PACKAGE
INSERT

Boston® EQUALENS®
(itafluorofocon A)

Extended Wear
Spherical & Aspherical
Rigid Gas Permeable
Contact Lenses for
Myopia & Hyperopia

in Not-Aphakic Persons

Daily Wear

Spherical, Aspherical, Toric &
Bifocal/Multifocal

Rigid Gas Permeable

Contact Lenses for

Myopia, Hyperopia, Astigmatism
& Presbyopia in Aphakic and
Not-Aphakic Persons

IMPORTANT:

Please read carefully and keep
this information for future use.
This package insert is intended
for the eye care practitioner,
but should be made available
to patients upon request. The
eye care practitioner should
provide the patient with the
patient instructions that
pertain to the patient’s
prescribed lens.

CAUTION:

Federal (USA) Law restricts this
device to sale by or on the order
of a licensed practitioner.




DESCRIPTION
The Boston™ EQUALENS” Rigid Gas Permeabl
Contact Lens material, itaflucrafocon A, for daily

ear is composed of methyl-

methacrylate-flucroltaconate-siloxany! copolymer
with an ultraviolet abscroer iUvinul D-4%:
lenses are available in clear wntinted!
electric blue. The tnted s contain the coler
additive 0-& € Green No
The Boston EQUALENS Contact Lens i
spherical shell of the following dir

Spherical Lens Design

Power Range -20.00D to +20.00|

aily waar

0D TO +12.000
{extended wear)

in 0.250 increments
70mm o 11.5 mm
5.00 mm o 9.00 mm
in 0.01 mm increments

Dlameter
Base Curve Range

Aspherical Lens Designs

(Some of these designs are patented:
manufacture of these lenses in Boston EQUALENS
licafitiorofocon Al materials are authorized to

licensed labs only!

Power Range 20,000 to +20.000
aily wear)

0,000 TO +12.000
(extended wear)

in 0250 increments
70mmto 115 mm
6.00 mm t2 9.20 mm
in 0.01 mm increments

Diameter
Base Curve Range

Toric Lens Designs {Daily Wear)

Power Range -20.000 to +20.00D

in 0.250 incremants
7.0 mm tg 11 m
6.80 mm to 9.30 mm
in 0.05 mm increments
Toricity Up to 9.00 Diopters

Diameter
Base Curve Range

Bifocal/Multifocal Lens Designs (Daily Wear)

(5ome of these designs are patented;
manufacture of these lenses in Boston EQUALENS
(itaflucrofocon Al materials are authorized to
licensed labs only!
Power Range -20.00D to +12.6a0
in 0.250 increments
25 mmta 11.5 mm
6,30 mm t2 9.50 mm
in0.01 mm
-2.00 mm to +1,00 mm
in 0.5 mm inc i
+1.000 tO +
in 0.5D increments
Prism Ballast 05 5 prism dioy
in 0.50 increments

Diameter
Base Curve Range

Segment Helghts

Add Powers

have a centar thick-
| vary with lens

The lznses described abovy
ness of 0.07 to 0.65 mm tha
desion, powar and diamel

The physical/optical properties of the lens are:

ecific Gravity 119
Refractive index
Light Absorbar
Light Absorba
nanco LAs/Ar
Sur(ac Character
Wetting Angle 30
Water Content <%
Oxygen Permeability
* Palymer Technology, Gas to
[x 10" (enmi/sech ImL G x I‘H!T\HJ:
**Polarographic Method (1S0/Fart

EQUALENS

% TRANSMISSION

200 300 400 500 €00 70D 800
WAVELENGTH nm
EQUALENS - 0.07 mm thick Boston EQUALENS (Clzar)
Contact Lens/Materszl
CORNEA - Human cornea fr
as described in Lerman, S

n a 24-vear-old psrson

CRYSTALLINE LENS - Human cr‘,)ta\h e |el
a 25-year-0ld person as des
Hitchins, V.AL,
CRC Press, Boca Raton, Florida,
NOTE

Long term exposLre

1986, . 19, figure 5.

