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510(k) Premarket Notification -
BOSTON XO Contact Lens Material Kapo 77s

510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
FOR
BOSTON XO

1. SUBMITTER INFORMATION:

Polymer Technology

Global Vision Care

1400 N. Goodman Street
Rochester, New York 14603-0450

2. CONTACT PERSON: Debra Ketchum
Manager, Regulatory Affairs
Address: 1400 North Goodman Street
P.O. Box 450
Rochester, New York 14603-0450
Telephone No.: (716) 338-8638

Fax No.: (716) 338-0702
E-mail Address: dketchum@bausch.com
3. DEVICE IDENTIFICATION:
Classification Name: Rigid Gas Permeable (hydrophobic) Contact
Lens Material
Proprietary Name: BOSTON XO (hexafocon A) Contact Lens
Material
Common Name: fluoro silicone acrylate rigid gas permeable

contact lens material

4. PREDICATE DEVICE:

BOSTON ES (enflufocon A) has been selected as the predicate device for
BOSTON XO (hexafocon A).

5. DESCRIPTION OF THE DEVICE:

The BOSTON XO Contact Lens Material, hexafocon A, is composed of
aliphatic fluoroitaconate siloxanyl methacrylate copolymer.

The color additives conform to 21 CFR part 74.3206. The hexafocon A
material has an oxygen permeability, DK of 100, a specific gravity of 1.26,
and the lens visible light transmittance of at least 70%. The hexafocon A
name has been adopted by the United States Adopted Names Council
(USAN).

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification
BOSTON XO Contact I.ens Material

6. INDICATIONS FOR USE:

The BOSTON XO contact lens material is indicated for daily wear for the
correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes.
The lens may be disinfected using a chemical disinfection system only.

7. DESCRIPTION OF SAFETY AND SUBSTANTIAL EQUIVALENCE:

A series of preclinical testing were performed to demonstrate the safety
and effectiveness of the BOSTON XO contact lens material. The resuilts
of all testing demonstrated that the safety and effectiveness of the
BOSTON XO is equivalent to the currently marketed BOSTON ES contact
lens material. A summary of these results from the preclinical studies is
presented below.

Toxicology:

In-Vitro Cytotoxicity:
USP Agar Diffusion Cytotoxicity was completed in accordance with USP
XXIl. The test article meets the requirements of the Agar Diffusion Test.

Acute Qcular Irritation:
Acute Ocular Irritation test was performed and produced no ocular
irritation.

Systemic Injection
The lens material meets the requirements of the Systemic Injection Test
and is considered non-toxic.

Shelf Life:

The BOSTON XO (hexafocon A) is a hydrophobic rigid gas permeable
contact lens material with <1% water content. This material will be
shipped dry. The data presented supports substantial equivalence of this
BOSTON XO (hexafocon A) contact lens material to the already marketed
BOSTON ES (enflufocon A) contact lens material. Based on the
Premarket Notification Guidance Document for Daily Wear Contact
Lenses, May 12, 1994, shelf-life studies are not required for clearance of
this material.

210

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) Premarket Notification
BOSTON XO Contact Lens Material

Solution Compatibility:

Studies were conducted on blue tinted lens material with the ultraviolet
light absorber. Lenses were run through 30 cycles of cleaning and
conditioning to establish the compatibility of the lens material with the
recommended care regimen. The parameters of ultraviolet and visible
light (UV/vis) spectra, base curve, lens diameter, power and surface
quality were recorded prior to and upon completion of 30 cycles. Initial
and final data were compared. There were no significant changes to lens
parameters after 30 complete cycles.

Clinical Testing

Below is a summary of the clinical study carried out to evaluate the safety
and efficacy of the BOSTON XO (hexafocon A) contact lens material
when used as a daily wear contact lens for the correction of visual acuity.

A total of 128 eyes (64 patients) were entered into the study by 3
Investigators. Prior to entry into this study each patient was required to
read and sign a Statement of Informed Consent. All patients who signed
a Statement of Informed Consent are accounted for in this report. Of the
128 eyes (64 patients enrolled), 102 eyes (51 patients) completed the
study.

The safety and efficacy measures for this study were:

Safety: Adverse Events, Positive Slit Lamp Findings,
Symptoms/Complaints and Keratometry Changes

Efficacy: Refractive Changes, Lens Visual Acuity, Lens VA Line
Changes, Lens Deposits, and Lens Wettability.

The sponsor concludes that BOSTON XO (hexafocon A) contact lens
material is equivalent in safety and efficacy to the predicate device,
Boston ES (enflufocon A).

8. SUBSTANTIAL EQUIVALENCE

The BOSTON XO contact lens material is substantially equivalent to the
currently marketed BOSTON ES contact lens material, which was cleared
in 510(k) Premarket Notification No. K843177 on August 25,1994. The
difference between the two devices is a change in the components.

211

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
9200 Corporate Boulevard

MAY 2 6 2000 Rockville MD 20850

Ms. Debra L.B. Ketchum
Manager. Regulatory Affairs
Polymer Technology
Global Vision Care

1400 N Goodman Street
P.O. Box 450

Rochester, NY 14603-0450

Re: KO00795

Trade Name: BOSTON XO Contact Lens
Regulatory Class: 11

Product Code: 86 HQD

Dated: March 10, 2000

Received: March 13, 2000

Dear Ms. Ketchum:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act
(Act). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class 11T
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirements, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that, through
periodic (QS) inspections, the Food and Drug Administration (FDA) will verify such
assumptions. Failure to comply with the GMP regulation may result in regulatory action. In
addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect
any obligation you might have under sections 531 through 542 of the Act for devices under
the Electronic Product Radiation Control provisions, or other Federal laws or regulations .

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 2 - Ms. Debra L.B. Ketchum

This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to proceed
to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301)
594-6413. Additionally, for questions on the promotion and advertising of your device, please
contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR 807.97). Other general information
on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its internet address
"http://www.fda.gov/cdrh/dsma/dsmamain huml".

Sincerely yours,

7 /m ¢ C.
Nancy C. Brogdon
Acting Director
Division of Ophthalmic and Ear,
Nose and Throat Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) PREMARKET NOTIFICATION
BOSTON EO Contact Lens Material

Polymer Technology
1400 North Goodman Street
P.O. Box 450
Rochester, NY 14603-0450

Indications for Use Statement

510(k) Number (if known): Kk 000 77J/

Device Name: BOSTON XO

Indications for Use:

BOSTON XO (hexafocon A) Contact Lens Material is indicated for daily wear for
the correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes. The
lens may be disinfected using a chemical disinfecting system only.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ‘/ OR Over-The-Counter-Use

__ S

(Division Sign-Off)
Division of Ophthalmic Devices
510(k) Number £=0.00 775

APPX!.dusestions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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—/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
K

‘m Food and Drug Administration
9200 Corporate Boulevard

MAY 2 6 2000 Rockville MD 20850

Ms. Debra L.B. Ketchum
Manager. Regulatory Affairs
Polymer Technology
Global Vision Care

1400 N Goodman Street
P.O. Box 450

Rochester, NY 14603-0450

Re: K000795

Trade Name: BOSTON XO Contact Lens
Regulatory Class: II

Product Code: 86 HQD

Dated: March 10, 2000

Received: March 13, 2000

Dear Ms. Ketchum:

We have reviewed your Section 510(k) notification of intent to market the device referenced
above and we have determined the device is substantially equivalent (for the indications for
use stated in the enclosure) to devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act
(Act). You may, therefore, market the device, subject to the general controls provisions of the
Act. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding
and adulteration.

If your device is classified (see above) into either class IT (Special Controls) or class III
(Premarket Approval), it may be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of Federal Regulations, Title 21,
Parts 800 to 895. A substantially equivalent determination assumes compliance with the
current Good Manufacturing Practice requirements, as set forth in the Quality System
Regulation (QS) for Medical Devices: General regulation (21 CFR Part 820) and that, through
periodic (QS) inspections, the Food and Drug Administration (FDA) will verify such
assumptions. Failure to comply with the GMP regulation may result in regulatory action. In
addition, FDA may publish further announcements concerning your device in the Federal
Register. Please note: this response to your premarket notification submission does not affect
any obligation you might have under sections 531 through 542 of the Act for devices under
the Electronic Product Radiation Control provisions, or other Federal laws or regulations.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 l
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Page 2 — Ms. Debra L.B. Ketchum

This letter will allow you to begin marketing your device as described in your 510(k) premarket
notification. The FDA finding of substantial equivalence of your device to a legally marketed
predicate device results in a classification for your device and thus, permits your device to proceed
to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and
additionally 809.10 for in vitro diagnostic devices), please contact the Office of Compliance at (301)
594-6413. Additionally, for questions on the promotion and advertising of your device, please
contact the Office of Compliance at (301) 594-4639. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR 807.97). Other general information
on your responsibilities under the Act may be obtained from the Division of Small Manufacturers
Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its internet address

"hetp:/ /www.fda.gov/ cdrh/dsma/dsmamain.html".

Sincerely yours,

77.@11 ?/( . é 7;@71 .

Nancy C. Brogdon

Acting Director

Division of Ophthalmic and Ear,
Nose and Throat Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(K) PREMARKET NOTIFICATION
BOSTON EOQ Contact Lens Material

Polymer Technology
1400 North Goodman Street
P.O. Box 450
Rochester, NY 14603-0450

Indications for Use Statement

510(k) Number (if known): kdﬂd 775/

Device Name: BOSTON XO

Indications for Use:

BOSTON XO (hexafocon A) Contact Lens Material is indicated for daily wear for
the correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes. The
lens may be disinfected using a chemical disinfecting system only.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use ‘/ OR Over-The-Counter-Use

_

(Division Sign-Off)
Division of Ophthalmic Devices

$10(k) Number 5000 795

APPXI1.d .
“Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 1 9
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DEPARTMENT OFF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

) Memorandum
From: Reviewer(s) - Name(s) £ \Ca ner M. Fen e~
Subject:  510(k) Number K000 755~
To: The Record - [t is my recommendation that the subject 510(k) Notification:
[IRefused to accept.
[]chuircs additional information (other than refuse to accept).
JZIS substantially equivalent to marketed devices.
COnot substantially equivalent to marketed devices.
De Novo Classification Candidate? . LIvEs {;] NO
Clother (e.g., exempt by regulation, not a device, 'd‘uplioate, etc.)
Is this device subject to Postmarket Surveillance? LvyEs 7 Nno
[s this device subject to the Tracking Regulation? dvEes A NnOo
Was clinical data necessary to support the review of this 510(k)? YES CINo |
Is this a prescription device? KYES 0 No
Was this 510(k) reviewed by a Third Party? LIYES K NOo
- Special 510(k)? CIvEs & no
~ Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers OyYEs &M NOo

This 510(k) contains:

Truthful and Accurate Statement DRequested &< Enclosed
(required for originals received 3-14-95 and after)

X( A 510(k) summary OR Las 10(k) statement

L1 The required certification and summary for class III devices

Q The indication for use form (required for originals received 1-1-96 and after)
Material of Biological Origin [ yES B no

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
LI No Confidentiality [ Confidentiality for 90 days [ Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Code(s) with panel (optionél):

g" H QB C\Gss K

Review: 'qgct/u’(-d/d\ \/ éﬁ—g P ,_\SZZJ il
(Branch ?{ic (Branch Code) (Date)

Final Review:  Jfawey, C g/smd/m\/ R L L{

(Divisiogl)irccﬁr) d (Date)
Revised:8/17//99 -
Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



"aimetal[] 8yl 10 ‘sa]1g UORRILISSELD $81UBY BYL ‘s(4)01S Jayl0 ‘(¥)0Lg sur vt ag Aely ejeq,..,

*paJnbay SaW(atwos s uojjewIe
Ing ‘su0jy uojielloju] aAjjdjJasag uo paseg Ajjewl.

5

aL pajuyy
51930 S| ..

*JB3JU) S} $39JAR(Q (SjUBlUpUAWY-1S0d Paljisse]a

L31E3[Pald, puB pajayiely uaamyag djysuojieay ay;

uojjeuwialag

sjsanbay Y4 "saojaag pajayiely O] S33jAaQ maN ased.

off

A

SJUaWpUaWY-ald)
4oju| [eUO[PPY
Jjsspugns (X)oLs .

\

p g\

Records processed under FOIA Request #2016-1776 Released ON 8/31/16

«u3jeanb3 Ajjenuelsqng,

ON

ON
£8auajeajnby SeA N H\ )\wm>
ajeJjsuolWaQ vleg sauplIoyad i ~ X
padinbay
eleg
30UBWIOMAY oAl
«»«{SOIS[I8JRIRYYD
M3N J0 §)98)J3 $$3SSY 0]
ON  g3jqejjeay ejeq aouBWIopad aly
SOA
wm% 4 233uajeAjnb3 ainsu3 o)
ON (Salis|islorieyg saal 8y} > YBnou3z asjosld soisjialoeleys
10 5}281}3 Bu|ssassy 40}isix3 aANdjasag 8y} aly
SPOYIa 21j1ualas paldasay og N
ON ON SoA

+ «SUOJIS3NY SSauaAjjos)3

Y as[) papuajy]
Q= MAN SEH 23jAa(Q maN

Y
uoneulwialag
Jus|eainby

SPA  s0)SURTIRIRTY MIN SYT0———S3f——

1SS3UBAJ08)1T 10

<
nw.fl.l. 10 A13)eS J0 sadAL MaN 35|BY (e hajes 103y

sonsuajoeieyy <

ON

£°0)8 *s|ejds)ely ‘ubjsag 68
‘soljsuajorleyg [eajbojouyasy

MaN 8yj pinog

ON
«+L(SS3UBAL03Y)T

pue A]ajes uo joedw] J3pisuc)
Aeyy ‘Buipjosg ul) 108))3

Ajlenueisgng JoN,, ‘ S9A

*3}3/an1soubiejg/onnadesay) papuajuy)

3y} 9]l saduUsI3jiIg 8y} 0a

9WES gABH 3JIA3 (] M3N S30(
B A

Jusjeainby

> Aljenuesqng, ag Aely pue asp

papuaju] alleg seH 39|A3g MaN
A

l——
ON

s8
- SJUaLWa)RlS uojjea|pu]

8lWeS aARH 33jA8( M3N $30(Q

A

. 331A3( pajaiel
0} pasedwog sj 83jAsQ MaN

(ponelsaq) ssoo0.d m:_me.co_m_omQ

.o%usjeninbyg jenueisqns, (j)otrs

SOA

ON

£a3us[eAInb3
3jedsuoluaQ ele( sauBwWIoMad

A

:.mmo:w_g_:cm $S3SSY 0}
ajqelleAy ejeq sduellio}iad aly ON
A

30UBLI0}dJ

|
l

ID At CDRH-FOISTATUS@fda.hhs.gov or 301

papasy B
paisanbay m@;o
pajayiely Jo magnoqe
uojlewoju} aaHL9s3g

Questions? Contact FDA/C



Records processed under FOIA Request #2016-1776 Released ON 8/31/16

REVISED:3/14/95

THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 (K)
BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.) .

w"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION

K 000745

Reviewer: E\&GAN M, bl

Division/Branch: b oD \ N e

Device Name: Bas v X0 (Ir-\e;(AX’bumﬁ) RO endpek \ers

Product To Which Compared (510(K) Number If Known) : k:q€d7‘f/

YES NO
1. Is Product A Device e If NO = Stop
2. Is Device Subject To 510(k)? e If NO = Stop
3. Same Indication Statement? / If YES = Go To 5
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
Effectiveness?
5. Same Technological Characteristics? | 1f YES = Go To 7
6. Could The New Characteristics Affect Va If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness // If YES = Stop NE
Questions? '
9. Accepted Scientific Methods Exist? v If NO = Stop NE
10. Performance Data Available? V/ If NO = Request
Data
11. bPata Demonstrate Equivalence? V/ Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to
questions 4, 6, 8, and 11, and every "no" response requires an
explanation.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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1.  Intended Use: The BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens
is indicated for daily wear for the correction of refractive ametropia (myopia,
hyperopia, astigmatism and presbyopia) in aphakic and not-aphakic persons with non-
diseased eyes. These lenses may be disinfected using a chemical disinfecting system
only.

2. Device Description: The device has the same designs and indications for use as the
predicate device. The device 1s manufactured from a new lens material, hexafocon A.
The device is not life-supporting or life sustaining; is not implanted (short-term or
long-term) does not use software; is shipped non-sterile; is supplied for multiple
use; is for home use as a prescription device; does not contain drug or blologlcal
product as a component; and is not a kit. The application contains the appropriate
draft proposed labeling for the device. Additionally, the application contains the
necessary chemistry/ manufacturing information, clinical study of 102 eyes completing
3 months, and toxicology testing which included Cytotoxicity, Acute Systemic Toxicity
and Primary Ocular Irritation tests. The results of these tests demonstrated that the
device is safe and effective for use and is substantially equivalent to the predicate
device.

EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON
PAGE 1 AS NEEDED

1.  Explain why not a device:

2. Explain why not subject to 510(k):

3. How does the new indication differ from the predicate device's indication:
4. Explain why there is or is not a new effect or safety or effectiveness issue:

5.  Describe the new technological characteristics: The device is manufactured from a
new lens material, hexafocon A.

6. Explain how new characteristics could or could not affect safety or effectiveness: The
new material underwent toxicology testing and the applicant provided
chemistry/manufacturing information, and clinical testing which demonstrated that
the device 1s safe and effective for it’s intended use.

7. Explain how descriptive characteristics are not precise enough:

8. Explain new types of safety or effectiveness questions raised or why the questions are
not new: Based upon the information in the application, there are no new safety or
effectiveness questions because the toxicology, clinical and chemistry/manufacturing

information addressed the potential concerns.

9. Explain why existing scientific methods can not be used:

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10.  Explain what performance data is needed:

11.  Explain how the performance data demonstrates that the device is or is not
substantially equivalent: The toxicology data demonstrated that the device is safe and
non-toxic and non-cytotoxic, the clinical data demonstrated that the lenses are
effective in correcting visual acuity in the proposed patient population. The special
controls, i.e., labeling is appropriate for the device. This device is substantially
equlvalent to the predicate device.

