeup.Water-based cosmetics are lss lkly 10 damagelenses than i based
products.

* DO NOT touch contactlensas wit the finers or hands i the hands arenot free offoreign
materas, a5 microscopic scratches f he lenses may occur,causing distorted vision andlor
injury to the eye.

 Careflly folow the handing, appicatio, removal,cieaning, isfecting, staring and wearing
instructons i the *Patentnstucton Gude" fo the 1-DAY ACUVUE® DEFINE™ Contact Lenses
and those prescrbed by th Eye Care Professional.

» Abways handieenses carfuly and avoid droppingthem.

 Nover use toezes o other tooks 0 remove lnses fomthe lens cotainer uess secifically
indicated for hat use. Side the lens up the sid of the bowl nt s free of the continer.

» Do not touch the lens with fingernails.
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* Due to the reduction in light transmittance with cosmefticall tinted lenses, some patients may
experience visualsymptoms wile wearing the 1-DAY ACUVUE® DEFINE™ Contact Lenses.In
addiion, some patents may experence peripheral awareness due o the opaque s pattem.

o It e sticks fstops moving) on the eye, fllow the recommended directions i *Care for a
Stcking MNon-Moring)Lens'. The lens shoukd move feely an the eyeforthe cotinued health of
theeye. I non-movement of the lens continues,the patient should be instrcted to immeditely
consut the Eye Care Professional.

o Never wearlenses beyond the perod recommended by th Eye Care Professional

« The patient shouid be advised to never allow anyone elseto wear their s, They have been
prescrbedto it their eyes and o conect thei visonto the degree necessary. Shring enses
greatyincreases the chanc of eye infections.

» I arosol products,such as hir spray, are used while wearing lenses, exercise caution and keep
eyes closed uni the spray has setted

o Avoid all harmiul or iitating vapors and fumes while wearing lenses.
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* The patient should be informed that no cleaning or disinfection is needed when lenses are womn
for iy isposable wear.Patients should aviys dispose of lenses when remoed and have
‘spare lenses or spectacles available.
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The patient should be informed that if chemicals of any kind (household products,
gardening solutions, laboratory chemicals, etc) are splashed into the eyes, the pa-
tient should: FLUSH EYES IMMEDIATELY WITH TAP WATER AND IMMEDIATELY
CONTACT THE EYE GARE PROFESSIONAL OR VISIT A HOSPITAL EMERGENGY
ROOM WITHOUT DELAY.




image22.png
 Abways contact the Eye Care Professional before using any medicine in the eyes.
» Certan mediatins, such as anthistamines, dcongestants, duretics, muscle relants, ran-
quilizers and those for motion sickness may cause dryness of the eye, increased lens awareness
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‘or blurred vision. Should such conditions exist, proper remedial measures should be prescribed.
Depending on he seveiy tis could inciude the use of lubricating drops that are indicaed for
use with soft contact enses o the temporary discontinuance of ontact ens wear i such
medication s being used.

* Oral contracepive users could develop visualchanges or changes i ens tolecanc when using
‘contactlenses. Patients shouid be cautoned accordingly.

o As with any contact ens, folow-up visis are necessary o assure the continuing healthof the
patient’s eyes. The patient should be instructed as to a recommended follow-up schedule.
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The patient should be instructed to conduct a simple 3-part seff-examination at
least once a day. They should ask themseves:

 How dothe lenses feel o my eyes?

 How do my eyes look?

« Have | noticed a change in my vision?
Ifthe patient reports any problems, he or she should be instructed to IMMEDIATELY

'REMOVE THE LENS. ff the problem or discomfort stops, the patient shouid discard
the lens and place a new fresh lens on the eye.
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If after inserting the new lens, the problem continues, the patient should be directed
to IMMEDIATELY REMOVE THE LENS AND CONTACT THE EYE GARE PROFES-
SIONAL.

The patient should be instructed NOT to use a new lens as seff-treatment for the.
problem.