V radiation is ang of the
risk factars associated with cataracts. Exposure is
based on a number cf factars such as enviranmen-
tal conditions altitude; geography, cloud cover
and personal factors (extent and nature of outdoar
actitivies): UV-absorbing contact lenses help pro
vide Dl("artlm aga harmful UV radiation,

Gther eye
tioner far more information.
WARNING

Uv-absar
far prote
absorbing

ACTIONS
The Boston EQUALENS
on the human cornea
ta facus light rays on the retina to im
acuity, The lens p
aver the highly un:
halps to focus

ven surface
rnea and thus

rfor the correction of refractive ametropia
yapia ano hyperopial in not-aphakic
th non-diseased eves in powers f
12.000.

The tens Is indicated far daily
tion af refractive amet

The lens may be disinFectad using a chamical disin:
fection system only




CONTRAINDICATIONS (REASONS NOT TO USE)

DO NGT USE the Boston EQUALENS Contact Lens
when any of the follawing conditions exist

* Acute or subacute inflammation or infection of
the anterlor chambar of the

-

= Any eye disease, injury, or abnormality that affects
the cornea; conjunctiva, or evelids

 Sovere insufficiency of lacrimal secredon (dry ey

» Comeal hypoesthesia freduced corneal sensitivity,
if nonaphakic

® Any systemic dissase that may affect the eve or
be exaggerated by wearing contact lensss

= Allergic reactions of ocular surfaces or adnexa
that may be induced or exaggerated by wearing
contact lenses ar using contact lens solutions

s allergy to any ingredient in a solution which
Is t¢ be used to care for the Boston EQUALENS
Contact Lens material.

* Any active corneal infection {bacterial, fungal,
or viral!

* Red or irritated eyes
WARNINGS

Fatiants shoukd be advised of the following warninas
pertaining to contact lens wear:

= Problems with contact lenses and lens care prod-
ucts could result in serfous injury to the eye, Itis
essential that patients follow their eye care prac-
titioner's directions and all labeling instructions
for proper use of lenses and lens care products,
including the lens case, Eve problems, Including
carneat ulcars, can develop rapidly and |zad ta
loss of vision.

* Daily wear lenses are not indicated for avernight

ar, and dally r patients should be instructed

not to wear lensas while sleeping. Clinical studizs

shown that the ri 3
is increased when these lenses are warr
=rmight

« if @ patient experie eye discomfart, exc
tearing, vision changs ness of the eve, the
patient should be Instructed to immediately
remove lenses and promptly contact his or her
eye care practtic

L arre

Studias have shawn that contact lens wearers
a are smickers have a hi incidence of
reactions than nansmakers.

= The risk of ulcerative keratitis ha n shown to
be greater among users of extendsd wear lenses
than among Lsers o y wear lenses. The risk
among exten ear lens users increasss with
the number of consecutive days that lenses are
warn between remavals, beginning with the first
overnicht use. This risk can be red by care-
fully fallowing directions for roudne lens care
including cleaning of the lens case. Additionalily,
smoking increases the risk of ulcsratve keratits
for contact lens users

e Ciinical studies indicate that the maiority of
patients who wish to wear Boston EQUALENS
Contact Lensas for extandsd wear do so with
favorable rasults. However, suitability as an
extended wear patient should be discussed with
the eye care practitioner.

# All contact lens wearers must see their
practitioner as directed. If the lenses ara for
extended waar, the eye care practitioner may
prescribe more frequent yisits

care

PRECAUTIONS

Practitioner Note: Eoston EQUALEN
Lenses are not sterile poed from the
Authorized Boston Manufacturer, Prior 1o dis-
pensing, clean and disinfect the Iensies) accard-
ing to the appropriate |ens care regimen

25 In conditizns of Iow lluminstion for
ing colors and cantar thicknesses:

Center Thickness
=085 mm
= 035 mm

Special Precautions for Eve Care Practitioners

* Due t the small number of patlents enrciled in
clinical investigation of lznses. all refractive p
ars, design configurations; or ens paramecars
available in the lens material are not
insignificant numbers
sglecting an appropriate lzns design and parame-
ters, the eye care practitioner should sicier all
characteristics of the lens that can affect lens
parformance and acular health, including oxvaen
permiesbility, wettability, central and peripheral
thickness, and optic zene diameter

« The potential impact of these factors on the
patient's ccular health should e carefully
weighed against the patient's need for
correctian: thes 2, tha continuing ocu
health of the patent and lens perfermance on
the eye should be carefully monitored by the
prescribing eye care practitioner

active

= Patients who wear contact lenses ta correct
presiyopia may not achieve the best carrecred
visual acuity for either far or near visian. visual
reguirements vary with the individual and shauld
be cansidered when selecting the most appropn
are type of lens for sach patient




= Aphakic patients should not be fitted with Boston
EQUALENS Contact Lenses until the
determination is rade that the eye has
completely.