ATTACH ADDITIONAL SUPPORTING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date: May 18, 2000

From: Eleanor M. Felton, HFZ-460 /ﬁ/ /

To: Record

Subject: BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens for Daily
Xﬁw of Amendment and Decision Memo
K000795

On May 17, 2000 I received a fax from Polymer Technology which contained revised
labeling for the subject device. The changes requested were provided. The changed
included deleting all reference to the lens material being the #1 doctor recommended,
inclusion of the bifocal/multifocal lens into the Professional Fitting Guide with the other
lens designs, and including the bifocal/multifocal in all other parts of the labeling. The
subject device is substantially equivalent to the predicate device.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date: May 11, 2000
From: Eleanor M. Felton, HFZ-460 /M/ |
To: Record
Subject: BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens for Daily
Iv{(;ifairew of Amendment and Decision Memo
K000795

On May 1, 2000 Polymer Technology provided a response to the concerns sent to them on
April 17, 2000. This information was reviewed and determined to be deficient in the area of
labeling, with all other areas responded to appropriately. A chemistry review May 9, 2000
determined the device to be substantially equivalent to the predicate device. The applicant
provided responses to the clinical concerns regarding decreases in visual acuity and
identifying “other” symptoms. The applicant has provided a Disclosure Statement for the
clinical investigators, and provided revised labeling, The labeling remains deficient because
the applicant promotes the lenses as “The #1 Doctor Recommended RGP Material”. This
is a new lens material and therefore cannot be the #1 doctor recommended material unless
the device was marketed prior to notification to FDA. Additionally, the labeling now makes
reference to a multifocal lens (not previously mentioned). The applicant can keep it in the

labeling but it should be noted that this was not reflected in the previously provided labeling,

The labeling for the bifocal/multifocal should either be included in the Professional Fitting

Guide or, if the applicant desires to keep it separate, provide a complete Fitting Guide for
the bifocal/multifocal. Additionally, multifocal should be included in other parts of the
labeling,

In a telephone call to Debra Ketchum on May 16, 2000 I informed her of the above
mentioned deficiencies. Ms. Ketchum stated that she would send revisions.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date: April 17, 2000

From: Eleanor M. Felton, HFZ-460 St '

To: Record

Subject: Boston XO Rigid Gas Permeable Contact Lens for Daily Wear
K000795

Memo of Telephone Conversation

On Aprl 17, 2000 I called and spoke with Debra Ketchum of Polymer Technology and
provided her with the following deficiencies, concerns, and/or issues for clarification:

The applicant has not provided Disclosure Statements for the clinical investigators.

The labeling, as proposed, is deficient because of the following;

—

The applicant has not provided shipping labels for the device.

The lens description in the package insert and the fitting guide does not show add
powers for presbyopia.

The fitting guide does not have cylinder powers

The labeling (overall) does not show the amount of light transmission

The fitting guide does not provide guidance for fitting the presbyopic patient

The fitting guide contains a precaution regarding reduction in visibility. This precaution
is not provided in any labeling for the patient (the one that really needs to know).

N

SIS A

Identify “Other” symptoms, problems and complaints and reasons for lens replacement.
Correct the typo on page 198.
Provide an engineering drawing of each lens configuration for which clearance is requested.

Provide the manufacturing information regarding thermal polymerization conditions and
alternate designs (e.g. aspheric, bifocal, and toric).

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FROM: Daniel W. C. Brown, Ph.D., Ophthalmic T0x1colog|st 1/ }T/f‘)
\ ” 1y
K000795 Boston XO Contact Lens Material A[ (C/ LJ{

TOXICOLOGICAL REVIEW and RECOMMENDATION

CYTOTOXICITY

Result: As tested, the extract (lenses) was non-cytotoxic.

ACUTE SYSTEMIC TOXICITY

Result: Non-toxic.

PRIMARY OCULAR IRRITATION

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Result: As tested, the extracts were non-irritating to ocular tissues.

CONCLUSION: The toxicological data submitted in this document is appropriate and
adheres to the toxicology guidance as suggested in the guidance document,
PREMARKET NOTIFICATION (510(k)) GUIDANCE DOCUMENT FOR DAILY
WEAR CONTACT LENSES, 1994. The data supports the sponsor’s contention that the
device is biocompatible and is safe for its intended use. Therefore, the referenced device
is recommended for APPROVAL from a toxicological aspect.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Addendum to a Chemistry Review Dated April 3, 2000

This amendment (K000795/A1) is in response to deficiencies listed in the chemistry review dated April 3,
2000.

Comment: Satisfactory

Recommendation

The sponsor has submitted responses for the deficiencies satisfactorily. Approval is recommended from a
chemistry perspective.

~ @ .
T‘Fé;gmen, Ph.D. 5——/?/'10‘”

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Chemist (HFZ-460)
To: The Record

Subject: Manufacturing/Chemistry Review for Boston (hexafocon A) XO RGP Contact Lens,
submitted by Polymer Technology (K000795)

Introduction:

The Boston (hexafocon A) XO RGP Contact Lens, a fluorosilicone contact lens, is indicated for
daily wear for the correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes. The lens may be
disinfected using a chemical disinfection system only. The sponsor claims that the referenced
device is substantially equivalent to Boston ES RGP Contact Lens (K943177).

Manufacturing/Chemistry Review

1. Chemical composition, {SIH

Component Weight % | Mole % Function

Comment: Satisfactory

2. Manufacturing information, [{§jJllJ and Appendix 4

Comment: The manufacturing information about thermal polymerization conditions and
alternate designs (e.g., aspheric, bifocal and toric) was not submitted.

3. Lens-solution compatibility, [PVl

I
— 1

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2016-1776 Released ON 8/31/16

Results: P61-124
The parameters were not significantly changed after 30 cycles.

Comment: Satisfactory

4. Physicochemical properties comparison, [P

icochemical properties Boston XO Boston ES

Comment: Satisfactory

Recommendation

Boston (hexafocon A) XO RGP Contact lenses are a flurosilicone acrylate contact lenses, same as
the predicate device (Boston ES). The sponsor has not submitted the manufacturing information
about thermal polymerizations and alternate designs (e.g., aspheric, bifocal and toric). Upon
submitting this information satisfactorily from the sponsor, approval is reccommended from a
manufacturing/chemistry perspective.

T . : L/ s /.
Hohg M. Chg%, Ph.D. #s /o

W

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Date: April 3, 2000

From: Eleanor M. Felton, HFZ-460

To: Record

Subject: BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens for Daily
Wear
K000795
Decision Memo

On March 13, 2000 FDA received a premarket notification (510(k)) application from
Polymer Technology Corporation which requested clearance for the BOSTON XO
(hexafocon A) Rigid Gas Permeable Contact Lens for Daily Wear. The developmental
names used for are Quantum II, RD-171, and B7-100. These names also appear at various
points within the document. Based upon the limited information submitted, it appears that
the applicant intends to market the lenses in spherical, aspherical, toric, and bifocal
configurations.

The applicant states that the lenses are indicated for daily wear for the correction of
refractive ametropia (myopia, hyperopia, astigmatism and presbyopia) in aphakic and not-
aphakic persons with non-diseased eyes. The lens may be disinfected using a chemical
disinfection system only.

The applicant claims the subject device to be substantially equivalent to the BOSTON ES
(enflufocon A) RGP contact lens material, which was determined to be SE on August 25,
1994 in 510(k) K943177 and K980741. Additionally, the applicant states that Quantum IT
(hexafocon A) and the BOSTON XO (hexafocon A) are the same with the exception of the
BOSTON XO containing 0.5% of a polymerizable ultraviolet blocker.

The applicant provided data and information on the chemistry of the device, toxicological

studies of the device, a clinical study of the spherical configuration of the lens, and proposed
labeling,

*The applicant has not provided Disclosure Statements for the clinical investigators.

The application contains a copy of a letter from USAN, which shows the nonproprietary
name for the device. Proposed labeling for the device consists of a professional fitting

guide, package insert, and a patient care guide. The labeling, as proposed, is deficient because
of the following:

1. The applicant has not provided shipping labels for the device.

2. The lens description in the package insert and the fitting guide does not show add
powers for presbyopia.

3. The fitting guide does not have cylinder powers

4. The labeling (overall) does not show the amount of light transmission

5. The fitting guide does not provide guidance for fitting the presbyopic patient

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6. The fitting guide contains a precaution regarding reduction in visibility. This precaution
is not provided in any labeling for the patient (the one that really needs to know).

The applicant conducted a clinical study of the subject device and the following was noted:

BOSTON XO
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*Other is not explained or specified.

Discontinued Patients
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RECOMMENDATION: I recommend that the applicant be called and asked to provide a
respond to the following;

The applicant has not provided Disclosure Statements for the clinical investigators.

The labeling, as proposed, is deficient because of the following:

—_

The applicant has not provided shipping labels for the device.

The lens description in the package insert and the fitting guide does not show add
powers for presbyopia.

The fitting guide does not have cylinder powers

The labeling (overall) does not show the amount of light transmission

The fitting guide does not provide guidance for fitting the presbyopic patient

The fitting guide contains a precaution regarding reduction in visibility. This precaution
is not provided in any labeling for the patient (the one that really needs to know).

™~

g

Identify “Other” symptoms, problems and complaints and reasons for lens replacement.

Correct the typo on page 198.

Provide an engineering drawing of each lens configuration for which clearance is requested.

Provide the manufacturing information regarding thermal polymerization conditions and alternate designs
(e.g. aspherig; bifocal, and toric).

Concur? ﬁ?{,&we; »,’/’ // Iz / /&

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Screening Checklist
For all Premarket Notification 510(k) Submissions

Device Name: Rosyin 0 (hevcfon 4) RGP Lons Kabo’{'is/
Submitter (Company):
A T
B R
B A
E‘ R D
E E [
c v T
Items which should be included- | A (')
(circle missing & needed information) ﬁ T N 7 IF ITEM
E A IS
D L NEEDED
YES YES ANDIS

1. Cover Letter clearly identifies Submission as:
a) “Special 510(k): Device Modification”

b) “Abbreviated 510(k)"

c) Traditional 510(k)

GO TO
#2,3

GOTOH
2435

MISSING

2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS YR aEm IS
Financial Certification or Disclosure Statement for 510(k)s with a NA YES NO \/
Clinical Study 807.87(i) o
SPECIALS ABBREVIATED TRADITIONAL AND IS
YES | NO YES MISSING

a) trade name, classification name, establishment registration
number, device class
b) OR a statement that the device is not yet classified FDA-may be a classifi
c) identification of legally marketed equivalent device NA '
d) compliance with Section 514 - performance standards
e) address of manufacturer
f) Truthful and Accurate Statement
g) Indications for Use enclosure
h) SMDA Summary or Statement (FOR ALL DEVICE CLASSES)
i} Class lll Certification & Summary (FOR ALL CLASS Ili DEVICES)
j) Description of device (or modification) including diagrams,
engineering drawings, photographs, service manuals
k) Proposed Labeling:

i) _package labeling (user info)

i) _statement of intended use

iii) advertisements or promotional materiais

tion request; see coordinator

i) MRI compatibility (if claimed)

) Comparison Information (similarities and differences) to named
legally marketed equivalent device (table preferred) should include:

i) Labeling

i) intended use

ii) physical characteristics

iv) anatomical sites of use S
v)  performance (bench, animal, clinical) testing NA

vi) safety characteristics NA

m) If kit, kit certification

I Tr

3. “SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS ||

, Il OR RESERVED CLASS | DEVICE

a) Name & 510(k) number of legally marketed
(unmodified) predicate device

2%

b) STATEMENT - INTENDED USE AND INDICATIONS FOR |

*If no - STOP not a special

DCRD form 102 (rey. 04/13/98 4:
Questions? ¢

g#t)act FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 1
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS
LABELING HAVE NOT CHANGED*

*If no - STOP not a special

c) STATEMENT - FUNDAMENTAL SCIENTIFIC
TECHNOLOGY OF THE MODIFIED DEVICE HAS NOT
CHANGED*
d) Design Control Activities Summary
i) Identification of Risk Analysis method(s) used to
assess the impact of the modification on the
device and its components, and the results of the
analysis
i) Based on the Risk Analysis, an identification of
the verification and/or validation activities
required, including methods or tests used and
acceptance criteria to be applied
iii) A declaration of conformity with design controis.
The declaration of conformity should include:
1) A statement signed by the individual
responsible, that, as required by the risk
analysis, all verification and validation
activities were performed by the designated
individual(s) and the results demonstrated
that the predetermined acceptance criteria
were met
2) A statement signed by the individual
responsible, that manufacturing facility is in
conformance with design control procedure
Requirements as specified in 21 CFR 820.30
and the records are available for review.
v IF ITEM
SPECIALS ABBREVIATED TRADITIONAL NEé?)ED
AND IS
YES | NO | YES | NO | YES | NO | MISSING
4. ABBREVIATED 510(K): SPECIAL CONTROLS/CONFORMANCE TO RECOGNIZED STANDARDS - PLEASE
FILL OUT THE STANDARDS ABBREVIATED FORM ON THE H DRIVE
a) For a submission, which relies on a guidance
document and/or special control(s), a summary
report that describes how the guidance and/or
special control(s) was used to address the risks
associated with the particular device type
b) If a manufacturer elects to use an alternate approach
to address a particular risk, sufficient detail should be
provided to justify that approach.
c) For a submission, which relies on a recognized

standard, a declaration of conformity to the standard.
The declaration should include the following:

i) An identification of the applicable recognized
consensus standards that were met

ii) A specification, for each consensus standard,
that all requirements were met, except for

DCRD form 102 (Qu 46182 0BRMIct FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Page 2
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inapplicable requirements or deviations noted
below

iii) An identification, for each consensus standard, of
any way(s) in which the standard may have been
adapted for application to the device under
review, e.g., an identification of an alternative
series of tests that were performed

iv) An identification, for each consensus standard, of
any requirements that were not applicable to the
device

v) A specification of any deviations from each
applicable standard that were applied

vi) A specification of the differences that may exist, if
any, between the tested device and the device to
be marketed and a justification of the test results
in these areas of difference

vii) Name/address of test laboratory/certification
body involved in determining the conformance of
the device with applicable consensus standards
and a reference to any accreditations for those
organizations

d) Data/information to address issues not covered by
guidance documents, special controls, and/or
recognized standards

5. Additional Considerations: (may be covered by Design Controls)

a) Biocompatibility data for all patient-contacting materials,
OR cetrtification of identical material/formulation:

i) component & material

i) identify patient-contacting materials

i) biocompatibility of final sterilized product

b) Sterilization and expiration dating information:

i) sterilization method

iy SAL

iii) _packaging

iv) specify pyrogen free

v) ETO residues

vi) radiation dose

¢) Software validation & verification:

i) hazard analysis

i) level of concern

i) development documentation

iv) certification

Items shaded under “NO” are necessary for that type of submission. Circled items and items with checks

in the “Needed & Missing” column must be submitted befWhe document.
Passed Screening v Yes No Reviewer:

Date: 3’1 | (.1 [3P) Concurrence by Review Branch:%@nqo
)

DCRD form 102 @uetidHe 08kt FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Page3
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Internal Administrative Form

YES

Did the firm request expedited review?
Did we grant expedited review?

N =

N\ X

w

Have you verified that the Document is labeled Class Il for GMP
purposes?
If, not, has POS been notified?

Is the product a device?
Is the device exempt from 510(k) by regulation or policy?
Is the device subject to review by CDRH?

XN O

Are you aware that this device has been the subject of a previous NSE
decision?

9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

10.Are you aware of the submitter being the subject of an integrity
investigation?

11.1f, yes, consult the ODE Integrity Officer.

12.Has the ODE Integrity Officer given permission o proceed with the
review? (Blue Book Memo #191-2 and Federal Register 9ON0332,
September 10, 1991.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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TELEFAX POLYMER TECHNOLOGY

Vision Care Regulatory Affairs
1400 North Goodman Street
Rochester, NY 14609

Tel: 001-716-338-8638
Fax: 001-716-338-0702

To: Eleanor Felton
Fax: 301 480 4201
From: Debra Ketchum
Date: 5/17/00

Pages including this
cover page: 31

Dear Eleanor,

Attached 1s the revised labeling discussed yesterday. The revisions reflect the following:

1. The Bifocal/Multifocal Fitting Procedure has been included in the Professional Fitting
and Information Guide.

2, In the Introduction section of the Patient Care Guide, “Bifocal/Multifocal” has been
added.

3. The front pages of the Professional Fitting Information Guide, Package Insert and Patient

Care Guide include “Bifocal/Multifocal”,

4. The parameter sections of the Professional Fitting Information Guide and Package Insert
reflect “Bifocal/Multifocal” parameters.

5. In the Wearing Restrictions and Indications Section of the Patient Care Guide, “daily™ has
been added.
6. “4#1 Doctor Recommended RGP Material” has been removed from the flat pack card.

Should you have any questions, please contact me.