The patient should be advised that when any of the above symptoms occur, a
serious condition such as infection, corneal ulcer, neovascularization or s may be
present. The patient should be instructed to seck immedte professional identifica-
tion of the problem and prompt treatment to avoid serious eye damage.
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* Patients should inform all doctors (Health Care Professionals) about being a contact lens wearer.
 Patients should always inform their employer of being a contact lens wearer. Some jobs may
roquie use of eye protection equipment or may require that the patient not wear contact lenses.
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Due to the reduction in light transmittance with cosmetically tinted lenses, some patients may
expeience visual symploms i wearing the 1-DAY ACUVUE® DEFINE™ Cortact Lenses.In
addition. some patients may experience peripheral awareness due to the opague iris pattem.
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The patient should be informed that the following problems may occur when
wearing contact lenses:
« The eye may bum, sting and/o tch.
 There may be les comfor than when the lens was frst placed on the eye.
 There may be a fesing o somethng i th eye foreign body, scratched area).
 There may be the potentia for some temporary impairment due t perpheral nfirates,
peripheral comeal ucers or comeal erosin. There may be the patental or ther physdogical
obsenvations, such a local or generalzed edema, comeal neovascularization, comeal staning,

infction, arsal abnormaltie, s and conjunctits some f which areciically acceptable
inlow amourts

 There may be excessive watering, unusual ye secretons or redness f the eye.
 Poor visual acuty, blrred vison, ainbiow o hakos around objects, photophobia o iy eyes may
ks occur if the lenses are wom continuously or for too long a fime.
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The 1-DAY ACUVUE® DEFINE™ Brand Contact Lenses with LACREON® Technology
are soft (hydrophiic) contact lenses avaiable as spherical lenses. The lens material
(etafiicon A)is a copolymer of 2-hydroxyethyl methacrylate and methacrylc acid
crosslinked with 1, 1, 1-timethylol propane timethacrylate and ethylene giycol
dimethacrylate.

The 1-DAY AGUVUE® DEFINE™ Brand Gontact Lenses are tinted blue using Reac-
tive Blue Dye #4 to make the lenses more visible for handling. The lenses contain a
pigmented area that wil alter or enhance the appearance of the natural s, The lens
is colored with one or more of the following color additives: ron axides, ftanium
dioxide, phthalocyaninato (2-) copper, phythelocyanine green, and Reactive Blue.
Dye 4.
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‘The 1-DAY ACUVUE® DEFINE™ Contact Lenses are available in the following
variants (ie., pattems):

* ACGENT STYLE

* NATURAL SHIMMER™

* NATURAL SHINE™

* NATURAL SPARKLE™

*VVIDSTVLE

A benzotriazole UV absorbing monomer is used to block UV radiation. The UV
Blocking averages 97% in the UVB range of 280 nm to 315 nm and 81%in the
UVA range of 316 nm to 380 nm.
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The 1-DAY ACUVUE® DEFINE™ Contact Lenses are hemispherical shells of the

following dimensions:

Diameter: 1420mm

Genter Thickness:  Low minus lens-vares with powr (2.9,,-3.00D, 0,084 m)
Plus lens-varies with power (e.g., +1.00D, 0.130 mm)
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Diameter: 1420mm
Center Thickness:  Low minus lens-aries with power e, -300D, 0084 mr)
Plus lens varis with power (2.9 +1.00D, 0.130 mm)
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Power Range:

85mm
~9.000to 6,500 f 0,500 increments)
~6.000to-0.25D f 0.25D increments)
0,00 to +1.00D (in 0.50D increments)
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The physical/optical properties of the lens are:

« Spesfic Gravity (calcuate):
« Refractive Inder:

« Light Transritance:
« Surface Character:

21.4x 10" (nflssc)
(il O/mixmm Hg) at 35°C
280 10 (oneisoc)
i O/mi x mm Hg) at 35°C

098-113
140

70% minimum
Hyopiic
58%

METHOD
Fatt (ooundary corractod, edgo corrctod)

Fatt (ooundary corractod, non-sdge correted)
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VALUE

214x10" enffsoc)

ml O mixmm Hg) at 55°C
28010 criisec)

(i O/mi x mm Hgl at 35°C

METHOD
Fatt (boundary corrected, adga coractad)

Fatt (ooundary correctod, non-ocge corrected)
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Each sterile lens is supplied in a foi-sealed plastic package containing buffered
saline sokution with povidone. The plastic package is marked with base curve,
diameter, diopter power, variant, lot number, and expiration date.
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Inits hydrated state, the contact lens, when placed on the comea, acts as a refract-
ing medium to focus ight rays onto the retina.