= Before leaving the eye care practition:
the patient should be able to promptly
lenses or should have someone
can remove the lenses for him

* Eye care practitionsrs should instruct the patient
ta remaove the lenses imme iy if the eye
becomes red or irritated.

= The presence of the ultraviolet (UV) light absorber
In the Boston EQUALENS Cantact Lens material
may reguir uipment enhancement to visualize
fluorescein patterns adegquately. iRefer to the
Fitting Guide far detailed instructions )

Eve care practitioners should carefully instruct

patients abour the following care regimen and

safety precautions:

+ Different sclutions often cannot be used
together, and not all solutions are safe far use
with all lenses. Use anly recommended solutions

- Do not heat the
and/ar lznses. K
heat.

tting/soaking solution
nem v from extreme

i)
- Always use fresh unexpired lens care
solutions.

- Always Fallow dirsctions in the package insarts
for the use of contact lens solutions.

f a heat ithermal) care system car
the Boston EQUALENS Con Lenses

- Do not usesaliva or anything other than the
recammended salutions for lubricating ar wer-
ting lenses.

rays keep the len
the recommenc ution when th
lenses are not Being 1 S| I ey st

a0 is desired to store the lenses far a lenger

vely immersed in

xd with water and carefully cried
lint-free tissue prior to being ol
n, dry lens storage case. Ideal
lenses should be eleaned and disinfected prior
[0 Insertion

= If the lens stcks (stops movingl on the eys, follow
the recemmended directions on Care
Sricking Lens. The lens shouid move fri

eye for the continued heaith of the eye. IF non
movement of the lens continues, the patient
shouid be instructed 1o immegiately consult his

or her

care practitioner

s, or sprays inthe

=l elell

creams, deos
the lenses. Itis
on-makeup.
to damage 1=

s than oil-lassd

* Do ot touzh contact ingers or

reign materi-

ecting, storing and
instructions in the P It Instructions for the
Boston EQUALENS Contact Lens and tho
preseribad by the care pracition

= Never wear lenses beyond the period recom-
mended by the eye care practitic

« If aerosol preducts such spray are u
ng lenses, exgrcise caution and keg
eyes clased until the spray has settled

= Always handle lenses gently and avoid dropping
them an hard surfaces

id all harmful or irmtating vapors and fumes
while wearing lenses

rises during water a

]

r dactor thealth care practit
ntact len

= inform yo
you vear ce

YL el

ontact lens, up visits a
‘ assure the continuing health
fes. The patient should ke insi
1endad foll

toa recom
ADVERSE EFFECTS

The patent should ba informed that the following
problems may ccour

g, burning, itching lirrivazion), or other

s First placed on

f as a foreign

body, scratche

* Exces

/& watering (tearing) of the syes




¢lean, rinse, and disinfect S
schedule prescribsd by the syve
oner. The use of a cleaning solutan

does not substitute for disinfection.

The leng care ;:rn lucts listed below are recom-

are appropriate for the patient’s use with his or

Rer e

LENS CARE TABLE

Praduct Lens Care System

Purpose Chemical (Mot Heat!

Clean Boston NCE™ Cleaneror
Beston r

Disinfect E* Comfort
Formula Conditianing Sclution

ostan® Conditianing
Store CE* Camfort

Formula Cenditioning Solution
or Boston® Conditianing
Solution

Ml_,\t\ i Easton ICITY" Multl-

ONE §

Boston

the lens thoroughly

1y YOUP Sy Care pracitionsr to
aning solution, mucus. and film
fram the lens surface, and put that lens iInto

e correct chamber of the [ens storags case
the precedure for the

ommendzd by the manu
and/or th & practitioner.
instructions provided in the disir
€laiplE:

=CENg solu-

hem inthe

disinfection, the

» After removing the lense
empty ancd rmse the
saluticns as rmen
manufacturer or the e
allowy case o air dr
is usect again, refill it with s

by the I-'r‘
ctitioner; tr
nen the ¢

15 case at regularin
se manufa

chl* can be us
they are Leing

T (lubrizate) lense:

worn to make them maore comfortable

Ccare pracritioners i
Kly enzymatic cl

Contact iens cases can be a source of bac
growth. Lens cases should be
rinsed with recommendzd b 2ns
ractitoner,
and allowed w air dry. Lens cases should be
replaced at regular intervals as recomimentied
by the lens case manufacturer o
practiticner.
CARE FOR A STICKING (NONMOVING) LENS