Sincerely, @,{’&A& Z_( {’_' A

Debra Ketchum
Manager, Regulatory Affairs

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PROFESSIONAL
FITTING AND
INFORMATION
GUIDE

BOSTON XO

(hexafocon A)

Spherical & Asphetical Contact
Lenses for Myopia & Hyperopia.
Bifocal Multifocal Conitact Lenses toq
Presbyopia and Toric Lenses

to Correct Astigmatisni in

Not aphakic and Aphahic Persons

CAUTION:
Federal Lave Profubils Dispensing
Without a Prescription
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Pre-Atting Bamination
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In-Office Care of Trial Lenses
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Clinlcal Assessment
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Optimizing Fitting Characreristics
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Care for 3 Sticking (Non-Moming) Lens
Laboratory Lens Cleaner
In-Office Lens Modifications
Remowal of Surface Deposits
Reporting of Adversa Reactions
How Supplied
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PRODUCT DESCRIPTION - BOSTON XD

The BOSTON XQ Contact Lens material. hexafocon A,

Is composed of aliphatic siloxanyl flucromethacry-
late copolymer with an ultravioler absorber. The
tinted lenses contain the foliowlng eolor additives:

Color Color Actditive
Ice Biue D & C Green No, &
Violet D & C Violet No. 2

The BASTON X0 Contact lenses are 3 hemispherical
shefl of the following dimenslans:

Spherical Lans Design

Power Range -20.00D to +20.000

In 0.25D Increments
7.0 mmto 11.5 mm
5.00 mm to 9.00 mm
in .01 mm Increments

Dlameter
Base Curve Range

Aspherical Lens Desions

fSome of these designs are patented;
manuracture of tese lerrses in Baston X0
mexafocon A matenials are autnorized to
Hcensed iabs only)
Power Range -20.00D to +20.00D
in 0.25D Increments
7.0mmto 11.5 mm
6.00 mm t© 9.20 mm
in 0.01 mm increments
Bifocal/iultifocal Lens Desligns
Some of these designs are patented;
manufacture of these iensas in Baston X0
Mexafocon A materials are autharized to
Hicensed 1abs onty}
-20.00D to 420.000
in 0.25D Inqements

Dlamerter
Base Curve Range

Power Range

Dlameter 8.5 mm to 11.5 mm
8ase Curve Ranga 6.30 mm to 9.50 mm
in .01 mm increments
Segment Halghts -2.00 mm to +1.00 mm
in 0.5 mm inGements
Aqd Powers +1.00D t© +3.75D
In 0.5D increments
Prism Ballast 05 10 3.5 prism diopters
in 0.5D Incements
Torie Lans Designs
Power Range -20,00D to +20.000
. In 0250 inqements
Dlameter 7.0 mm to 11.5 mm
Base Curve Range 6.80 mm to 9.50 mm
in 0.0 mm iIngements
Tariclty Up to 9.00 Diogters

The lenses described above can have 3 center thick-
nexs of 0.07 t 0,65 mm that will vary with lens
dexign, power and diameter,

The phvysial/optical praperties of the lars o

Spedific Gravity 1.27
na;r“zw;ma 1415

Lighe Al nce (640 nmi 46 I Blue
hgm'brlz unitsAnch 55 Violet
Ught Transmittance* 2%
~Average KT (400-800nm)

Surface Character Hydraphaobic
Wetting Angle 43°

Water Content %

Oxvgen Permeabliity 1407 (100°")
x 10™ lemy® Oy - g/ - sec . mmHg! @ 35" C}

**polaragraphic method (ISO/Fatn

2

tions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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% fransmizaion

o~ Lens
0 - v o ——— - !
W Ep e W OO YW am
Wvalangth {rm)

BOSTON X0 - 0.07 mm thick BOSTON X0 (ke Biue)
CDRNEA - Human corhiea from a 24-year-old per-
son as desaribed In Lerman, 5.,

the Eve MacMillan, New York, 1880, p. 58.
CRYSTALLINE LENS - Human crystalline lens from

2 25-year-old person as described in Waxler, M.
Hitchins, V.M.,

CRC Press, Boca Raton. Horlda, 1986, p. 19, figure 5,

NOTE

The effectiveness of wearlng UV-absorbing contact
lenses in prevendng or redudng the incdence of
ocular disorders associated with exposure to UV
light has not been established at this tme.

WARMNING

Uv-absorbing contact lenses are NOT substitutes
for protective Uv-absorbing eyewear such as UV-
absorbing goggles or sunglasses. Persons shauld
continue to Lse thelr protective UV-absorbing
eyewear as directed.

ACTIONS

BOSTON X0 Contact Lenses when placed on the
cornes act as a refracting medium to focus light
rays on the retina.

INDICATIONS

BOSTODN XO Contact |erses are indicatad for daity
wear for the correction of refractive ametropia
(myopla. byperogla, astigmatism and presbyopia) in
aphakic and not aphakic persons with non-diseasexd
eyes, These lanses may be disinfect=d using a
chemical disinfecting system only.

CONTRAINDICATIONS (REASDNS NOT TO USD

DO NOT USE BOSTON XD Contact Lenses when arry
of the following conditions exist:

= Acute or subaaute Inflammation or Infection of
the anterlor chamber of the eye

* ANy eye disease, injury, or abnormality that
affects the comea, conjunctiva, or evelids

« Savere Insuffidency of lacrimal secretion (dry
eyes)

« Comeal hypoesthesla (reduced corneal sensitivity),
If not aphakle

= Any systemic disease that may affect the eve or
be exaggerated by wearing contact lenses

* Allergic reactions of ocular surfaces or adnexa
that may be induced or exaggerated by wearing
CoNacT lenses or using contact lens selutions

« Allergy to any Ihgredient In a solution which
is to be used to care for the BOSTON X0 Conmact
Lenses

* Any active cormneal infertion {bacterial, fungal. or viral)
* Red or iritated eyes

Patients should be advised of the following warnings
pertaining to contact lens wear;

* Problems with contact lenses and lens care progd-
Lces could result in seriows Inkary to the eye. It
Is essentlal that gatlents follow thelr ayecre
practitioner’s directions and all labellng instruc-
tions for proper use of lenses and lens @re prod-
ucts, Induding the lens @se. Eye probiems,
induding comeszl ulcers, can develop rapidly and
lead {0 loss of vision.

* (aily wear lenses are mot indicated for overnight
weat, and padents should be instructed not ta wear
lenses while sieeping. Clinkeal studies have shown
that the risk of serlous adverse reactions s Ingeased
when dally wear lenses ara womn overnight

* Studies have shown that contact lens wearers
who are smokers have 3 higher Inddence of
adverse reactions than nonsmokers.

* ¥ a patient experiences eye discomfort, excessive
tearing. vision changes, or redness of the eye,
the patient should be Instructed to
rerove lawses and promptly contact his or her
eyecare practitioner.

Pracitioner Noter FOSTON XO Cortact lenses
are hot sterlle when shipped from the
Authorized BOSTON Manufacturer. Prior to dis-
pensing. dean and disinfect the lensles) aecorg-
Ing to the appropriate kens care regimen.

* Patierts may experience a reduction in visitiity while
wearing these ienses In conditions of low Hliumina-
tbnﬁ:rmefdbudngwh'arduams-dim:

Thickngss

Color Canter
Ice Blue >0.65 mm
Violet >0.65 mm

Spedal Precauttions for Eyecare Practitioners:

* Due to the small number of patients enrolled in
dinical imvestigation of lenses, alf refractive pow-
ers, design configutations, or lens parameters
available In the lens material are not evaluated in
signifiant numbers, Consequently, when select-
ing an appropriate lens design and 2
the eyecare practitioner should consider all char-
acteristics of the lens that can affect lens perfor-
mance and ocular health, induding oxygen per-
meabliity, wettahility, central and peripheral thick-
ness, and optic zone diameter.,

« The patential impact of these Factors on the
patient’s ocular heaith shouid be carefuity
weighed agalnst the patient's need for refracgive
correction; therefore, the continuing ocular
hezith of the patient and lens performarice on
the aye should be @refully monitored by the
prescribing eyecare practitioner.

* Patients who wear contact jenses to correct pres-
byopia may not achieve the best corrected visual
acuity for either far or near vision. Visial require-
ments vary with the individual and should be
considered when selecting the most appropriate
type of lens for each patient,

= Aphakic patients should not be fiteed with
BOSTON® XO Contact Lenses unth the: determina-
tion Is made that the eve has healed completely.

* Before leaving the eyeare practtioners office.
the patient should be able to properly remove
lenses or should have someone else avalfable who

Gn remave the lenses for him or her, 7

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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* eyecdie practitioners should instruct the patient
to remove the lenses Immediately if the eye
becomes red or irritated.

* The presence of the ultraviolet (UV) light absorber
In the BOSTON X0 Contact Lenses may require
equipment enhancernent to visualize fluorescein
patterns adequately. (Refer tn the ATTING PROCE-
DURE for detzlied Instructions.)

Evecare practioners should carefully instruce
patients about the following @re regimen and
safety precautions:

= Different solutions often cannot be used
together, and not all solutions are safe for use
with all lenses. Use only recommended solutions.

— Do not heat the conditioning/storage solution
and lenses. Keep them away from extreme heat.

— Always use fresh unsogpired lens care solutions,

- Always follow directions In the package inserts
for the use of contact lens solutions.

~ Use only a chemical (not heab lens care systemn,
Use of a heat (thermal) care system can warp
the BOSTON X0 Contact Lenses.

~ Sterile unpreserved solutions. when used.
should be discarded after the ime spedfied in
the labeling directions.

- Do not use safiva or anything other than the
recommernded solutions for lubrcating or
wertting fenses.

~ Always keep the lensizs completely immersed In
the recommended storage solutian when the
lenses are not baing worn (stored), I dry stor -
age s desired to store the lenses for a longer
period of time, they must first be deaned,
rinsed with water and carefully dried by blotting
with a scft lint-free tissue prior to being placed
in 3 denan, dry lens storage case, ideally, these
lenses should be deaned and disinfected prior to
Insartion.

= If the lens sticks (stops rmaving) on the eye. fol-
low the recommended directions on Care for a
Sticking Lens. The lens should move fresly on the
€eye for the continued health of the eye. If non-
mavement of the lens contdnues. the patient
should be instructed t Immediately consult his
or her eyecwe practtoner.

= Always wash and rinse hands before handling
lensex. Do not get cosmetics, latlons. soaps,
aeams, deodarants, of sorays In the eyes or on
the lerses. [t ks best to put on lenses before putting
On Makeup. Water-based cosmetics are less likaly
to damage lenses than oll-tesed products.

= Do nat toudh contact fenses with the fingers or
hands if the hands are not free of foreign mater!-
als. as microscopic saratches on the lenses may
ocnur, cusing distortad vision and/or Injury to
the eye,

 Garefully follow the handiing, Insertion, removal,
deaning, disinfecting, storing and wearing
Instructions in the Patient Instructions for
BOSTON XD Contact Lenses and those Instructions
provided by the eyecare practitioner.

= Never wear lenses beyond the perlod recom-
mended by the evecare practitioner.

= If aerosal products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes dased until the spray has settied,

+ Always handle lenses gently and avold dropping
them on hard surfaces.

= Avold ali harmful cr irritating vapars and fumes
while wearing lenses.

T T B s 5 F.or 2B
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« Ask the eyecare practiloner about wearing lenses
during water activities and other sports,

* Infarm the patent to alert thelr haealth care prac-
titioner (doctor) that they wear contact lenses.

» Never use tweezers or other tools to remove
lenses from the lens case unless spedfially indi-
Gted for that use. To remove the lens from the
case. pour the solution contalning the fens into
the paim of your hand,

« Do nat touch the lens with fingermalls.

* Always contact the eyecare practitioner before
using any medidne in the eyes,

* Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment or may requira that the
patient not wear contact lenses,

* As with any contact lens, follow-up wisits are
necessary 1o assure the continuing health of the
patient’s eyes. The patlent should be instructad
as to a recommended follow-up schedule.

ADVERSE EFFECTS

The patient should he Informed that the following
probiems may occur:

= Comfort Is less than when lens was Arst placed
on the eye

* Feeding of something in the eye such as a foreign
body, saratched area

* Excessive watering (tearing) of the eyes

If the patient noUces any of the above symptoms,
he or she should be Irstructed to:

nediately remove loreses

If the discomfort or problem stops, then
dosely inspect the lens. If the lens Is In any
way damaged, do not put the lens back on the
ays. Place the lens In the storage case and
contact the ayecare practitioner.

If Me lens has dirt, an eyelash, or other foreign
body on It, or e problem stops and the lens
dppears undamaged, the patient should thor-
aughly clean, Nnse. and disinfect the lenses;
then reinsert them. ARer relnsertion, If the
problem continues. the patient shauld imme-
diately remove the lenses and consult the eye
Gare practitioner.

The patent should be informed that the fol-
lowing problems may also oceur:

* Eyes stinging, burning, itching Urritation), or
ather aye pain

* Redness of the eyes.

= Redyced sharpness of vision (poor visual acury)

« Blurred vision, ralnbows, or halos aroungd
onjects

* Sensitvity to light (photophobia)

 Dry gyes

if the patient notices any of the above symp-
tons, he or she should be instructad to:

Imediately remove enses

Whan any of the above problems occur, a ser-
Ous condition such as Infection, corneal ulcer,
neovascularization, or irfitls may be present.
Tne patlent should be Instructed to kesp the
lens off the eye and seek Immediate profes-
slonal Identification of the problem and
prompt treatment to avold serious gye damage.

32
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SELECTION OF PATIENTS

BOSTON® XO Contact Lenses are rigld gas perme-
able lenses for the dally wear patient who may
require the comection of visual acuity far myopla,
hyperopla, astigmatism or presbyopla. BOSTON X0
lenses are sultable For patlents who have never
wom contact lenses, for current PMMA wearers,
for patients wanting tu upgrade their current rigld
gas permezble lenses, as well as for some patients
who have been unsucosssful with soft contact
lenses.

HTTING PROCEDURE OUTLINE

1. Pre-Fitting Examination

2_Initial Lens Diameter Selection

3, Inittal Lens Base Curve Selectan

. Initial Lens Evaluation

. Initial Lens Power Selection

. Initial Lens Center Thickness Setection
- Remaining Lens Parameter Selection
, Foliow-Up Care

HTTING PROCEDURE
1. Fre-fitting Pamingtion
A pre-fitting patlent history and exarmninstion are
nNecessary to:
= determiing whather a patient is a suitable man-
didate for dally wear or extended wear contact
lenses (consider patient hyglene and mental
and physial state),
* make ocubr measurerents for nital contact
lens parameter selection,

» collect. and record baseline dinical Information
o which post-fitting examination results can
be compared,

A pre-fitting examination should indude distance
and reading refraction, keratometry and siic
lamp envaluation to rule out any contraindicstons
to contact lens wear, Careful assessment of the
comea. lids. conjunctiva and pracomeal tear Aim
estahilshers 3 baseline against which the practiion-
er Gan compare any dhanges resutng from oon-
tact lers wear,

2. initial Lens Dianveter Sciartion

For minus lenses, an initial Iens dameter of

9.6 mm Is recommendext. For plus lenses, an
initial lans dlameter of 9.2 mm s recommended. 1t
is important that the optical zone of the lens cov-
ers the pupil adequatiely. even, in dim liumination,

X initial Lens Base Curve Rxdius Saleetion

The |nitial base curve radius selection Is primarily
a function of the lens diameter selected and the
amount of comeal astigmatism present:

Step One:
Measute cantral cornesl curvature and identify
the Aat K (lowest dioptric power).

bampie:

K =42,75/4875 @ S0 Fat K = 42 75D {7.90mm]
The “flat K~ Is used as a reference point from
which the Base Curve Radjus is chosen.

Step Twa:

Galeulate: the corneal astigmatism (difference
between the flat and steep K.

in Tnis Example;
K=42.75/44.75 @ 90 Corneal Astigmatizm =
2.00D

StEp Three

Calculate the Base Curve Radlus by refevring to
the Corneal Astigmatism Factor Chart For a given
lens dlametzr.

Example: K = 42,75/44.75 @ 90 Fat X = Y90 mm

« Corneal Astigmatism » 2.00D

AN N

* Lens Diameter = 9.6 mm
* Initial Base Curve:

Flat k 42750 7.90 mm
+ Comeal Astigmatism Factor 0.25D sueer i racx
= Initial Base Curve 42.50D

* Base Curve Radius 42.50D =794 mm

Smiact 9.2 mm ar 9.6 mm ksl dameter
use Dase S CEaing
tism Factors*

0.75 to 1250
1.50 to 2,000
2250 2750 on fiat °K

3.00 tp 3.500 0.25D steepar

“This chart assumes an opticat zone that &
1.4 - 1.6 mm smaller than the jens dianeter.

Patlent comfort is largely determined by lens
positioning on the cornea, A slightly superior,
lid-attachment positianing Is generally preferred
to enhance comfort and encourage normal
blinking patterns. ideally. the upper edge of the
lers shouid be located at or near the superior
limbus and remaln covered during each bilink.

A central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge {ift and edge contowrs that are
rolied slightly inward to reduce bink-refated
sensation. inferior lens positioning, which inter-
feres with normal blinking and promotes lens
binding and 3-9 staining, should be avoided,

Notes for fitting the hyperopic eye:

Sngle-cut plus ienses tend t positon low. IF the
Inferior decenwration Is modest. this design may
be preferable, espedally for smaller comeas. In
many cases, (erticular-designed plus lenses offer
better centration and mere predictable bink-
induced lens movement. Spedal artention must
be directed to the edge design of Intes lpebrai
lentcutar lenses t nsure that they provide min-
Imal lid sensaton by being well-tapered and
rolled slightly inward,

R Fuorescain Pattarn

Tyoically, the fluorescedn pattern of the final lens
should show some mild apical bearing (‘feather
touch) or allgnment and the absence of petiph-
aval bearlng over more than 180 of Its Groum-
ference, Excessive apical pooling or bearing
should be avolded, A moderate adge lift is nec-
essary o permit the edge of the lens to siide
over the comeal surface with minimal resistance.

The presence of the UV-absorber in the BOSTON®
X0 thexafocon A Coivtact Lenses may reguire
equipment enhancement to vsualize fiuoresesin
patterns adequately, A simple, inexpensive
approach s the Use of an audliary yellow Kodak
Wratten #12 firter In conjunction with the cobait
biue fitter of the: blomidrosaope,

Sit Lamg Appiicavion 0F desiredr

1. All aistomary ight Intansities and filter
settings (Cobalt Blue) are left In place,

2, The Kodak Wratten Fliter #12+ fyeliow) |s
secured on the patient side of the skit lamp
microscope with a small plece of adhesive
@Epe,

Burton Lamp Appilication tnecessaryr:

1. Replace blue bultss with ordinary white buibs.

2. Place Kodak Wrarten Fiter #47* (blue) over
white bulb aren,

3. Place Kodak Wratten Filter #12 (yellow) over
patlent side of viewing lens.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4. Use system in usual manner. & Inftial Lens Cenrtor Thickness selection
rportant Note Use of the Wratten fiiters For best dinical resuilts, the evecare practitioner
will also enhance the view of non-UV rigid should always specify center thickness as part
lenses and corneal fluorascein evaluation. of the complete presaription. The stabllity and

flexural resistanae of BOSTON® X0 (hexafocon A)
permit the use of a wide range of center thick-
nesses and designs.