The UV Blocking for 1-DAY AGUVUE® DEFINE™ Contact Lenses averages 97% in
the UVR range of 280 nm to 315 nm and 81% in the UVA range of 316 nm to 380
nm for the entire power range.
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Initial evaluation of the patient shouid begin with a thorough case history to deter-
mine f there are any contraindications to contact lens wear. During the case history,
the patient’s visual needs and expectations should be determined as wellas an
assessment of their overall ocular, physical, and mental health.

Preceding the iniial selection of trial contact lenses, a comprehensive ocular evalu-
ation should be performed that includes, but is not limited to, the measurement of
distance and near visual acuty, distance and near refractive prescription (ncluding
determining the preferred reading distance for presbyopes), keratometry, and
biomicroscopic evalution.

Based on this evaluation, f t s determined that the patient is efigibe to wear the
1-DAY ACUVUE® DEFINE™ Contact Lensss, the Eye Care Professional should
proceed to the lens fitting instructions as outined below.
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A spectacle refraction should be performed to establish the patient’s baseline refrac-
tive status and to guide in the selection of the appropriate lens power. Remember
o compensate for vertex distance if the refraction is greater than +4.00D.
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For a good prognosis, the patient should have adequately comrected distance and
near visual acuity in each eye. The amblyopic patient with significant astigmatism
(greater than 1.00D) in one eye may not be a good candidate for monovision
correction with the 1-DAY ACUVUE® DEFINE™ Gontact Lenses.
Ocaupational and environmental visual demands should be considered. ff the
patient requires crtical vision (visual acuity and stereopsis), it shoud be determined
by trial whether this patient can function adequately with monovision correction.
Monovision contact lens wear may not be optimal for such actvties as:

1 visually demanding statons such as operatin potentially dangerous machinery or performing

other potentialy hazardous actiites; and

2. driving automobiles (e.q., driving at night). Patients who cannot pass their state driver's license
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requirements with monovision correction should be advised to not drive with this correction, o
‘may require that additional over-correction be prescribed.
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Al patients do not function equally well with monovision correction. Patients

may not perform as well for certain tasks with this correction as they have with
spectaces (mutfocal, bifoca, tifocal, readers or progressives). Each patient should
understand that monovision, as wellas other presbyopic alteratives, can create a
vision compromise that may reduce visual acuity and depth perception for distance
and near tasks. Therefore, caution should be exercised. During the fiting process,
itis necessary for the patient to realize the disadvantages as wel as the advantages
of clear near vision and streight ahead and upward gaze that monovision contact
lenses provide.
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Generally, the non-dominant eye is corrected for near vision. The following two.
methods for eye dominance can be used.
1. Ocular Preference Determination Methods

Method 1:Determine which eye i th “sightng e.” Have the ptient pint o an bjectat
thefar end of the room. Cover one ee. f he patien i il pointing diecty at
the objec, the eye being used i he dominant sghtng) ee.

Method 2:Determine which eye wl acoept the added power with the least recucton n v
sion. Place a hand-held il ens equal o the spectack near ADD infontof one
eye and then the other whis th distance efractve eror correction & i place
for botheyes. Detenmine whether the patient functions bestwith the near ADD
lens over the right o et ee.

Other methods includethe *Refractiv Eror Methad” and the “Visual Demands Method "
2. Refractive Error Method
For anisometropi conecton, s enerallybestto it he more hyperopic ess myopic) eye
for distance an the more myopic less hyperopic) eyefor near
3. Visual Demands Method
‘Gonside the patent’ acoupation during the eye selection process to detrmine th crical

vision requirements. If  ptien’ gaze fo near tasks s usualy inone direction, correct the
eye on that side for near.
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There are circumstances where only one contact lens is required for vision correc-
tion purposes (e.g., presbyopic emmetripoc patient would only require a near lens,
whereas a biateral myope wouid require corrective lenses on both eyes).

Due to the indication of atering and/or enhancing the natural appearance of the
eye, the non-corrected eye may be fit with a 0.00D kens to ensure consistent
appearance.

Exampe: A presbyopic emmetrpic patient who requies a +1.75D ADD woud have a +1.75D lens
on the near ye and 20,000 lens {uncorrected) may be itan the oher ye.