If the lens sticks (stops moving/cannot be
remaved, the patient should be instructed o apply
one ta three drops of a recommendzd Jul ru[m;
or rewetting solution directly

unl the &

ement of the lens
nit should

continues 3
immediatal
EMERGENCIES

uld be infarmed that if ¢y

rdening salu-

HOW SUPPLIED
Each leng |

storags
curve; diop
celor, Uv-absorber and lot num

REPORTING OF ADVERSE REACTIONS

el'se reactions cbsery
JUALENS Contacr |

seriols 3
ing Boston
adverse experien

reported to:




= Unusual €ve secretions

» Redress of the-eyes

o Reduced sharpness of 1 ipoar visual acuity)

o Blurred vision, rainbows, or halos argund chiects

ensitvity to liaht (photophahial

« Dry eves
f the patisnt notices any of the above, he or she
should be instructed to

= Immediately remove lenses.

aged, do not put the |
the lens in the storas
care pra ner. If the lens has dirt, an &

ather foreign bedy an it, or the problem
and the lens appears undam the patient
hly clean, rinse, and disinfect the

should thora
{ then reinsart them, After reinsertion; if the

fare canrinues, immediately remove the

lenses and consult the eye care practitioner.

when any of the above problems accur, a serious
condition such as ir'fe"t'\orl corneal ulcer, neovas-
cularization, or Iritis may be present. The patient
should be instructsd to keep the lens off the eye
and seek immediate professional idens
af the problem and prompt treat
Sericus aye damage

FITTING

wentional methods
apply to Boston FQUALE
Contact Lenses, Fora
fitting technigues
Arofessional Fitting and Infarmation Gu
ble from:

Practitioner Mal
Folymer Technc

Professional =itting Cuicdes are alse avalable
oh your Authoriz ton Manufacturer,

WEARING SCHEDULE
The wearing and replacement schedules

should be determined by the eye care practi-
tioner. Patents teng vear the lense
re pra
of adhering to
= Fequ\ar che

Thne Boston EQUALENS Conract Lenses are indi-
cated far daily exrended The maxi-
earing time for these
DAILY WEAR (DURING WAKING HOURS)
ggested daily wear schedule for Boston
IS Contact Lens 13

DAY WEARING TIME (Hours}”

1 4w g

2 6 to 10 hours
3 8 o 14 hours
4 A0ta 15 hours

0

Waking Hours
King Hours
to

5
& and aftar A
*if the lenses continug

tolerated.

Lensas shauld be remaved dally for ning ang
[+ ing for 4 haurs lor cvernight!
wearing

EXTENDED WEAR (OVERNIGHT)
d wearing schedule for Bostan
rUU“\LEIJS Contact Lens for extended wear i5 1o
\rnt\a\lv adlapt I.C dJ\I. wear during the firs

curing all waking hours. Then:
DAY WEARING TIME {Hours)®

2 24 hours a day
"if the lenses continug 1o be

II-Tolerated

The maximum suggesstad wearng tme for B
NS Contact Lenses extended wear is 1
snould be remaved for cleaning
rnight! ar the
ar, ar more fre-

rall patient tolerance.

Ton

week

Guently
LENS CARE DIRECTIONS

Eye care practinoners shauld ravies
lens
information anc
care regimen recs

th the natcnt

General Lens Care
(First Clean and Rinse, Then Disinfect Lenses)

Basic Instructions:

Alhways wash, rinse, anc dry har are handling

contact lenses

arg solutions

commended system of lens care,
not heatl and ¢ Pfu fallow instruz-
- utiarns

t sol
. and nat all
use with all lenses. Do not alter-

tigns an
often canne
tiop are safe
nate gr mix lens care systems unless
indicated on solution labeling or if advised
by the eye care practitioner.

» Do net use saliva or anything other than the rec-
arfmenczd salutions for [ubricating or atTing
lenses. Do not put lenses in the mouth

Il e cleaned, rinsed, and disin-
each time they are removed. Cleaning
and rinsing are r ‘O :awc\,e mucus MJ
film from the len
sary to destroy harr