“Wratten #12 and #47 fliters are available from
Authorized BOSTON Manufacturers In the
following kits: #7503 Skt Lamp Fliter kit, #7502

Burtan Lamp Modification Kit. For eyes with less than 1.25 diopters of cornesl
toridty cons followl ckness
5 . . lzblgfv nsider the following standard th
A Brrwirical Fitting Minus Lens
Step Onex Centcr Thickness
Follow the steps for INITIAL LENS DIAMETER and
URVE ON. Lama Rucomenanded
BASE CURVE RADIUS SELECTI —— e
Step Twox Plamo 0.18
Employ the rules of SAM (steeper add minus) or o) o
FAP (flatter add plus! to determine lens power -z.uo 0‘1 =
Example _3_‘ .15
Spectade Rx; -3,00-1.50 o 180 o —
K Raadings: 42.75/24.75 @ 30 - -
500 013
Hat K = 42.750 (7.90mmi 00 512
Carneal Astigmatism: = 2.00D 7.00 0.1
\ens Diameter = 9.6mm 4 0.10
Initial Base Curve: ,
Fat K = 4275D 7.90 mm In cases where corneal toridty Is 1,50 diopter or
+ Comeal Astigmatism Factrr 0,250 muter then it e greater, consider adding D.01 mm of thickhess per
= Initial Base Curve 42.50D dioptey of cyiinder to the center thickness bl to
8ase Curve Radius 42.50D = 7.34 mm oontret blink-inducexd Aexure,
Since the hase aurve [s 0.25D Aatter than K, 7. Ramaining Lenes Parameter Selection
employ the FAP prindpie to determine contact The final presaiption should be provided to the
lens power, Authorized BOSTON Manufacturer in a format
Base Curve: 42.500 ous murmr tan A s which indudes:
Sph power of spec Rx: -3.00D « base crve: « center thickness
FAP agjustment «+0225D) ; diameter . °pu,°hzw°"e,
Lens Power -2.75;0 " power * perl cunves
The lens In this example would be ordered as: By specifying the complete design, practitioner

Sucoess and patient satisfaction are iInoessed. The

Base curve: 42.500 following suggested designs have proven suoess-
Power. -2.750 ful in dinical testing. Your Authortzed BOSTON
Diameter: 9.6mm Manufacturer may also offer suggestions
B. Trial Fitting regarding kevs design.
Seep One
Perform a spherical refracion over the best- Sefect remalning lens
fitting trial lens, D:er:meta"&{apﬂca:;ne &
Shep Twa, 2 an
If the spherical power of the over-refraction is Shecify 80 - 82 mm
greater than 4.75D, eorrect for the vertex distance. optic 2one
. instruct manufacturer to piend
Example: -S.00D at 12 mim=-4.75D at the cornea
45.000 at 12 mm=.5,37D at the cormea to Ainished size
Step Threa Spediy pevipheral arve
Combine the spherical over-refraction (corrected wy_/—/
for vertex distana: If appropriate) with tha power for o
of the trial lens to obtaln the final mntact lens 92 ramn 94-98mm
power ordered. drvoter dameter
Example: Trial lens -3.000
Over-refraction (+)+1.000 Perigheral Qurves Puripheral aarves
- n = E]
Power to order -2.00D WRf  03mm OImm |[Wth 03 mm 03 mm
Rxla” 0Amm  23mm | el 1.2 mm 28mm
Vartex Conversion Chart “natter qon 8. *Ratrer than 6.C
N2 i gizemice:
R gy e ;,: ‘\ ,.".:lk ;.)‘4:; RIGIVTNT SRS TR
Fovrcios oo eivraic by BUERITRITLS] QErRID ITRN) -8 m m

a. Follow-up examinations are necessary to
ensure eontinued successful contact lens
wear. From the day of dispensing, a coriven-
tional follow-up scheduyle for dally wear shouid
be maintalned.

b. Priot to a follow-up examnination, the contact
lenses should be worn for at least 2 contjny-

ous hours and the patient should be asked m}g |

ower-refracton (D}

Cottesponding
Power
Compeyisation (D)

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Identify any problems which might be accur-
ring related to contact lens wear,

c. With lenses in place on the eyes, evaluate fit-
ting perfarmance to assure that CRITERIA OF
A WELL-FITTED (ENS continue to be satsfled.
Examnine the lenses dosely for surface deposi-
tion and/or damage.

d. After the lens removal, conduct a thorough
hiomicroscopy examination.

1} The presence of vertical corneal strise in the
pesterior central cornea and/or corneal
reavascularization is indicative of excessive
corneal edema,

2) The presence of comeal stalning and/or
limbal-conjunctival hyperemia can be indica-
tive of an unclean Jens, 3 reaction to solu-
tion preservatives. excexssive lens wear,
andsor a poorly fitting lens.

3) Paplllary corjunctival changes may be indica-
tive of an undexn and/or damaged lens.

If any of the above observations are judged
abnormal, varlous profassional jJudgments are
necessary to alleviate the probiem and restore
the eye to optimal conditions, If the CRITERIA OF
A WELL-FITTED LENS are not satisfied during any
follow-Up emmiration, the patient should be re-
fitted with a more appropriata lens.

IN-OFFICE CARE OF TRIAL LENSES

Eyecare practitioners sholld educate conmct lens
technidans concerning proper care of trial lenses.
Prior to reusing in a dlagnostic procedure or
before dispensing to a patient; lensas should be
sUface deaned and disinfected,

Practitioner Notez The BOSTON® X0 Contact
Lenses are not stexfle when shipped from the
Authorlzed BOSTON Manufacturer, Prior to dis-
pensing, dean and disinfect the lensies) accord-
Ing to the appropriate lens care regimen.

RECOMMEMDED INITIAL WEARING SCHEDULE
Although many practitioners have developed their
own inftial wearing schedules, the following
sequence Is recommended as a guideline. Patients
should be cautioned to carefully follow the wearing
schedule recommended by the eyecare practition-
er regardiess of how comfortable the |enses feel,

BOSTON X0 Contact Leanses are indicated for dally
WeEar. The MDA suggested wearing time for
these |enses Is:

DAY WEARING THE: (Mours P
1 4 to 8 hours
2 6 to 10 hours
3 8 to 14 hours
4 10 to 15 hours
S 12 to All Waking Haurs

6andafter Al Waking Hours
*if the lenses continue t be well-tolerated

CLINICAL ASSESSMENT

WADBNING: BOSTON X0 Contact | énses are NOT
intended for overnight (exterided) wear.,

1. Criteria of a WellFiteed Lens

Padent convort is largely determined by lens
positioning on the cornea. A siightly superior,
lid-ateachment positioning Is generally preferreg
to enhance comnfare and encourage pormal
biinking patterns, ideally, the upper edpe of the
lens should be located at or near the sugerior
limbus and remain covered during each blink A

central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge It and edge contours that are
rolled slightly inward to reduce bllnk-related sen-
sation. Inferior lens positioning, which interferes
with normal biinklng and promates lens binding
and 3-9 staining, should be avalded,

Typically, the Fluorescsin pattern of the (ens
should show some mild apical bearing (‘feather
touch) or alignment and the absence of periph-
eral bearing over mare than 180" of its craum-
ference. Excessive apical pooling or bearing
should be avoided. A moderate edge lift Is nec-
essrY  permit the edge of the kens to slide
over the comeal surface with minimal resistance,

2 Optirnizing FAtting Characteristics
In order to achieve optimal performance, It is
often necessary to modify the initial lens para-
meters. Practitioner observations and interprets-
tion of lens pasitioning, fluorescein patterns,
and lens movement are essential to this procass,
The follewing chart summarizes cammon fitdng
relationships,

TNITIAL LENS ASSESSIMENT
TR Too steep 700 Flx
Fluor=rein Parallal to Excaysive Apical Excestive
ﬂPam'n wa;mﬁ foaling Abkal Goaring
Moderate Edge  Minimum Edge  Excacive Eage
Lifr Lirr Lirc
Posttion Gevered Supesor
Sightly Supsvior  Irferior Unstabin
Moverment  1-2 rm Le=s Than 1 mm  More Than 2 mm
Comfoxt ht Inina Infdally Uncomfortani
?aevsaﬂnn Comfartable °
Disposttion  Prescritbe Sejert Flatier Sedect
BemCurve  Bam Cirve
of stafler ar
- dameter

X Probiam Soiving

Parsistant excesive lant awareness: This
problemn may be due t: the use of Incompatible
e products; improper use of care products
{i.e.. lens deaning just prior m Insarton): three
and nine o’dock staining; deposits on the con-
Gve lens surface: accumulaton of mucus under
the lens; poor exige deslgn, incomplete blinking
or steeply fitted lenses,

Threa and nine o'dlock stainkng: f the lens
positions low, it shouid be redesignext to achieve
a higher position so as to avoid a false biink pat-
t=m. The lens pariphery should be well tapered
and Its edge rolled slightly Inward to minimize
Upper §d sensation and avold incompiete refiex
blinks. I the lens pasitions centrally, the diame-
ter should be reduced. the periphery well
tapered and the edge rolled slightly Inward,
Complete: blinking should be encouraged, Above
all. be certain that the lens has not been fitted
too steeply.

Genaraled comeaal staning: in cises of
diffuse staining not apparentiy related to back
surface deposits on the lens, solution or preser-
vative Incompatibility should be ruled out.

Oasar rednes without staining: This prob-
lerm may be caused by some component of
tha care solutions such as preservatives or the
presence of pingueculae, infectious or allergic
conjunctivitis. or inadequate fens lubrication,
induding excessive muars accumuiation as
oceurs In dry eyes,
Excessive Of lens deposits
This unusual prablem may be related to:
increased mucus production, Le., GRC, keratitis
sicca. chrenle allergles, ete. The more frequent
Use of the BOSTON® Rewstting Drops may be 3 é
/

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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halpful in these cases, However, exaessive depo-
sition has been found to be most often related
to Inapprapriately polished lens surfaces which
simulate an orange pee| appearance visible only
with magnification of 20X or greater. In many
cases, deposits are easily removed by deaning
with ariginal BOSTON Cleaner, BOSTON Advance
Cleaner and/or BOSTON ONE STEP Liquid
Enzymatic Cleaner. However. |n extreme cises, |t
may be necessary w lightly polish the lenses
with the BOSTON Cleaning Polish. In the event
that deposits cainnot be removed by deaning or
poiishing, the lens should be replaced,

Lens sarface ary spots The presence of dis-
oete non-wetting areas on a new or recenty
modified or polished lens are usually due to the
persistence of hydrophobic products used dur-
ing lens fabrication. These hvdrophoble contami-
nants have a greater affinity for BOSTON® X0
{thexafocon A) patymers and i pot removed with
the BOSTON® Laboratory Lens Cleaner, the lenses
should te rerurned to the Authorized BOSTON®
Manufacturer for a spedal solvent cleaning.

Other causes of loss of surface wettability
Include: surface contamination with cosmetics,
halr spray. skin preparatons; inadequate tear
lutvication; Incampiete biinking: the use of
Incompatitde preserved care selutions: and dry
lens stowage,

Unstalie vislore This problevn may be due o
excessive blink-induced lens flexure resutting
from a steep fit. Unstable vislon may aiso resuit
from excessive hiink-Induced lens moverment. an
axcessively small optical 2one diameter. or sur-
face dry spots,

Reduced contact lens-corvected vision:
Redueed vision correction unrelated to changes
In refractive error mav be due to lens warpage,
fromnt surface deposits, or switched lenses.

Repantexd lens braattager Lens breakage prob-
lems may be due to careless handiing or storage
procedures (see Patient instructions booklet.

&
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distance vision, the majority of the pupll Is
covered by the distance 2one, For hear vision,
the malority of the pupil Is covered by the
nesir zone as tha lens transiates (moves
upward) In downgaze, This deslgn Is prism
ballasted to enhance stablization,

Fitdna Principles
1) Trlal fitting s always recomrmended.

2) The base curve radius and distance powers
are chosen using conventional techniques,

3) The near add power Is based on the patient's
refraction,

4) The diamester is chosen to place the sagment
line, which divdes the distance, and near
zones at or slightly below the inferior pupll
marain.

$) with blinking the iens should mave 1-2 mm.
The segment lina will ralse above the inferior
pupil margin but should drop quickly. ¥ not.
distance vision wiil be adversely affected.

6) Decrsasing lens movement will generally
improve distance vslon. The following fitting
adjustrments wil generally dxresse movement:
- Incegse dameter
- Steepen Base Curve
- Increase Prism Balfasting

7} increasing lens movernent will generally
improve near vision. The following fitting
adjustrnents may increase movement:

- Degease Dlameter :

- Fatten Base Curve

- Decrease Prism Ballasting

b.The second alternating vslon lens desion has a

spherical base curve comesponding © the
near palht power and a steeper spherical
aurve segment comesponding to the distance
pawer. Far distance vision, the majotity of the
bupil Is covered by the distance 20ne seg
ment. For near vison, the majority of the
pupll Is covered by the near zone as the lens
translates (moves upward) in downgaze. This

BIFOCALANLTIOCAL CONTACT LENS HTTING
PROCEDURE FOR THE PRESSYOPIC PATENT
There are two categories of presbyoplc lens
deslgms discussed In this fiting quide. hifocal atter-
nating vislon deslgns and multifocl simultaneous
vision designs. Atting Information for each design
Is discussad In the following sections,

design is prism ballasted and may have a small
Inferior truncation to enhance stabllizaton.

Frdng Prindples
1) Tl firdng s aiways recommended,

2} The base curve radius Is chosen using con
ventional tachnigues.

1 Pre-Fitting BEcxmination
3) Determine the distahce spherical power to
:_\' nre»:;sntg ‘paﬂent history and examination are obtaln optimum visual aculty.
. d ne whether a patient is a suiable can 41 The dlameter Is chosen to correctly position

the distance seg In front of the pupil in dis-
tance gaze. This can be visualized easlly with
fluorescein since the steeper distanos seg

didate for daily wear bifocal contact lenses
(consider patent hygiene and mental and

physical sate), o pools with fluorescealn,
* make ocular measurements for initial contact
lens paratmetar selection, 5) The distance zone segment radius is clculat-

ed by multiplying the add requirement by 2.
This Is added to the base curve (dioprers).

Bxample: Base Curve 4300
Add 120012« 400
47.00 (distanc zone curvanre)

« collect and recoid baseline dinical Information
to which post-fittng examination resufts can
be commared.

A prefitting exarmination should indude distance
and near efraction, keratornetry and sijt lamp

evaluation © rule out any contraindications 8) Calculate the power of the near zone (which
contact lens wear, Care‘:rl assessment ofnthteo corresponds to the base curve) by adding the
eormea, lids. conjunctiva and precorneal tear flm distance power determined in step 3 to the
establishes a baseline agalnst which the practi- add requirement.
tioner can compare any changes resuliting from ~ Example: - 3500 (distance power!
contace lens wear. t4) 112_5?5 12899 power!

2 Pesigns 7) Calaulate the power of the distance 2one seg.

by adding 3 times the add power (as minusi}

to the naar zone power,

| base curve. a segment for dlstance correce

a. The first alternating vision design has a spheri
8 tion and a seament for near comection, For

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



M -1 =2l el

wEla_ =T RN BRRH L R

‘Lo 338 wrez F. 1828

Recorgs proc'emmu B

Example: 3 x -(2,00) -6.00 3 xadd pawer

5] ‘Ja Near Zone
’ -1, Distance Zone

8} Speqfy the near and distance zone curva

tures and powers.

Example; 43,00 / 47.0 -1.80/ -7.50
G00/150
47,00/-7 .50

. The third alternating vision design Is an

aleernating vision bifocal lens with a spherical
anterior surface and aspherical posterior sur-
face. For distance vislon, the majority of the
pupk is covered by the near zone as the lens
translates (moves upward) In dawngaze.
Prism ballasting and a small Inferor trunca-
tion are incorporated to entance orientational
stabllity and translation In downgaze,

Fitting Prindiples
1) Trial Atdng is always recommenced
2) Initia} Base Curve Selection

b

3

=3

)

The Initlal base curve sadection is primarily a
functon of the amount of corneal oyiinder
present. This bifocal lens with aspherlc poste-
fiar surface wifl generalty be firted steeper
(@approximately Q.10 mm than a simitar diam-
eter sphericl lens.

For Minus Lenses -

Select 3 base curve radius equal to the radius
of the flattest keratormeter reading far
comeas with jess than 1.00D of cormeal toridty.
For cormeas with 1.00D or greater aprneal
toridty, select a base arve radius equal to
the mean of the two keratometer readings,

Bampic: X = 46,00 /48,00 O .
Mean K = 45.000 « 7,50 miv (sm conversion chart)
Sedert 7.50 mm bage cleve tiad ks

(F conversion of dioptars to miliimaters
resits in a base curve parameter not avall
able, select the next avallable steeger base
curve)

for Plus Lenses -

Select a bhase curve radius equal to the
comeal radlus for spherical comeas. For toric
cormess, select 3 basa curve radius equal to
the mean of the two keratometer readings.
Place the lens on the eye and aflow it to set-
tie Lpprodmatety 5 - 10 minutes),

E skmustoneous Vision Multifocal Designs
a. The first simultanecus vislon muttFocl lens

design has an aspheric tack surface, which
progressivety adds plus power from center to
edge. This power change is gradual. The dis-
tance and near power zones cover the pupil
simultaneously during distance and near
gaze, During distance viewing, the patient
slectively Tttends m the distance correction.
During near viewing. the patient selectvely
attends to the near correcdon.

Fitting Prinaples
1) Trial fittihg & always recommended.
2) The basa curve radius is chosen Using conven-

9 3

tional techniques, Due t the aspheric flat
tening of the lens back surface, the base
curve chosen will be considerably steeper
than standard spherical sngle vision rigid
lenses. itls not unusual to select a base
aurve 2-4 D steeper than the flattest K,

The following formula can be used as a start-

ing polnt;

FIEE K + add «1000 + 1/2 comnen ast} .

Exsmoke:  43.00048.00 2 3,00 oo sHamatem
4200+ 20041414500

Centration Is aritical for this design. If proper

exact centration can not be phealned. do rot

fit this lens,

4) The distance power Is chosen using conven-
tional techniques. if more minus Is required
at distance than predicted, decentration
might be the cause. Whan decentered. the
pupll is covered by an intermediate (more
plus) power zone. Decentration should be
cofrected rather than adjusting pawer,

b.The second sirmultaneous vision multifocal
lens design has an aspheric front surface,
which progressively adds plus power from
CENtEr to exdge. This power change s gradual.
The distance and nesr power Zones cover the
pupill simultaneously during distance and
near gaze, During distance viewing, the
patient selectively attends to the distanee
correction. During near viewing, the patient
selectively attends to the near correction.

Atting Principles
1 Trial fitting & always recommended.

2} The base curve radius is chosen using con-
ventonal techniques.

5) Centration Is aitical for this design, ¥ proper
&act centraton can not be obtained, do not
fit this lens.