A presbyopicpatent requiring a-+1.50D ADD whois ~2.50 myopic i the right eye and ~1 500
myopic i he et eye may havethe right ey corrected for distance and the et eye may be fit vith
2 0.00D lens (uncorrected) for near.
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Always prescribe the lens power for the near eye that provides optimal near acuity
atthe midpoint of the patient’s habitual reading distance. However, when more
than one power provides optimal reading performance, prescribe the least plus
(most minus) of the powers.
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For the 1-DAY ACUVUE® DEFINE™ Contact Lenses, an 8.5 mm/14.2 mm trial
lens should be selected for patients regardess of keratometry readings. However,
comeal cunvature measurements shouid be performed to establish the patients
baseine oculr status.

The trallens shouid be placed on each of the patient's eyes and evaluated after the
patient has adjusted to the lenses.
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A propery fit lens wil center and completely cover the comea (L., no limbal expo-
sure), have sufficient movement to provide tear exchange under the contact lens
with the blink, and be comfortable. The lens should move fresly when manipulated
digtally with the lower i, and then retum to its properly centered position when
released.
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Afiat fitting lens may exhibit one or more of the following characteristics: decentra-
tion, incomplete comeal coverage (ie., mbal exposure), excessive movement with
the biink and/or edge standof.If the lens isjudged to be fit fitting, t shouid not be
dispensed to the patient.
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A steep fitting lens may exhibit one or more of the following characteristics: insuf-
ficient movement with the biink, conjunctival indentation and resistance when push-
ing the lens up digitaly ith the lower . If the lens is judged to be steep fiting, it
should not be dispensed to the patient.
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A spherical over-refraction should be performed to determine the final lens power
atter the lens fitis judged acceptable. The spherical over-refraction should be com-
bined with the tria lens power to determine the final lens prescription. The patient
shouid experience good visual acuity with the comect lens power urless there is
excessive residual astigmatism.
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Example 1
Diagnostic lens: -2.000
‘Spherical over-refraction 025D
Final lens power 225D
Example 2

Diagnostic lens: -2.000
‘Spherical over-refraction +025D
Final lens power 4.75D

Ifvision is acoeptable, perform a sit lamp exarmination to confirm adequate fit
(centration and movement) If the fitis acceptable, cispense the lenses and instruct
the patient to retum in one week for reassessment (see dispensing and follow up
information in PATIENT MANAGEMENT).
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A trial fiting is performed in the office to allow the patient to experience monovi-
sion correction. Lenses are fit acoording to the GENERAL FITTING GUIDE-
LINES for base curve selection described in this guide.

Gase history and standard ciiical evaluation procedure shouid be used to
determine the prognosis. Determine the distance correction and the near correc-
tion. Next determine the near ADD. Wit triallenses of the proper power in place,
bserve the reaction to this mode of correction.

Allow the lenses to settle for about 20 minutes with the correct power lenses

in place. Wak across the room and have the patient look at you. Assess the
patient’s reaction to distance vision under these circumstances. Then have the
patient look at famiiar near objects such as a watch face o fingernails. Agein
assess the reaction. As the patient continues to look around the room at both
near and distance objects, observe the reactions. Only after these vision tests are
completed should the patient be asked to read print. Evaluate the patient’s reac-
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tion to large print (e.g., typewritten copy) at first and then graduate to news print
and finally smalle type sizes.

After the patient’s performance under the above conditions is completed; tests of
visual acity and reading abilty under conditions of moderately dim ilumination
should be attempted.

An initial unfavorable response in the offce, while indicative of a guarded

prognosis, should not immediately e out a more extensive tial under the usual
conditions in which a patient functions.




image54.png
Visually demanding situations should be avoided during the inifial wearing period.
A patient may at first experience some mid blurred vision, dizziness, headaches
and a fesiing of slight imbalance. You should explein the adaptation symptoms
o the patient. These symptoms may last for a brief minute or for several weeks.
The longer thess symptoms persist, the poorer the prognosis for successful
adaptation.

To help in the adaptation process, the patient can be advised to first use the
lenses in a comfortable familiar environment such as in the home.

‘Some patients feel that automobik driving performance may ot be optimal dur-
ing the adaptation process. This is particulary true when driving at right. Before:
diiving amotor vehicke, it may be recommended that the patient be a passenger
firt to make sure that their vision s satisfactory for operating an automobie.
During the first several weeks of wear (when adaptation is occurting), it may be
advisable for the patient to only diive during optimal driving conditions. After adap-
tation and sucoess with these activies, the patient should be able to drive under
other conditions with caution.
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The sucoess of the monovision technique may be further improved by having your
patient follow the suggestions below:

 Have  third contac s (distanc power)to use when ciicl distance viwing i needed.