4) The distance power is chasen using converr
domal techhigues. F mara minus is required
at distance than predicted, decentration
might he the cause. When decentered. the
pupll Is covered by an Intermediate (more
plus) power 2one. Decentration should be
conected rather than adjusting power,

¢. The third simultaneous vision multifocl lens
deslgn lens employs a back swrface annular
design with a distinet distance and near zone,
The distance and near power 2ones cver the
pupl simultaneousty during distance and
near gaze. During distance viewing, the
patient setectively attends to the distance
carrection. During near viewing, the patient
sefectively attends to the near correction.

Fittng Prindples
1 Trial Atting Is always recommended,

2) The base curve radijus Is chosen using con-
ventonal techniques,

Centration Is critical for this design. If proper
exact centration can not be obtained. do not
fit this lens,

4) The distance power Is chesen using.conven-
tonal techniques, if more minus s required
at distance than predicized, decentration
might be the cause, When decentered, the
pupll s covered by an Intermediate (more
pius) power 20ne, Dacentratdon shauld be
corrected rather than adiusting power.

d. The fourth simultaneous vision multifocal
lens design employs a front surface annular
design with a distinct distance and near zone.
The distance and near power 2ones cover the

_buell simuitaneously during distance and
nesr gaze. During distance viewing, the
patent seiertively attends to the distance
correction, During near viewing, the patient
selectively attends to the near mrrection.

Attng Prindples
1 Trial fitdng Is always recommended.

2) The base curve radius js chosen using con-
ventional techniques,

Centration Is eritical for this design. ¥ proper
exact centration can not be obtained, do not
fit this lens.

3

3

¢
Questions? Contact FDA/CBREHOCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3
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tonal techiniques. i more minus is required
at distance than predicted, decentration
might ba the cause. When decentered. the
pupll is covered by an Intermediate (more
plus! power zone, Decentration should be
corrected rather than adlusting power

4 initial Lens Evaluation

A lens Positioning

Patient comfort is largely detarmined by lens
position on the cornea. Generally, a well-
fitted lens exhibits a cntral or slightty
Inferior/central podtion.

Generally, an optimal aspherical fit will show a
thin, even laver of tears certraly which
extend to near the edge where a moderare
amount of edge lift will be observed. This
fluorescein pattern Is characterized by the
absence of a discemible intermediate bearing
area which Is commonly ohserved with con
ventonal sphericl designs,

B, Auorescein Pattern

Excessive apical pooling or bearing should be
avolded. A moderate edge fift Is necessary to
permnit the edge of the lens o side over the
oimeal surface with minimal resisance,

The presence of the UV-absorber in the
BOSYON lens may require equipment
enhancement to vsualize Aiuorescein pmt-
tarns adequately. A simple, (nexpensive
aporoach Is the use of an auxiliary vellow
Kodak Wratten #12 filter In conjunction with
the cobalt biue filter of the blomicroscops

Slit Lamp Application (if desired):

1. All customary light intensities and filter set-
tings (Cobalt 8lue) are left in place.

2. The Kodak Wratten Fliter #12~ iyellow) |s
secured on the patlent side of the st iamp
micosope with a smalt pece of adhesive tape,

Burton tamp Application (necessary:
1. Replace biue bulbs with ordinary white bulbs.

2. Place Kodak Wratteh Fiter #47” (blue) over
white bulb area.

3. Place Kodak Wratten Hiter #12 (yeliow! over
patlent side of viewing lens,

4. Use systermn in usual manner.

mportant

Use of the Wratten filters will also enhanm the
view of non-UV rigid lerses and corheal ivores-
a=in avaluation.

" Wraten #47 and #12 filters are avallabie from
Authorized BOSTON Manufacturers In the foi-
lowitg kits; #7503 Siit Lamp Fiteer Kit. #7507
Burton Lamp Modification Kit

S Dotermining Power and Dispensing the Lens

Onee the approprigte base curve has been
selected, over-refract to determing the appro-
priate distance: dloptric power for the final lens
order. Over-refractions of 4.00D or more should
be corrected for vertex distance (see conversion
table). The over-refraction should be added to
the power of the trial lens to arrive at the final
prescription.

Example; Qver-refraction  +0.500
Trial Lens -3.000
Lens Powsr orderad -2.500

Add power should be basad on the spectacle
add power required, Prior to dispensing the
lens, dean the lens with an approved deanar

rim 338 BYk2 P.11-/28
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and soaking solution for at least four hours to
ensure maximum patient camnfort, Upon dis-
pensing. evaluate the patlent's lens using the
same criteria prevlously desaibed to evaluate
the trial lens fitting,

€. Nawr Segrnent Positioning

A Cemerally, in alternating vision designs the
near segment line should be posttioned
slightly below the inferior margin of the
pupll. This Is achieved by varying the lens
base awve/comeal fitting retationship and/or
the segment height. Seament helght is sped-
fied as elther 0.5 mm or 1.0 mm below the
geometric center of the lens, or as 2 seg
helght in mm from the bottom of the lens.

B. To bias toward better distance vslon
tdegease instabliity and improve acuity), less
movernent. lower post-blink segment posi-
tiching. and fastr return times fram post to
pre-blink positions are helpful. The following
may be helpFul:

- Steepen At
- Lower Seg

C. To blas toward better near vision (increase
acufty), more mevement and higher post-
blink segment posidoning are useful. The
following may be helpful;

- Ratten At
- Ralse Sag

D. Lower seament positioning in conjunction
with flatter fitting may represent the best
ompromise between dstana: and near vsual
parformance,

E. Visual performance will Improve with time as
the patlent leams to control the movement
and positioning of the lens. The followlng
patient instructons may be useful:

= Advise the parient that Aluctuating vsion at
distance and near Is possible, espedally at
first. Generally, biinking genty wii Improve
distance vislon.

= Strong biinking will improve near vsion.
When reading, the eyes, not the head.
should tien dowrward,

DIOPTER TO MILLIMETER
CONVERSION®*
Posterior Apical Radlus

Keratometric Ractkia Karatormeeri Radi
Readiog Convex

Comex  Reading

47.75D = 7,07 mm
47500 = 7.11 mm
47.25D = 7.14 mm
47000 = 7.18 min
45.75D » 7.22 mm
46.50D = 7,26 mm
46,250 = 7.30 mm
46.00D = 7.3 mm
45.75D = 7.38 mmn
45500 = 7.42 mm
4525D =746 mm
45000 = 7.50 mm
44,750 = 7.55 mm
44.50D = 7,59 mm
44.25D = 7.63 mm
44,000 = 7.67 mm

43750 = 7.2 mm
43,500 = 7.76 mm
43.25D = 7.80 mm
43,000 = 7.85 mm
42.75D = 7.90 mm
42.90D = 7.95 mm
42.25D = 8.00 mm
42.00D = 8.04 mm
41.75D = 8,08 mm
41.500 = 8.13 mm
41.250 = 8.18 mm
41.00D = 823 mm
40.75D = 8.28 mm
40,500 = B33 mm
40.25D = 8.39 mm
40.00D =844 mm

™ Calculated

VERTEX DISTANCE CONVERSION
spﬁ?‘d vertex Oistance #t 12 mm
Correction Pz Lerses Minus Levmses
4.00 425 187
450 4,75 4,25
5.00 S.25 4,75
5.50 5.87 512

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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6.00 6.50

6.50

7,00

7.50

8.00

8.50

9.00

5,50

10.00
10.50
11.00
11.50
12.00
12.50
13.00
13.50
14.00
14.50
15.00
15.50
16.00
16.50
17.00
17.50
18.00
18.5Q
19.00
19.50
2000

S.62
€.00
6.50
6.87
7.25
7.75
812
8.50
8.87
937
9,72
1012
10.50
10.87
11.25
11.62
"12.00
12.357
1278
13.00
13,50
15.75
14.12
14.50
14.75
1512
1550
15.81
1611

7.0

7.62

8.25

8,87

9.50

10.12
1075
11.37
12.00
12.75
13.37
14.00
14.75
15.50
16.12
16.75
17.50
18.25
19.00
19.75
20.50
21.50
2235
2300
2375
24,75
25.50
2612

7. Fallow-up Care

Follow-up examinations are necessary to
ensure continued successful contact iens
wear, From the day of dispensing, a conven-
tional follow-up schedule for dally wear
shouid be maintained.

. Prior to a follow-up examination. the contact

lensas should be worn for at least 2 continu-

olts hours and the padent should be asked to
Identify any problerms which might be oaour-
ring rejated to contact kens wear,

. With lenses |n place on the eyes, evaluats fit-

ting performance to assure that CRITERIA OF
A WELL FATTED LENS continue to be satisfled.
Examine the lenses dasely for surface depo-
sition and/or damage.

. Aftar the lers removal, Instill sodium fiuores-

celn into the eyes and conduct a thorough
blomicosapy examinstion.

1) The presence of vertial comeal striae In
the posterior central comea and/or
comedl neavasaularization is indicative of
excessive cornea! edama,

2) The presence of comeal staining and/or
{imbal-eonjunctival hyperemia can be
indicative of an undean lens, 2 reaction
salution preservatives, excessive lens wear
and/or 3 poorly fitting lens.

3) Paplliary conjunctival changes may be
indicative of an undean and/or damaged
lens.

If any of the above observations are judged
abnormal, various professional Judaments are
necessary to alieviate the problem and
restore the sye to optimal conditions. ¥ the
CRITERIA OF A WELL FITTED LENS are not satis
fied during any follow-up examination. the
patent should be re-fitted with 3 more
appropriate lens.

IN OFFICE CARE OF TRIAL LENSES:

Prior to reusing In a dlagnostic procedure or
before dispensing to a patlent. lenses should be
surface deaned and disinfected,

Practiioner Note: The BOSTON RGP Contact Lenses

are not sterile when shipped from the authorized

manufacturer. Prior to dispensing, dean and disin-

fect the lenstes) according to the appropriata lens
c@are regimen.

RECOMMEMDED INITIAL WEARING SCHEDULE-

Although many practitioners have developed their

own Initial wearing schedules, the following

sequence is recommended as a guldeline. Patlents

should be @utioned to carefully follow the wearing

schedule recornmended by the eyecare practition-

er regardiess of how comfortable the lenses fael,
The BOSTON RGP Contact Lenses are indicated for

dajly wear. The maximum suggested wearing tme
far these lenses is:

Day Wearing Time (Hours)*

1 4 o 8 Hours

Z 6 to 10 Hours

3 8 t 14 Hows

q 10 to 1S Hours

S 12 to All Waking Hours

6andafter  All waking Hours

“If the lenses continue to be well tolerated.

WARNING: BOSTON RGP Eifocal/Multifocal Contact Lenses

are nat intended for avernight (extended) wear,
CLICAL ASSESSMIENT:

1.

Optimizing Fitting Characteristcs

In order o achieve optimal performance, it Is
Often necessary t modify the inical tial lens
parameters

. Practitioner obsenation and inter-

pretation of lens positioning, fuorescein pat-
terns, and lens movermnent are essential to this
process. The faljowing chart summarizes com-
mon fitdng relationships,

INITIAL TRIAL LENS ASSESSMENT
QETIMUM IDg <TEEP T0Q FIAT

Fluorescein Paralie 1o Sighn.  Excessive Aol Apical Touch
Pattern Apical Bearing Pooiling

Mirdmy
cge Lt

Edge Lt Edge Lift
Posttion  Ceptered to Superior
Sightly iferior  inferior Unstabie
Maovement 1-2 rrn Less Than Y More Than 2inm
onfort  Slight Inkkal
il ?lthlv Uncomfortabla
Dsposition  Prescrita Sefect, Fatter Selery Seeper
;l:a ClUrv Bae Curve
svialer oF gy
disTiener

2 Problem Solving

fenys saremess: This

M‘
problem may be due : the use of Incompatible

care products; improper use of care products

{ie., lens deaning just prior to insertion); Inade-

quately blended peripheral curves: three and
nine o'dack staining: deposts on the concave
lens surface; acoumulation of mucus under the
lens; poor edge design, incomplets biinking or
steeply fitted lenses,

Three and nine o'ciock ¥ the lens
positions low, it should be redesigned to achieve

a higher posltion 50 as to avald a false blink pat-
tern. The lens periphery should be well tapered

and its edge rolled slightly inward to minimize

upper lid sensatdon and avoid Incomplete reflex
biinks. If the lens positions centrally, the diame-

ter should be reduaed, the periphery well
tapered and the edge rolied skghtly inward,
Compiete blinking should be encouraged,
Abowe all. be aartaln that the lens has not been
fitted tao steeply,

Ceneralized corneal staining: in @ses of dif-

fuse stalning not apparently ralated to rear sur-

face deposits on the lens, solution or preserva-
tive incompatibllity should be ruled our,

Questions? Contact FDA/CDRH/EO&EHBID-At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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may be caused by some component of the cre 1. Patient Selection
solutions such as preservatives or the presence of A. Monavision Needs Assessment

eingueculae, infactious or allergic conjunctivitis, or For a good prognosis the patient should have
Insdequate lens lubrication, induding excessive adequately corrected distance and near visual
Mucus acoumulation as occurs in dry eyes. aculty in each eye, The amblvopic patient may
Excessive ﬁm of lens depussits: This not be a good candidate for monovision with
unusual pr may be related to: Increased the BOSTON X0 Cantact Llenses.

mucus preduction, |.e. GPC, kevatitis sic@, chronic Occupational and esvionmentzl visual
allergles, etc. The more frequent use of the demands should be considered, IF the patient
BOSTON Rewetting Drops may b= helpful in these requires aitical vision (visual acuity and

cases.  However, excessive depositian has been stereopsls), It shouid be determined by trial
found to be most often related to inappropriately whether this patlent can fundtion adequately
poilshed lens surfaces which simulate an orange with monovision. Monovision contact lens
peel appearance visible only with magnification of wear may not be optimal far such activiies as: |

20X or greater. In most cases, deposits are easlly
removed by deaning with the BOSTON Cleaner or
BOSTON Advance Cleaner, however, in extreme

11 visually demanding situations such as oper-
ating potentally dangerous machinety or
performing other potentialty hazardous

cases, It may be necessary for the practitioner to activitles: and

lightty polish the lenses with the BOSTON Cleaning ' )

Polish. In the event that deposits cannat be (2) driving automohiles (e.g., driving at night).

removed by deaning or polishing, the lens should Patients who cannot pass their state drivers

be replaced. licanse requirements with monevision cor-
rection should be agvised not o drive with

Lens surface dry spets: The presence of disaete this correction, OR may require that add-

non-wetting areas on 3 new or recently modifled

i tioral over-aomection be presaribed.
or polished lens, may be due to the persistence of

B, Patlent tducation
hydrophabic products Used during lens fabrcation. All patients do not function equally well with
Other causes of lass of surface wettability Indude: monowvislon correction. Patients may not per-
surface contamination with cosmetics, halr spray. form as welf for certain tasks with this correc-
5kin preparations; inadequate tear lubrication; tlon as they have with bifocs reading glasses.
incomplete binking: the use of Incompatibie pre- Each patjent should understand that morno-
served care sojutions; and dry leis storage, vision, as well a5 other resbyopic contact
lenses. or other alternatives, can oeate a
Redured costact lens-correctsd vision: y
Reduced vision aormection unretated o changes in vision cofmpromise that may reduce visual
refractive error may be due to lens warpage. front aculty and m mﬂﬂ for distance and
surface deposits, or switched lenses, near tasks. During the fitting pracess It s nec-
essary for the patlert to realiza the disadvan-
Repeurted jons bragicage: Lens breakage prob. tages as well as the advantages of dear near
lems may be due to careless handling or storage vision in straight ahead and upward gaze that
procedures (see Patient instructions booklet) or monovision contact lenses provide.
the use of lenses having msﬁmrammmged 2 Bye Seloction
center, édge or Juncdon thickness, espedally for Generally. the nondomirant
. &ye |s corrected for
Patierts having poor manual dextestty. near vision, The following rest for eve domi-
CONSIDERATIONS FOR BIFOCALANA TV-OCAL nance an be used,
LENSER: A.Ocular Preference Determination Methods
Presbyopic patlents who are considering bifocal mul- Method 1 - Determine which eve ks the "domj-
tifocl contact lenses should be informed of the ben- nate eye.” Have the patient point to an olject
efits as well & the problems they may encounter 3t the far end of the room. Cover one eye. If
while atapting to bifocal/multifocl lens wear the patient s still poirting directly at the
The foliowing areas should ba disaussed with the object, the eve being used Is the dominant
patients, {sighting) eye.
Method 2 - Determine which eye will accept
1. Adattation the added power with the least reduction In
Bath bifocal spectade and bifocal/muttifocal vision. Place the appropriate plus power trizl
@nkEct lens weaarers need to learn to adapt to spectade lens In fromt of ane eye and then
proper head posttioning, The patient must posi- the other while the distance refractive error
tion the head upright while rotating the eyes @iTecton is In place for both eyes, Determine
downward to read, Once the patient has adapt- whether the patient functions best with the
ed, proper positioning becomes effortiess, plus power trial lens over the right or left eve.
2. Drving ac Niahg 8. Refractive BTor Method

Patients wearing bifocl/multfocl eantace lens-
es should expetience night vislon before actually
driving whlle wesring thelr lenses,

For anisometropic corrections, it s generally
best to fit the more hypesopic (less myoplc)
eye for distance and the mere myapic (ess

3. Hare at Night hyperopic eye) for near.
Patients wearing bifocal/multfocl contact lens- C.Visual Demands Method
s may experience flare 4t night. This may Conslder the patient’s occupation during the
acour with certain lens designs thigh seg posi- eye selaction process to determine the critical
tions or small distance fields). With tme, vision requirements. i a patient's qaze for
patients adapt to this situation, near tasks |s usually in ane direction, consider
4 Visual g arrecting the eve on that side for near.

Example:
A secretary who places copy to the left side of
the desk mav function best with the near lens LP /

Patients wearing bifocal/multfol contact iens-
€5 may experience visual acuities less than what

cauld be achieved with bifocal spectadies, on the left eve.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FUISTATUS@fda.hhs.gov or 301-796-8118
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Unllateral Lens Correction

There are dreumstances whete only one contact
lens s required. As an example, an emmetropic
patlent would only require a neer lens while a
bilsteral myope may requlre only a distance Jens,

Bxample:;

A presbyopic emmetrapic patient who requires
3 +1.75 diopter add would have a +1.75 jens on
the near eye and no lens on the ather eve

A presbyopic patlent requiring a +1.50 diopter
add who ks -2.50 diopters myopic In the right
eve and -1.50 diopters myopic in the left eye
may have the right eye comected for distance
and the left eye uncomrected for near

4. Near Add Detarmination

Always presaibe the jens power for the near eye
that provides optimal near aculty at the mid-
point of the: patlent’s habitual reading distance.
Hawever, when more than one power provides
optimal reading performance, presaribe the least
plus (most minus) of the powers.

S Trial Lemns Fitting

A 713l fitdng can be performed in the office to
allow the gatient  experienae monavision cor-
rection. Lenses are fit acoording to the diree-
tions in the general fiting guidelines and basa
curve: saledion described earlier in the quide.

Case histary and standard dinlcal evajuation pro-
cedure should be used to determine the prog-
nosls Determine which eye is to e correctad
for distance and which eye Is to be cormected for
near. Next determine the near add, with trial
lenses of the proper power in place, observe the
reacton m this mode of correction. Im Mmediately
aftey the comect power lenses are In place. walk
across the room and have the patient look at
you. Assess the patent's reaction to distance
vislan under these dreumstanaes. Then have the
peatient look at famiilar near oblects such as a
watch face or fingermalls, Again assss the reac-
don. As the patient continues to look around
the room at both rear and distance objects,
cbsevva the reactions, Only after these vsual
tasks are compieted should the patient be asked
to read print. Evaluate the patiert's reaction to
targe print le.9. typewritten copyl at first and
then graduate to hews print and finally smaller
type sizes,

After the patient's performance under the
above conditions Is completed, tests of visual
acuity and reading abllity under conditions of
moderately dim lluminstion should be aempted,

An Initial unfavorable response In the office, while
indicative of a guarded progriosts, should not
immerfiataty rule out a more extensive trial under
the usual conditions in which a patient functions
& Adaptation
Visially demanding situations should be avaided
during the inltlal wearing period. A pabent may
at first experienca some mildly blurred vislon,
dizziness, headaches. and a feeling of slight
imbalance, You should explain the adaptatonal
symptomns to the patient. These symptoms may
tast for only minutes or for several weeks, The
jonger these symptoms persist, the poorer the
prognosls for successful adaptation,
To help in the adaprtion process, the padent
@n be advised to use the lanses First (n a com.

fortable famiflar environment such asin the
home,

Some patients feel that automobiie driving per

formance may not be eptimal during the adap-
tatlon pracess. This Is particularly true when dn-

may be recommended that the patient be a pas-
senger first to make sure that thair vision Is sat-
Isfactory for operating an automobile. During
the first several weeks of wear (when adaptation
is occurring), |t may be advisable for the patient
to drive only during optimal driving conditons.
After adaptation and success with these activi-
tes. the patert should be able to drive under
other conditions with caution,

7. Other Suggestions
The success of the monowision technique may
be further Improved by having your patiert
follow the suggestions below.

* Having a third contact lens (distance power) to
use when aritical distance viewing s needed.

= Having a third corrtact lens (near pawer) to use
when gritical near viewing is needed,

* Having supplemental spectadies o wear over
the monovsion contact lenses for spedific
vistal tasks may Improve the suceess of mono-
vislon comvection. This is particularty appicable
for those mtents who cnnot meet state
leensing requirements with a monovision
corection.

= Make use of proper lilumination when carying
out visual tasks.

Suczess In fitting monovision @n be Improved
by the following suggestions,

* Reversa the distance and nesr eves if a patient
ks having troute adapting.

= Refine the lers powers If there Is trouble with
3daptation. Accurate lens power Is itcal for
presbyopic patients,

« Emphasize the benefits of the dear near
vision In stralght ahead and upward gaze with
monovision.

“The decision to At 3 patiant with 2 mono-
mmbmmm
to the eyetire practitioner in conjunction
mmmmmm
the pationt's noecds,
ﬂmmhwmam
of the Patient meTructions.
PATENT LENS CARE OIRIXTIONS
Everare practitionars should review with the
patient all lens care directions, Induding both basic
lens care Information and spedific instructions on
the lens care regimen recommended for the patient:
Génerad Lons Care
(First Gaan and Rinte, Then Disinfect Lanses)

Bagic instrurtions:

Always wash, rinse, and dry hands before handiing
contact lenses,

* Always Use fresh unegired lens cire solutions.

* Use the recornmended system of lens re,
chemical (not heat) and carefully follow Instruc-
tons on solution labeling. Different solutions
often cannot be used together, and nat all soiu-
tions are sife fno& use with all lenses, Do mot
alteynate or s care systoms unless
indicated an solution labeling or Instyuctsd
by the eyecare practitioner.

* Do not usm saliva or anything other man the
recommende] solutions for ubricating or rewetting
vour lenses. Do ot put lenses in the mouth,

* Lenses should be claated, rinsed, ana disin-
fextad gach time they are removed.

Ceaaning
and rinsing are necessary to remove mucus and
film from the lens surface, Disinfecting Is neces-

sary to destroy harmful germs, (//.7/

&

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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according to the schedule prescribed by the eye-
are practitioner. The Use of an enzyme or a
deaning solution does not substituts for
disinfection.

The lens care products listed below are recommend-
ed by Polymer Technology for use with BOSTON® X0
Contact Lenses. Eyecare pracdtioners may recom-
mend aftemate products that are appropriate for the

flb 338 8avez F.15-28
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Weekly Enzymatic Cleansr which cn be used
to effectively remove protein deposits from
BOSTON X0 Contact Llenses.

* BOSTON XO Contact Lenses cannoe be heat
(thermally) disinfected.

CARE FOR A STIOONG (NOMMOVING) LENS

if the lens sticks (stops moving/cannot be
removed), the patient should be Instructed to
apply one to three drops of a recommended
iubricating or rewetting solution directly to the
eye and walt untll the lens begins to mave freely
on the eve before removing it, If nonmovement
of the lens continues after 5 minutes, the atent
should immediately consult the eyecare pract-
tioner,

patient's use with his or her lenstes).
LENS CARE TABLE -
Proouce Lens Care
Aurpose Chemical (Not Heat
Clean BOSTON Advanc#® Cleaner or
BOSTON® Cleaner
Disinfect BOSTON Advance® Comfort
Farmula Conditioning Solution
or BOSTON® Coanditioning
Solution
Store BOSTON Advanee® Comfort
Fermuta Conditioning Solutian
or BOSTON® Condidoning
Solution
Multi-Action BOSTON Simpiicity" Multi
(Clean, Condition, Action Solution
Disinfect, Rinse
and Cushijon)
LubricatayRewet  BOSTON® Rewetting Drops
Weekly BOSTON® ONE STEP Uquid
Enzymatic Enzymatic Cleaner
Cleaner

= Noter Some solutions may have more than
one function. which will be indicted on the
label. Read the label on the soiution botte,
and follow Instrucdons,

* Clean one fens first (always the same lens first
1o avold mix-ups, rinse the lenis thoroughly as
recommended by the eyecare practitioner m
remave the deaning soludon, mucus, and flim
from the lens surface, and put that lens into
the envrect chamber of the lens storage case.
Then repeat the procedure for the second
lens,

» After deaning. disinfect lenses using the sys-
tem recommended by the manufacturer
and/or the eyecare practitioner. Follow the
Instructions provided In the Disinfection
Soludon Packaging,

= To store [enses, disinfect and leave them In
the dosed/unopened case until ready to wear.
If lenses are not to be used immediately foi-
lowing disinfection, the patient should be
Instructed to constit the Package Insert or the
eyecare practitioner for Information on stor-
age of lenses,

 After removing the lenses from dhe lens case,
empty and rinse the lens storage case with
solution as recommended by the lens case
manufacturer or the eyeaare practitioner: then
allow the lens case to air dry. When the case |s
used again, reflll it with storage solution.
Replace lens case at reguilar intervals as recorn-
mended by the lens case manufacturer or the
eyeare practitioner,

= Eyecare practitioners may recommeand a Iubri-
ating/rewetting seludon which cn be used
to wet lubricatel lenses while they are being
worn to make them more comfortable

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

LABORATORY LENS CLEANER
Residue left by body olis, household solvents,
and persorel care products may be removed
with an enhanced deaning agent such as
BOSTON Laboratory Lens Cleaner, This dear,
coloriess surfactant Is for bboratery and
NofficD use ondy. When iehses are recelved
from the Authorized BOSTON Manufacturer.
they should be deaned with BOSTON Laborstory
Lens Cleaner prior to use of the BOSTON Care
System and an overnight soak. Lenses exhibiting
4 honwetling surface shouid be deaned with
BOSTON taboratory Lens Cleaney as a method of
First cholce. The BOSTON Laboratory Lens
Ceaner s Intundad for PROFESSIDNAL USE
QALY. It ks ot avallohin for resale or distrid-

ution to patienes,

INOFFICT] LB MODSRCATIONS

Edoe reshaping and surface repolishing can be
performed by conventional technigues If the fol-
lowing preciutions are observed: 1) avoid pollsh-
ing eompounds or desners that antain ammonia,
alcohol or organic solvents:- 2) ompletely remove
all traces of adhesive: (if double-backed tape ks
used) with the spedal authorized siveat™ (The
Use of any other solvent may cause swface break-
down.} Minimize exposure tn the solvent and
immediatety remowe all traces with BOSTON®
Cleaner or BOSTON Advance® Cleaner followed by 3
thorough water rinse. 3) perform the Initial lens
modifications cautiously because the response of
this polymer to these procedures is more rapid
than that of siicone acyiate materials: 4) more
extensive modifications should not be auempted,
Best resyits will be obtained by using the AOSTON®
Cleaning Polish which is available from Authorized
BOSTON Manufacturers. 5) The Original BOSTON*"
Care Systern, HOSTON Advance® Comfort Formula
Care System or BOSTON Simplicity Mult-Action Care
System Induding the avernight saak should be
Used prior to lens dispensing.

Gatior: Damage miay result from improper
modification kchnigues. Please Note:BOSTON®
Envislor and BOSTON= MultiVision due to thelr
preformed back surface should not be madified,
Consult your Authorlzed BOSTON Manufacturer or

contact Polvmer Technology for more detalied
Informaton.

“Warning: Do not use solvents such as aleohols,
esters, ketones or chlorinated hydrocarbons
(induding naphtha, lighter fluid, etr,) since they
may damage the lens surfaces and Increase the
brittieness of the lens.

“*Use only the solvent supplied by yaur Jens labo-

43
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rubbing 2 solvent-saturated doth over the lens
surfaces and quickly removing the solvent with a
surfactant Do niot soak the lenses in the solvent

REMOVAL OF SURFACE DEPOSITS

Deposits are easily removed from the surfaces

of BOSTON® X0 (hexafocon A) Contact Lenses. These
deposits are best Identfied by inspecting the
cleaned and dried lens with a sfit lamp in a darx
room using a medium-width iluminating bearn.
Surface deposits should be gently rerneved with
BOSTON® Cleaning Polish. which is avallable In 3 Kt
form with a polishing pad that perrits practition-
ers to manually dean and polish their patent's rigid
gas permaable lenses. THE BOSTON LENS® Cleaning
Polish and Manual Polishing Machine are avallable
from Authorized BOSTON Manufacturers.

wrtion: Appiving excessive and prolonged pres-
sure to the lens during the pollshing procedure
may alter its surface optics.

REPORTING OF ADVERSE REACTIONS

Al serlous adverse reactions observed |n patients
wearing BOSTON® XO Contact Lenses or adverse
experlenass with the lenses should be reported to:

Consumer Affalrs

Palymer Technology

1400 North Coadman Street
Rochester, NY 14603-0250
1-800-333-4730

HOW SUPPLED

Each fens Is suppiied (non-sterile) in a plastic [ens
storage case. The case Is labeled with the base
curve. diopter power. diameter, cernter thickness,
colar, UV-absoerber (if presant) and lot number.
Additional parameters of add power, segment
helght prism baliast and truncation may be Indud-
ed for bifoal/multifocsl lenses.

© Polymer Technology

1400 North Goodrnan Street
Rochester. New York 14603-0450
1-800-333-4730

® denotes registered Tademarks of Folymer Technology

0400 LB6272/n

Yy

Questions? Contaﬁt FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PACKAGE
INSERT

BOSTON XO

(hexafocon A)

Spherical & Aspherical Contact
Lenses for Llyopia & Hyperopia.
BitocalNultitocal Contact Lenses for
Presbyopia and Toric Lenses

fo Correct Astigmatisin in

Not aphakic and Aphakic Persons

Fluoro Silicone Acrylate
Rigid Gas Perrneable
Contact Lenses

For

Daily Wear

INIPORTANT:

Please read carefully ang heep
this information for future use.
This package insert is intended
for the eyecare practitioner.
but should be made available
1o paticnts upon request. The
cyecaie practitioner shoujd
provide the patient with the
patient instiuctions that
portam o the patient's
ptesciibed lens.

CAUTION:
Federal Law Piohibits Dispensing
Without a Prescription
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DESCRIPTION

BOSTON® X0 (hexafocon Al materlal Is used for the
manufacturing of dally wear rigid gas permeabie
cantact lenses. BOSTON X0 are wettable, non-
hydrophilic rigid gas permeable contact lenses that
are not surface treated and are made from siiox
anyl flusromethagyiate copolymer contalning an
utraviolet absorber. BOSTON XO Contact | enses are
available in ice blue and viojet,

Color Collor Additive
|l Blue D& CGreenNo. 6
Viglet 0 & C Volet No. 2

The physial characteristics of the BOSTON X0
materfal was designed to fadlitate the fabrication
Of high-quality rigld gas permeable ontact lenses
i a wide range of lens designs.

Spherical Lens Design

Pawer Range 20,000 to +20.00D

In 0.25D iharements
7.0 mm to 11,5 mm
5.00 mm tD 9.00 mm
in .01 mm Increments

Dlameter
Base Curve Range

Aspherical Leves Designs

same of these desighs are patenteq:
manufacture of these kenses in Boston X0
thexafocon A) materials are authorized to
dcensed iabs anly}
Power Range -20.000 ™ +20.000
In 0.250 Increments
Diameter 7.0 mm t© 11.5 mm
Base Curve Range  6.00 mm to 9.20 mm
In 0.01 mm increments

BiFocalMuitifocal Lens Dasigns

(Some of these designs are patented:
manufacture of these lenses in Boston X0
(nexafocon A materfals arp authorized o
censed lans onty)

Power Range -20.000D to +20.00D
In 029D Incements
B5Smm to911.5S mm
6.30 mm tn 3.50 mm
in 0.01 mm incTements

Diameter
Base curve Range

segment Heights -2.00 mm to +1.00 mm
in 0.5 mm inaements
Add Powers +1.00D to +3.75D
in 0.SD increments
Prism Ballast 0.5 to 3.5 prism diopters

in 0.50 Increments

Taric Lens Designs

Power Range -20.00D to +20.00D
In 0.250 Increments

Dlameter 7.0 mm to 11,5 mm

Base Curve Range 6.80 mm to 8.50 mm
in 0.01 mm Inagements

Toricity Up to 3.00 Diopters

Q'Jestions? Contact FBA/SBRHOCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Physical/Optical Properties of BOSTON XD:

Spedfic Gravity 127
Refractive index 1415
Ught Absorbance utkarnce witsncy

Ice Biug wich w sosarnen 46

VIOIET wiwn Uv saorten 55
Light Transmitance* RN%
*Average %T {400-800nm)
Swiface Character Hydrophobic
Wetting Angle 49"
Water Content %

Oxygen Permezbllity 140" (100**}
X107 {on! 0: - cnl/ig - sec - mmHY) @ 35° ¢)

**polarographic method (so/Fatt
WOETOM XD

1004
] EQUALENS
804

! LENS

8 TRARSMIBE(ON
§

o T——— v v Y 1
200 300 400 500 BOO 700 @Q0
WAVELENGTH rvn

SOSTON XD - 0.07 mm thick BOSTON XO (ice Blue)
CORNEA - Human corhea from a 24-year-old per-
soh as descrlbed In Lerman, S.,

the Eve. MacMillan, New York. 1280, p, S8,
CRYSTALLINE LENS - Human aystalline lens from

4 25-year-okd person as described in Waxler. M..
Hitchins, V.M.,

CRC Press, Boca Raton, Aoridas, 1886, p. 19, figure 5.

The effectiveness of wearing Uv-abtsorbing contact
lenses in preventing or redudng the incidence of
oadar disorders assoated with exposure to UV
light has not been established at this tme.
WARNNG

UV-absorbing contact lenses are MOY substitutes
for protective UV-absorbing eyvewsar such as (V-
ahsorbing goggles or sunglasses. Persons should
continue to use their protective Uv-absorhing
eyewedr as directed.

BOSTON XO Cortact Lenses when placed on the
cornea act as a refracting medium to focus light
rays on the retina. The toric lens provides a more
even surface over the uneven astgrvatic cormnea
and thus heips to focus light rays on the reting,

INDICATIONS (USES)

BOSTON XO Contact tenses are Indicated for daily
wezar for the corection of refracdve ametropla
{myopia. hyperopia, astigmatism and presbyopia) in
aphakic and not aphakic persons with non-diseased
ayes, These contact lenses may be disinfected
using a chemical disinfecting system only.

o



] -

IO S S P P PPl

016-1776 Released ON 8/51/%5 T ——
RN RO FONE (BER NS RB1Th G

DO NOT USE BOSTON XO Contact Lenses when any
of the foliowlng conditions exist:

* ACute or subacute inflammation of the anreror
chamber of the eye

* Any eve disease, injury, or abnormality that
affects the cornea, eshjuncva, or eyelids

= Severe insuffidency of lacrimal seqetion (dry
eyes)

= Corneal hypoesthesla (reducad corneal sepsitivity,
If hot aphakic

= Any systemic disease that may affect the eye or
be exaggerated by wearing contact: lenses

* Allergic reactions of oaular sUrfaces or adnexa
that may be induced or exaggerated by wearing
contact lenses or using contact: lens solutions

« Allergy to any ingredient in a solution which
Is to be used ® care for the BOSTON X0 apntact
lens materfals.

= Any active corneal infection (bacterial, fungal,
or virap

* Red or itritated eves
WARNNNCS

Patlents shauld be advisad of the foliowing warnings
pertaining oo cortact lens wear

* Problems with contact lenses and lens care prod-
ucts could result In sevioles infury to the =ve it
Is essential that atents follow thelr eyecare
practitioner’s directions and all labeling instruc-
tiors For proper use of kenses and lens care prod-
ucts. induding the lens case. Eye problems,
induding corneal ujeers, ean develop rapidly and
lead to foss of visian.