 Have a third contact lens near power) 0 use when critical near viewing is neded.

 Haing supplemental specacies to wear over the monovision contact lensesfor specicvisual
tasks may improvethe sucoess of monovsion corecton. This i particuary pplicabl forthis
patients who cannot their meet state diiver'scensing requirements with a monovision corection.

 Make use of proper lumination when carying out visualtsks.

Monovision fitting success can be improved by the following suggestions:
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The 1-DAY ACUVUE® DEFINE™ Contact Lenses are indicated for daily disposble:
wear to enhance or aer the appearance of the eye. These lenses are also indicated
for the optical correction of refractive ametropia (myopia and hyperopia) in phakic
or aphakic persons with non-diseased eyes who may have 1.00D or less of
astigmatism.

The 1-DAY ACUVUE® DEFINE™ Gontact Lenses contain a UV Blocker to help
proect against ransmission of harmful UV radiation to the comea and into the eye.
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» Reverse the distance and near eyes if a patient is having trouble adapting.
 Refinethelns powers f thee is e vith adapation. Accurate lns power s crial for
presbyopic patients.
 Emphasize the benefisofcear near viion and straight-ahead and upward gaze with monoision
“The decision to it a patient with a monovision correction is most appropriately
Ieft o the Eye Care Professional in conjunction with the patient after carefully
considering the pafient’s neads.
Al patients should be supplied with a copy of the “1-DAY ACUVUE® DEFINE™
Brand Contact Lenses with LACREON® Technology (etafilcon A) Patient Instruc-
tion Guide.” Copies are available for download at www.acuvue.com
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 Before leaving the Eye Care Professional's office, the patient should be able to promptly remove
lenses or should have someone else available who can remove the lenses for him or her.
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The wearing schedule should be determined by the Eye Care Professional.
Regular checkups, as determined by the Eye Care Professionel, are also extremely
important.

Patients tend to over wear the lenses intial. The Eye Gare Professional should
emphasize the importance of adhering to the initial maximum wearing schedule.
Maximum wearing time should be determined by the Eye Care Professional based
upon the patient's physiological eye condition, because individual response to
contact lenses varies.
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The mevimum suggested wearing time for these lenses is:

DAYS HOURS
1 68
2 810

] 1214
5 and after all waking hours
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1-DAY ACUVUE® DEFINE™ Contact Lenses when prescribed for daily disposable
wear shouid be discarded upon removal.

When disposed of after a single daily use, these lenses may reduce the risk of
developing giant papillery conjunctivis.*

When worn as a daiy disposable lens, the lenses may provide improved comfort for
many patients who experience mid discomfort and itching associated with allrgies
during contact lens wear, compared to lenses replaced at intervals of greater than
2 weeks.

Ginical Research has shown that when worn on a dail disposable basis,

these lenses may provide improved comfort for 2 out of 3 patients who reported
suffering from discomfort associated with allergies during contact lens wear.
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When lenses are prescribed for daily disposable wear, the Eye Care Professional
shoud provide the patient with appropriate and adequate wamings and instructions
for daly disposable lens wear at the time they are dispensed.

“The Eye Gare Professional should review with patients that no cleaning or disinfec-
tion is needed with daily disposabe lenses. Patients should always dispose of
lenses when they are removed and have spare lenses or spectackes available.
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* Aways wash, rinse, and dry hands before handling contact lenses.

« Do ot use saiiva or anything other than the recommended solutions for ubricat-
ing or rewetting lenses. Do not put lenses in the mouth.
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* Eye Care Professionals may recommend a lubricating/rewetting solution which
‘can be used to wet (ubricate) lenses whil they are being wom to make them
more comfortable.
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If the lens sticks (stops moving), the patient should be instructed to apply a few
drops of the recommended lubricating or rewetting solution directly to the eye and
wait unti the lens begins to move freely on the eye before removing it. ff non-move-
ment of the lens continues after a few minutes, the patient shoukd immediately
consult the Eye Care Professionl,
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Each sterile lens is supplied in a foil-sealed plastic package containing buffered
saline solution with povidone. To remove the lens from the container, peel back the
foi seal, place a finger on the lens .and side the lens up the side of the bow of the.
lens package untilits free of the container.

 Evaluate the physiclfit and visual acuityof the ens on each eye.

 Teach the patient how to apply and remove his o he lnses.

 Explinthe iy disposable lens wear and schedule  foow-up examination.

‘» PROVIDE THE PATEINT WITH A COPY OF THE *1-DAY ACUVLE® DEFINE™ Brand

 GontactLenses with LACREON® Technology PATIENT INSTRUCTION GUIDE.”Copies are avallbl.

fordownload at v e com

REVIEW THESE INSTRUCTIONS WITH THE PATIENT SO THAT HE OR SHE
CLEARLY UNDERSTANDS THE PRESCRIBED WEARING AND
REPLACEMENT SCHEDULES.
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Beoly

CAUTION: U.S. federal law resricts this device to sale by or
on the order ofa icensed practioner.




image66.png
Follow-up care (necessary to ensure continued successful contact lens wear)
should include rotine periodic progress examinations, management of specifi
problems, it any, and a review with the patient of the wear schedue, dally
disposable modality, and proper lens handiing procedures.
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1. One week from the iniial lens dispensing to patient
2. One month post-dispensing
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[Every three to six months thereafter
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NOTE: Preferably, at the follow-up visits, lenses should be worn for at least six
hours.
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1. Solicit and record patient’s symptoms, f any.
2. Measure visual acuity monoculary and binooulrly at distance and near vith the contact
lenses.
3. Perform an over-efraction at distance and nea t check for residual refractveeror
4. Withthe biomicrosoope, judge the lens fiting charactersts (as descrbed n the GENER-
AL FITTING GUIDELINES) and evalzte the lens suface for depests and damage.
5. Follning ens removal,examine the comea and conjunctva with the biomicrascope and
fuorescein (uless conrindicated),
 The presence of vertial comeal iz in the posterir central comea andlor comeal
neovascularization i indicatv of excessive comea edema.
 The presence o comeal stining andlor mbal-conjunctivl hyperemia can be ndicatveof
an unclean fens, a reactionto souton preservatves, excessve s wear and/or a paorly
iting ens.
 Papilery conunctvl hanges ay be indicative ofan unclean and/or damaged lns.
6. Perodicallyperfor keratometry an spectacle refracions. The values shoud be recorded
and compared o the baseline measurements.
Ifany observations are abnormal, use professional judgment to alleviate the problem
and restore the eye to optimal conditions. I the crteria for successfulfit are not satisfied
during any follow-up examinations, repeat the patient's tia iting procedure and refit
‘the patient.
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The following symbols may appear on the label or carton:

Sterle Using Steam or Dy Reat
Dismeter

Base Carve
Diopter lns power)

uality Systom Cortfication Symbol
0V-Blocking.

Fee Pad for Wasts Mansgement
CAUTION: Federal Fa resrcts
 this deice to sale by oron he
order of 3 icensed practtoner
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1-DAY ACUVUE® DEFINE™ Brand Contact Lenses with LACREON® Technology vs.
24yr. old human conea and 25 yr. od human crystaline lens.

1-DAY ACUVUE® DEFINE™
Brand Contact Lenses vith
LACREON® Technology™
2=~ ——24YR. OLD HUMAN CORNEA'

25 YR, OLD HUMAN
CRYSTALLINE LENS?

0

% TRANSMISSION

W0 400 500 500 700 B0

WAVELENGTH
(wwonETERS)

*The data are representative measurementstaken through the central 3-5 mm porton for the
thinnest marketed lens (-3.00D lens, 0.084 mm center thickness).




image73.png
All serious adverse experiences and adverse reactions observed in patients wear-
ing these lenses or experienced with these lenses should be reported to:

Johnson & Johnson Vision Care, Inc.
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Patients selected to wear 1-DAY ACUVUE® DEFINE™ Contact Lenses should be
‘chosen based on:

* Motivation to wear kenses

* Abilty to follow instructions regarding lens wear

* General heath

« Abilty to adequately handle and care for the lenses.

 Abilty to understand the risk and benefits of lens wear

Patients who do not mest the above criteria should not be provided with contact
lenses.
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* Patients who wear the 1-DAY ACUVUE® DEFINE™ Contact Lenses to correct presbyopia using
monovision may notachiev the best corrected visualacutyfor eitherfar o near vision. Visul
requirements vary vith the ndividualand should be cansideed when seecting the mast ap-
propriate type of ens for each patient.