* Dally wear lenses are not indicsted for overnight
wear, and patierts should be instructed not to
wear lenses while sieeping. Clinical studies have
shown that the risk of serious adverse reactions
Is Increased when these dally wear lenses are
warn overnight.

= Studles have shown that contact lens wearers
who are smokers have 3 higher inddence of
adverse reactions than nonsmokers,

= If 2 padent experiences eye discomfort excassive
tearing, vislon changes, or redness of the eye,
the patient should be instructed to immediately
remove lentes and oromotly contact his or her
eyeare practitioner,

PRECAUTIONS

are nott stevile when shipped from the
Authorized BOSTON® ManuFacturer. Prior to dis-
Pensing, dean and disinfect the lensles) aceora-
ing to the aporopriate fens cre ragimen.

= Patients may experierice a reduction in vistbility while
wearing these lenses In conditions of low llumina-
ton for the fallowing lor and center thickness

Calar Ceseer Thickness
lce Blue >0.65 mm
Viclet >0.65 mm

Practitioner Note: BOSTON XO contact lenses ]

Spedal Precautions for Evecare Practitioners:
* Que to the small number of patients enrolied in

dinical investigation of lenses, all refractive pow-
efs, design configurations, or lens parameters
avallable in the lens matenial are not evaluated

in significant numbers. Consequently, when
salecting an appropriate lens design and parame-
tevs, the evecare practitioner should consider all
characterlstics of the lens that can affect lens
performance and ocular health, Induding oxygen
permeabiity, wetiabllity. certral and peripheral
thikness, and opde zone diameter.

The potential impact of these facoors an the
madent's oaular health should be carefully
welghed against the padent's need for refrachive
correction; therefore, the aontinuing ocular
health of the patiertt and lens performanca: on
the eye should be carefully monitored by the
presaibing evecare practitioner.

= Patients who wear contact lenses to correct
presbyopta may not achieve the best correctad
visLal acuity for elther far or near vislon, Visual
requirements vary with the Individual and should
be consdered when selecting the most appropri-
ate type of lens for each patient.

= Aphakic matients should not be fitted with the
BOSTON X0 Contact: Lenses yndl the determina-
ton is mada that the eym has hegied completely.

* Before leaving the eyecare practiionars office,
the patient shouid be able to properly remove
lenses or should have someone else available who
@n remove the lenses for him or her,

* Evecare practitioness should Instruct the patient,
to remove the lenses immediately IF the eye
becomes red or irritated.

= The presence of the ultraviolet (Uw) light absorber
In the BOSTON X0 Contact Lenses may require
equipment enhancement to visualize fluorescein
matterns adequately. (Refer to the Atting Guide for
detaied instructons.)

Eyecare practiioners should crefully instruce
patlents about the following care regimen and
safety precutions:

* Different solutions aften cannot be usad togeth-
er, and nat all sojutlons are safe for use with all
lenses. Use only recommended solutions.

- Do not heat the conditioning/storage solytion
and/or lenses. Keep them away from extreme
heat.

— Always use fresh unexqired (ens care
solutlons.

— Always follow direcdons In the package Inserts
for the use of contact lens selutions.

- Use only a chernical thot heat lens care systern.
Use of 3 heat ithermal) care system @an warp
the BOSTON XD Contact Lenses,

= 0o not use saliva or anything other than the
recommended solutdons for lubricating or wet-
tng lenses,

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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- Sterile unpreserved solutions, wher used,
should be discarded after the time specitied in
the labeling directians,

~ Always keep the lsnses completely immersed in
the recommended storage solution when the
lenses are not belng wom (stored). ¥ dry stor-
age is desired to store the lenses for 3 fonger
periad of time, they rmust first be dearied.
rinsed with watey and carefully dried by blot.
ting with a soft lint-free tissue priar to being
placed in 3 dean, dry iens storage case. |deally.
these lenses should be deaned and disinfected
prior to inserton.

* I the lens sticks (stpps maving) on the eye. fal
low the recommende directions an Care for a
Sticking Lets. The iens shouid move freely on the
eye for the continued health of the eye. If non
movemerit of the lens continues, the patient
should be instructed to Immediately consult his
or her evecare practitioner.

« Always wash and rinse hands before handling lens-
&s. Do not get cosmetics, lotions, soaps, creams,
deadorarnts. or rays in the eyves or on the lenses,
ftls best to put on lenses before putting on make-
Up. Water-based cosmetics are less likely to dam-
age lensas than of-based products,

+ Do not tolich dontact lenses with the fAingers or
hands if the hands are not free of foreign mater|-
als, as miqoscopic seratehes on the lerses may
oo, causing distorted vision and/or injury o
the eve,

« Carefully follow the handling, insertian, removal,
dleaning, disinfecting. storing and wearing
Instructions In the Patient Instructions for the
BOSTON X0 Contact Lanses and Ih those pre-
saibed by the evecare practitioner.

* Never wear lenses heyond the period reeom -
mended by the eyecare practitioner.

« If 3erosol proquats sueh as hair Spray are used
while wearing lerses, exerdse Guton and keep
eyes dosed untll the spray has settied.

« Always handle lenses genty and avold dropping
them on hard surfaces.

* Avold all harmful or irritating vapors and fumes
while wezring lenses,

= Ask your eyecre practitioner about wearing lens
es during watar activities and other sports.

= Inform your heatth care practitioner (doctor! that
you wear contact (enses,

= Never use tweezers or other tools to remove
lenses from the lens case uniess spedfically Indj-
cated for that use, To remove the levis from the
lens case. pour the solution oontaining the iens
Into the palm of your hand.

“ Do not touch the lens with fingernalls,

* Always conract your eyacare practitioner before
using any medidne In the eyes.

* Always inform your emplovyer that you wear con-
tact lenses. Some Jobs fnay require use of eye
protaction enuipment or may require that the
patient not wear contact lenses,
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* As with any contact lens, follow-up vislts are
necessary to assure the continuing heaith of the
patiencs eyes, The patient should be Instructed
25 to a recommended follow-up schedule.

ADVERSE BFFECTS

The patient should be informed that the following
problerns may oocour:

* Eves stinging, burning, itching (irriation). or
other eye pain

= Comfort Is less than when lens was first placed
on the gye

* Feeling of something in the eye such as a foreign
body. saatched area

* Bxcessive watering (tearing) of the eyes

*» Unusual eye secretions

= Redness of the eyes

* Reduced sharpness of vision (paor visual acuity}
* Blurred vislon, rainbows. or halos around oblects
* Sensitivity o light {photophabia)

* Dry eyes

If the patient noticas any of the abowve, he or she
should be Instructed to:

tmeiatoly remove lenses.

« if the discomfort or problem stops, then look
dasedy at the lers., If the lens Is In aty way dam-
aged. do not put the lens back o the eye. Place
the kens in the storage case and oontact the eye-
Gare practitioner. If the lens has dirt, an eyelash,
or other foreign body on It, or the problem stops
and the lens appears undamaged. the patlert

should thoroughly dean, rinse. and disinfect the )

lenses; then reinsert them, after reinsertion, If
the probiem continues, Immedistely rermove
hmmmmmm—
tioner.

When any of the above problems occur, 3 serfous
condition such as infection, comeal ulcer, neovas-
cularization, or Iritis may be present. The: patient
should be instructed to keep the leng OFF the
€ye and seek irmediate professional ldentifia-
tion of the problem and Prompt treatment o
avold serious eye damage.

ATTING

Conventional methods of fitting contact lenses
apply to BOSTON XO Comtact Lenses. For 3 detalled
desaiption of the fitting techniques, refer to the
BOSTON XO Professional Fitting and Iformation
Gulde, coples of which are avallable from:

Practitioner Marketing Representative
Palymer Technolagy
1400 North Gaodman Strest
Rochester, NY 14603-0450
1-800-225-1241

Professional Fitting Guldes are ajso available
through your Authorlzed BosTone Manufacturer.

Questions? Contact FDA/CBRHOGEEMID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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WEARING SCHEDULE
The wearing and replacement schedules should
be determined by the eyecare practitioner.
Patients tend to overwear the lenses Initially. The
eyeaare practitioner should emphasize the Impor-
tance of adhering ta the Initial maximum weanng
schedule. Regular checkups, as determined by the
eyecre practiioner, are also extremaly Important.

BOSTON® X0 Contact Lenses are Indicsted for daily
wear. The suggested weaaring time for these Jenses
Is:

WEARING TIME (Hoturs )y
4 to 8 hours
6 ta 10 hours
8 to 14 hours
10 to 15 hours
12 to All Waking Hours
6 and after All Waking Hours
*if the lensas continue to be wall-tolerated.

WARMNING: BOSTON X0 Caontact Lehses are NOT
intended for overnight (extended) wear,

aw
wn NJE

Evecre practitioners should review with the patient
lens care directions, Induding broth basic lens care
infarmation and spedfic Instructions on the lens care
regimen recommended far the matient:

Ganerd Lers Care
GFrst Gean and Rirse, Then DisinfFact Lanses)
Bask mstructions

Always wash, rinse, and dry hands before handiing
corvact lenses.

* Always use fresh unepired lens cre solutions,

* Use the recommended systern of lens @re, chemni-
<=l (not heat and crefully fullow Inswructions on
solution (abefing. Different solutions often cnnot
be used together. and not all solutions are safe for
use with 3l lenses. Do not altervsste or mix lons
care systams undess indicated an solution
kabeling, or I¥ aavised by the eyecre practi-
thaner.

= Do not use s3liva or anything ather than the rec-
omimended solutions for lubricating or rewetting
lenses. Do not put lenses In the mouth.

* Lenses should be Cleaned, rinsad, and disinfec-
e each time they are removed, Cleaning and
rinsing are necessary o remove mucus and film
from the lens surface, Disinferting s necessary to
destroy harmful germs.

* Always remave, dean, rinse, and disinfect ienses
acrording to the schadule presaribed by the eye-
Care practitioner. The wse of an enzyme or 3 dean-
ing solution doss not substitists for
disinfecyion.

Tmusmnmmlmtdcwaerannmendedby
mwara:mbgyfu-mmmmeaosrorvxom
lenses. Eyerare pradidoriers rray recommend aterrame
products that are appropriate for the gatertt's use with his
of her lerstes).

IO i % P mLelogild

LENS CARE TABLE

Product Lans Care System
PuEpese Chemical INot Heat

Clean Baston ADVANCE® Cleaner or
Bostorr Cleaner

Disinfect Boston ADVANCE® Conrfort
Formuta Conditioning Soludon
or Boston Conditioning
Sciution

Store Boston ADVANCP Comfort
Formula Conditioning Soiution
or Boston Conditioning
Soludon

Multi-Action Boston SIMPLICITY® Mult-
(Clean, Condition. Actlon Solution

Disinfect, Rinse

and Cushion}

tubricate/Rewet  Boston® Rewerdng Drops
Weekly Bosto™ ONE STEP
Enzymatic Uquid Enzymatic Cleaner
Cleaner

= Noter Sorne salutions may have more than
one funcrion, which will be indicates on the
label. Read the kbe on the solution botde,
and follow Instructions.

= Clean ohe lens Arst (always tha same lens first
to avold mix-ups), inse the lens thoroughly
as directed by your eyecare practitioner to
remove the deaning soluton. mucus, and film
from the lerws surface, and put that lens Ino
the corrert chamber of the lens storage case.
Then repeat the procedure for the second lers.

* After deaning. disinfect lensas using the sys-
temn recommended by the manufacturer
and/or the eyecare practitioner. Follow the
Instructions provided in the disinfecting solu-
tion packaaing.

= To store lerrses. disinfect and leave them In the
dosed/uncpened cxse untl ready to wear, If
lenses are not to be used Immediately follow-
Ing disinfection, the patient should be instruct-
edtnmmultthem&zgelnmnrmeevemm
practitioner for irfarmation on storage of lerrses,

= After removing the lenses from the lens case.
empty and rinse the lehs storage case with
solution as recommended by the lens case
manufacturer; then allow the lens case to air
ory. When the case Is used agaln, reflll it with
storage solution. Reptace lens case at regular
Intervals as recommended by the lens cise
manufacturer or your eyeare practitioner

* Eyecare pracidoners may recommend 4 lubri-
Gating/rewetting soiution which can be used
Lo wet (lubricate) lenses whife they are being
Worn to make them more comfortable,

* Eyecare practitioners may recommend a
weekly enzymatic deaner which can be Used
to effectively remave protein deposits from
BOSTON® XD Contact Lenses.

* BOSTON XO Contact Lenses cannot be heat
{thermally) disirfected,

Questions? Contact FDA/CDRH/OCE/DID At CDRH-EQISTATUS@fda.hhs.gov or 301-796-8118
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LENS CASE CLEANING AND MAINTENANCE

Contact |ens cses can be a source of bacterial
growth. Lens cases should be emptied, deaned,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner,
and allowed (D alr dry. Lens cases should be
replaced at reguler intervals as recommended
by the lens case manufacturer of the eyecare
pracutioner.

CARE FOR A STICUING (MONMOVING) LENS

If the lens sticks (stops maoving/&hnat be
removed). the patient should be instructed to
apply one to three drops of a recommended iubri-
cating or rewetting solution directly to the eye and
wait undl the lens begins ta mowe freely on the
eye befare removing It. F nonmovement of the
lens continues after 5 minutes, the padent should
immediately consult the eyecare practitioner

EMERCENCIES

The patients should be Infarmed that ¥ chemicals
of any kind (household products, gardening solu-
tions, laboratory chemicals, ete) are splashed into
the eyes, the patient should: FLUSH EYES IMMEDI-
ATELY WITH TAP WATER, THEN REMOVE LENSES
PROMPTLY. IF POSSIBLE, AND IMMEDIATELY CON-
TACT THE EYECARE PRACTITIONER OR VISTT A HOSP|-
TAL EMERGENCY ROOM WITHOUT DELAY.

Each iens s supplied (nonsterile! In a plastic lens
storage case. The ase |s labeléd with the base
curve, diopter power, diameter, center thickness.
color, UV-absorber (if present and lot number.
Additional parameters of add power, segment
helght, prism ballast and truncation may be
Induded for bifocilVmultifocal lenses.

SD

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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REPORTING OF ADVERSE REACTIONS

All serious adverse reactions observed in patients
wearing tha BOSTON® X0 Contact Lenses or
adverse experlences with the lenses should be
reported to:

Consumer Affairs

Polymer Technology

1400 North Gaodman Street

Rochester. NY 18603-0450

1-800-333-4730

@ Polymer Technology
1400 North Coodrmian Street
Rochester, NY 14603-0450
1-B00-333-4730

® derotes registered trademarks of Polymer Technalogy

Print Date: 04/00 LB6273/01

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PATIENT
CARE
GUIDE

BOSTON- XO
(hexafocon A)

Spherical & Asphericat Contact
Lenses for Llyopis 8 Hyperopia,
BitocalMultitocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphahkic Persons

Fluoro Silicone Acrylate
Rigid Gas Permeable
Contact Lenses

For

Daily Wear

CAUTION:
Federal Law Prohibits
Dispensing Without a Prescription
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Your eyeaare practitioner has fit you with contact
lerisas knawn as BOSTON® X0. BOSTON X0 spherical,
toric and bifo@l/multfocal lenses sre manufactured
from BOSTON XO contact lens material, It s essertial
that you strictly foliow the recommended handling,
deaning and storage procedures. Fallure to da so
may eventually Impair the performance of your
lenses.

WEARING RESTRICTIONS AMD BDICATIONS

BOSTON XO Contact Lenses are indlcated for dally
wear for the corection of refractive ametropla
(myopia, hyperopla. astigmatism and oresbyopial in
aphakic and not aphakic pevsons with nondlsessed
eves. The lens may be disinfected using a chemical
disinfection (not heat) system only.

BOSTON X0 Contact Lenses described in this booklet
should be removed daily from your eyes far rou-
tine deaning and disinfecting as prescribed by your
eyecare pracitioner, DO NOT WEAR YOUR BOSTON
X0 CONTACT LENSES WHILE SLEEPING.

CONTRAINDICATIONS (REASONS NOT TO USE)

00 NOT USE BOSTON XD Contact Lenses when any
of the following condidons exst:

= Aoste or subacute Inflammation or Infection of
the arferior chamber of the eya

* Alty eye disease, INUrY. or abnormality that
affects the comea, oconjuncva, or eyellds

= Severe Insuffidency of lagrimal searetion
(dry ayes)

* Corneal hypoesthesia (reduced comeal sensitivity),
If not aphakic

» Any systemic disease that may affect the eyas or
be exaggerated by wearing contact lenses

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

= Allergy to any ingredient In a solurion which is n
bausedmtarehrdneeoerNXOcanlzctlens
rmateyial

* Any active comezl Infection (bacterial, fungal.
or viral)

* Red or Irritated eyes

* Problems with contact lenses and lens care prod-
Ucts could result in serious inlury to the eye. |t
Is essential to Follow your eyecare practitioners
directions and all (abeling instructons for proper
use of lenses and lens care products, induding
the lens aise, Eye problems, induding comesl
ulcers, can develop rapidly and lead to oss of
vistion

* Dally wear lenses are not Indicated far overnight
wear, and should not be wormn while sleeping,
Clinical studles have shown that the risk of serlous
adverse reactions Is Increased when these lenses
are worn overnight,

* Studlies have shown that contact lens wearers
who are smokers have a higher Inddence of
adverse reactions than nonsmokers,

* if you expetience eye discomfort, excessive tear-
ing. vislon changes. or redness of the aye, mme-
diately remove Janges and promptly contact
Your eyecare practitioner.

53



T TN e i % P [V o

R o ———

PRECAUTIONS

You should carefuily adhere to the following care
réglmen and safety precautions:

» Patients may experience 3 reduction in visibliity while

wearing these lenses in conditions of low dlumina-
tion for the following color and center thickness

Color Canter Thickness
lce Blue >0.65 mm
Violet >0.65 tmm

Before leaving the eyeaare practiboner’s office,
you should be able to properly remove lenses or
should have someone else avallable who cn
remove the lenses for you.

You should remove your fenses Immediately if
vour eyes become red of irritated.

Different salutions often cannot be used togeth-
ef, and not alt solutions are safe for use with alt
lenses. Use only recommended solutions.

- Do not heat the wetting/saaking solution and
lenses. Keep them away frum extreme heat.

- Always use fresh uncomired (ers cire
solutions.

~ Always follow directions In the padkage irsen
for the use of contact lens sojutions.

- Use only a chemical (not heat lens care system,
Use of 3 haat (thermal) care system can warp
BOSTON® XQ Contact Lenses,

— Sterlle Unpraserved solutions, when used.
should be discarded after the time spedfied in
the labefing directions,

- Do not use saliva or anything other than tha
recommended solutions for lubricating or wet-
ting lenses,

- Always keen the lenses completely immersed in
the recormmended storage solution when the
lanses are not belng worn (stored). if dry stor-
age Is desired to store the lenses for a longer
Deriod of time. they must first be deaned,
nnsed with water and carefully dried by biat-
ting with a soft lint-free tissue prior to being
placed in 3 dean, dry lens storage case. ideally.
these lenses should be deaned and disinfected
overmnight prior to Insertion.

i the lens sticks (stops moving) on the eye. fol-
fow the recommendad directions on Care for a
Stcking Lens. The lens should move freely on the
eve far the continued health of the eve. F non-
mavement of the lens continyes, immediately
consuit your eyecare practitioner,

Always wash and rinse hands before handiing
lenses. Do not get cosmetics, lotions, soaps,
creams, deoderants, or sprays In the eyes or on
the lenses. 1t is best to put on lenses before put-
dng on makeup. Water-pased cosmetics are fess
Hkely to damage lenses than off-based products

0o not toudh contact lenses with the fingers or
hands I the hands are not free of forelgn materi-
als. as microscopic scratches on the lenses may
ocar, causing distorted vision and/or injury o
the eye,

Carefully follow the handling, Insertion. removal
deaning, disinfecting, storing and wearlng
instructions that follow For the BOSTON X0
Contact Lenses and those provided by your eve
cre practjtioner.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

» Never wear lenses beyand the period recom.
mended by your eyecare practitioner.

« If aerosol products such as halr spray are used
while wearing lenses. exerdse caution and keep
eyes dosed untll the spray has setted,

» Always handle lenses gently and avold dropping
them ot hard surfaces.

« Avoid all harmful or Irritating vapors and fumes
while wearing lenses.

= Ask your eyecare practitioner about wearing
lenses during water activities and other sports,

« inform your health care practitioner (doctor) that
you wear contact lenses.

* Never Use twee2ers or other tools to remaove
lenses from the lens case unless spedfically indi-
cated for that use. To remove the lens from the
case, pour the solution contalning the lens Into
the palm of your hand.

» Do not touch the lens with fingernails,

* Always contact your evecare practiioner before
using any medidne in the eyes, _

* Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment o rmay require that you
not wear contact lenses,

* As with any contact lens, folow-up Visits are nec-
essary to assurae the continuing health of your
eves, Follow your eyecare practitioner's Instruc-
tion as o 3 recommended follow-up schedule.

ADVERSE EFFECTS

The following prablems may ocour:

= Eyes stinging, burning, itching lirtatdon). or
ather aye pain

= Comfurt is less than when lens was first placed
on the eye

* Feeling of something In the eve such as a foreign
body. scratched area

* Excessive watering (tearing) of the eyes

* Unusual eye segetions

» Redness of the eyes

* Reduced sharpness of vislon (paor visual acuity)

* Blurred vision, rainbows, or halos areund objects

* Sensitivity to light (Dhotophabia)

* Dry eyes

f you notice any of the above:

mneciately remove lenses,

* If the discomfort or problem staps, then look
dosely at the lens. If the lens Is In any way dam-
aged, do not put the lens back on the eve, Flace
the lens in the storage case and sortact your
eyecare practitioner. If the lens has dirt. an eye-
fash. or other foreign body on It, or the problem
stops and the lens appears undamaged. you
should thoroughly dean, rinse, and disinfect the
lensas; then relnsart them. After relnsertion, if
the problem continues, mmediately remove
the lorses and consult your evecare practitioner.

When any of the above problems occur, a serjous

condition such as infection, corneal ulcer. neovas-

cularization, or Iritls may be present, Yau should
keep the lers off tho eye and seek immediate
professional Identification of the probiemn and
prompt treatment to avold serious eye damage.

sy
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it Is essential that you learn and use good
hyglenic methods in the care and handling of
your new lerses. Cleanliness is the first and most
important aspect of proper contact lens cre, In
particular. your hands should be dean and free
of any forelgn substances when you handie your
lenses. The procedisres are:

= Always wash your hands thoroughly with a
mild soap, rinse completely. and dry with a
lint-free towel before touching your lenses.

* Avokd the Use of soaps containing cold aeam.
lotion. or olly cusmetics before handling your
lenses, since these substancas may come Into
contact with the lenses and interfere with suc-
cessful wearlng.

= Handle the lenses with your fingertips, and be
careful to avoid contact with fingermalls It is
helpful tn keep your fingernalls short and
smooth.

Start off correctly by getting Into the habit of
always using proper hygiene procedures so that
they becorne automatic,

2 Kamling the Larses

= Develop the habit of always working with the
same lens first to avold mix-ups.

* Remove the lens from Its storage cse and
examine it to be sure oyt it Is moist. dean,
dear, ahd free of any hicks or Gacks.

3. Piacing the Lans on the Bye

After thoroughly washing and rinsing your

hands. and after proper deaning and condition.

Ing of the lens. follow these steps to Insert the

lens:

« Remove the lens fram Its storage compart-
ment.

* Rinse the lens with fresh conditianing solution.
If desired.

* Inspect the lers to be sure that it Is dean, uni-
formly wet and free of debris.

* Rub several drops of conditianing solution
over the lens surfaces,

= Place the lens on the top of the index finger
of your dominant hand, Place the middle fin-
ger of the same hand dose to the lower lash
and hold down the lower lid.

* Use the forefinger or middie finger of your
other hand to lift the upper (id and then place
the lens on the eve, It Is not necessary to oress
the lens against the eye,

~ Gendy redease the lids and blink. The fens will
center automatically, Always verify Its proper
position by chexking your vision immediatety
arter inserdon,

* Use the same technigue or reverse the hand
when Inserting the other jens.

There are: other methods of lens plagzement. If

the zbove method s difficult for you, your eye-

care practitioner will provide you with an alter

nate method.

Note: If after placement of the lens, your vision

s blurred, check for the following:

= The lens is not centered on the eye (see
“Centering the Lens,” next In this book|et,
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PERSONAL QLEANLINESS FOR LENS HANDLING
1. Pregaring the Lens for Wearing

= If the lens is centered, remove the lens (see
“Removing the Lens” section) and check for
the following:
a. Cosmetics or olls on the lens. Clean. rinse,
disinfect, and place on the eye sgain,

b. The lens is on the wrong eve.

I you find that your vision Is sdll blurred after
checking the above possibilities, remave both
lenses and eonsult your eyecare practitioner.

4 Centering the Lars

Very rarely, a lens that is on the cornea will be
displaced onto the white part of the eye during
lens wear, This ean also ocour during placement
and removal of the lenses if the correct tech-
niques are not performed properly. To center a
lens follow one of the procedures below.

= Closa your evellds and genty massage the lens
into place through the dosed lids.
) OR
* Centy push the off-centered lens onto the
tomes while the eyve Is open using finger pres-
sure on the upper or lower lid next tno the
adge of the lens.

5. Removing the Lens

Before removing your lenses, it is recommended
that you have the following Items available:
1) A lens storage case.
2) Two Bottie Care Systam
Boston ADYANCE® Claaner or
Boston® Cleaner, AND
Boston ADVANCE® Comfort Formula
Condidoning Soludon or Baston®
Conditioning Solution.
OR
Ona Buttie Care Systerm
Boston SIMPUCITY® Muld-Action Solution
(Ckar, Condition, Disinfect, Rinse & Cushion)
3) A dean towel.
Always remove the same lens first.
a. Wash, rinse, and dry your hands thoroughly.

b. Thize are two suggesd methods of s removalk

TWO-FINCER METHOD
V) Piace 2 towel under your eve tD Gatch the leres.

2) Place the tp of the forefinger of one hand
on the middie of the upper id margin and
the forefinger of the other hand on the
Mmiddie of the lower lid margin.

3) Press the lid margin Inward and then
together. The (ens should be wedged out
of your eye onto your hand or towe),

4) The lens may commie out but remain on your
eyelld or hand or be decentered onto the
white part of your eye. If the latter ocours,
recenter the lens orto your cornea before
repeating the removal procedure.

SLINK METHOD

Segt yourseff at a table covered with a dean
towel and iean over untl you are locking down
ar the surface,

1) Place your index finger at the outer junc-
tion of your upper and lower lids, stretch
the skin outward and slightly upward. (Do
nor allow your Jid to slide over the lens.)

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-817T8
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2) BAnk briskly. The lens will be pinched by the
pressure of your eyelids and the lens will
pop out anto the dean surface of the
towel, or you rnay catch the leps In the
paim of your hand.

€. Remove the other lens by following the same
procedure,

d. Faollow the required lens care procedures
descaibed under the heading, CARING FOR

ON 8/31/16

« Do not use saliva or anything ather than the
recommended salutions for lubri@ting or
rewetting your lenses. Do nat put lenses In
your mouth,

= The lens care products listed bedow are recomn.-
mended by Polymer Technology for Use with
vour BOSTON XO Contact Lenses. Your eyecare
practitioner may recommend altemate prod-
ucts that are appropriate for you to use with

discussed In the WARNINGS section above.

i you require only vision correction, but will not
or cannot adhere t a recommended cre regl-
men for your lenses, or are unable to place and
remove lenses and do not have someone avall-
able to place and remove them for you, you
should not artempt to wear contace lenses.

When you first get your lenses, be sure YoU can
place the lerses on your eves and remove thern
whife you are In your eyecare practitioner’s
offica. At that Ume you will be provided with a
recommended deaning and disinfection regj-
men and (nstructions and wamings for kens are,
handling, deaning, ana disinfecting. Your eye-
care practitioner shauld Instruct you about
appropriate and adequate procedures and prod-
ucts for vour use, and provide you with a copy
of the Patient Instructions for the BOSTON® X0
Contact Lenses,

For safe contaa lens wear, you should know and
always practice your lens care routine:

= Alwiys wash, rinse. and dry hands before han-
diing contact lenses.

~ Always use fresh urvwaxgpired lers care solutions

= Use the recommended systemn of lens care
{chemical nat heat) and arefully follow
instructions on soluticn kbeling. Different
solutions often annot be used together, ana
not all solutions are safe for use with o) lenses.

Donntuuulaani:hmmm
umniess indicated on solution bibeling, or is
advited by your eyecire praciitioner.

= Always remowe, dean, rinse and disinfect your
lenses acording to the schedule prescribed by
your eyecare practitioner. The use of an
enzyme or any deaning solution does not
¥ for disinfaction,

YOUR LENSES [CLEANING. RINSING, DISINFECT- your BOSTON XQ Contact Lenses.
ING, STORAGE AND REWETTING/LUBRICATING) LENS CARE TAGLE
Note I these methods for removing yaur lens-
es are difficult for you, your evecare practitioner Product é"“ :‘?m
will pravide you with an alterpate method RAEpose herni cd
UR LE Ci Boston ADVANCE® Cleaner
m:?m i B or Boston® Clemner
AND mﬂlﬂl Disirfect Boston ADVANCE® Comfort
1. Bask Instructions Formula Conditioning Soiution
For continued safe and comfortable wearing of or Bostore Conditianing Sohution
your lenses. it is important that you first cean Store Boston ADVANCE® Comfort
and rinse, then disinfert your lenses after each Formula Condidoning Solution
remaval, using the care regimen recommended ar Bestrn Conditioning Solution
by your evecare practtioner. Ceaning and fins-
Ing are necessary to remove mucus, secretions Multi-Action Boston SIMPUCITY”
films, or deposits which may have accumulated (Clean, Condition, Multi-Action Soludon
during wear. The ideal time to dean your lenses Disinfect, Rinse
Is immediately after removing them. Disinfecting and Cushian)
Is necessary to destroy harmful germms, Lubricate/Rewst  Boston Rewetting Drops
You should adhere to the recommended cre
regimen. Fallre to follow the regimen may result ‘:ne“”v e m DNE:E:Ieaner
in develcpmertafseriousou.hrmpu:zdonsas Cleaz'remar nzym.

= Noter Some solutions may have mare than
one function, which wil be indicated an the
labed. Read the label on the solution bottie,
and follow instructions.

* Clean ane lens first lalways the same lens first
to avold mix-ues) and rinse the lens thorough-
ly @ recommended by your evecare practition-
er to remave the deaning solution, mucus,
ard fitm from the lens surface, Follow the
instructions provided In the deaning salution
labeling. Put that lens intp the comrect cham-
ber of the lens storage case. Then repest the
procedure for the sacond lens.

* Afer deaning. disinfect lenses using the above
recommended system by your eyecare pract-
tioner and/cr the manufactuyer, Follow the
Instrictions provided in the disinfection solu-
tion labeling,

* To store lenses, disinfect and leave them in the
dosed/unopened case unti ready to wear, If
lenses are not to be used immediacely follow-
Ing disinfection, you should consuit the
Package Insert or your evecare practiioner
for Information on storage of Your lenses,

» Always keep your lenses completely immersad
in a recommended disinfecting/conditioning
solution when the lenses are not being waorn.
¥ you discontnue wearing your lenses, but
plan to begin wearing them again after 3 few
weeks, ask your eyecare practivoner for a rec-
ommendation on how tn store your lenses,

= BOSTON X0 Contact Lenses cannot be heat
(thermally) disinfected.

= After removing your lenses from the lefis case,
empty and rinse the lens siorage @se with

solution(s) recommended by the lens css 5/&/)

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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manufacturer or the eyecare practitioner: then
allow the lens case to alr dry. When the @se is
used agaln. refill it with fresh storage solution
Lens cases should be replaced at regular inter
vals 35 recomimended by the lens cise manu-
facturer or your eyecare practitoner.

* Your eyecare practiioner may recommend a
lubricating/rewatting solution for your usa,
Lubricating/Rewetting solutions can be used to
wet (lubricate) your lenses while you are wear-
ing them to make them more momfortable

« Your eyecare practitioner may recommend a
weekly enzymatic deaner which can be used
to effectively remove protein deposits from
your BOSTON® X0 Contact Lenses.

2 care for 3 Sticidng (Nonmoving) Lens

If the lens sticks (stops maving/cannot be
rermoved), apply one to three drops of a recom:
mended lubricating or rewetting solution direct-
ly to your eye and walt untll the lens begins to
move freely on the eve before removing It.
nonmavement of the lens cantinues afrer 5
minutes, you should immediately consult your
eyecare practtioner.

X Lens Case Osaning and Malrboranwe

Contact lens ses tan be a source of bacterial
growth, Lens cases should be emptied, deanad,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner.
and allowed to alr dry after each use. Lens cases
should be replaced at regular intervals as recom-
mended by the lens ase manufacturer or the
eyecare practitioner.

4. Bmergendes
If chemicals of any kind (household products,
gardening solutions, laboratory chemicls, etr.)
are splashed into your eyes, you shoukl: RUSH
YOUR EYES SMMEDIATELY WITH TAP WATER,
THEN BEMOVE YOUR LENSES PROMPTLY, ¥
POSSIELE, AND RMIMEDIATELY CONTALT YOUR
EYECARE PRACTITIONER OR VISIT A HOSIITAL
EMERCENCY ROGM WITHOUT DELAY.

WINSTRUCTIONS FOR THE MONOVISION WEARER

= You shauld be aware that, as with any type of
lens correction, there are advantages and com-
promises to monavision contact lens therapy.
The benefit of dear near vislon in all gazes that is
available with monovision may be accompanied
by a vision compromisa that may reduce your
visual aculty and depth perception for distance
and near tasks. Soine patients have experlenced
difficuity adapting to monavision. Symptoms,
such as mild biurred vsion, dizziness, headaches
and a feeling of slight Imbalanee, may last for a
birief minute or for several weeks as adaptation
takes place. The longer these symptoms persist,
the poorer [s your prognosis for successFul adap-
tation. You should avold visually demanding situ-
ations during the Initial adaptation peried. It is
recommended that you First wear these contact
{enses In famillar situations which are not visually
demanding. For example, be a passenger rather
than a driver of ah automobile during the first
few days of lens wear. {t is recommended that
vou only drive with manavision correction i you
pass your state drivers’ license requirements with
manovision correction.

Some manovislon iens wearers will hever be fuily
comfortable functioning under low levels of lumi
nation, such as driving at night. if this hapgens,
discuss with your eyecare practiioner whether

vou should have additional contact lenses pre-
sanibed so that both eyes are corrected for dis-
tance when sharp distance vsion Is required.

= If you require very sharp near vision during pro-
longed dose work, you may want to discuss with
your eyecare practiioner having additional con-
fact lenses prescribed so that both eyes are cor-
rected for near when sharp near vision Is required.

« Some monovision lens wearars regjulre supplemental
spectades to weoar over the monavision correction
to provide the dearest vision for otdcl tasks, You
should discuss this with your eyexare gractitioner.

= It |s Imporant that you fallow your eyecare
practitioners suggestons for adaptation to
monawvision contact lens therapy. You should
discuss any conaerns that you may have during
and after the adaptation period,

« The decilon t be fit with 2 monovision

CONSIDERATIONS FOR BFOUCAL/MULTIFOCAL

Patierts who are considering bifocalmuttifocl
contact lenses should be highly metivared and
must be informed of the benefits a5 well as the
oroblems that may be encountered while adapting
to bifocal/muitifocal contact lens wear.

Your eyecare practitoner may discuss the
following with you.

1. Adapration

Both bifocal spectade and bifocal/multfoeal
CONT@CT lens wearers need to leamn to adapt to
proper head positioning. The bifocal patient
must positdon the head upright while rotating
the eyes downward to read, once the bifocal
patient has adapted. proper positioning
becomes effortiess,

2. Driving at Mt
Bifocal/multifocal contact lens wearers should
experienca night vision before actually driving
while wearing thedr lermses,

3. Hore at Nght
Bifocal/rnultifocal contact lenses wearers may
eperience flare at night. This may ocour with
cerzin lens designs. With time, bifocal contact
lens wearers adapt to this situation.

4. Vsual Expectation
Bif oaal/multifocal contact kens wearers may
experiena visual acuities less dan could be
achleved with bifocal spectades,

SAMPLE OF WEARING AND APPOINTNENT
SO{EoULES

Wearing Schedule
DAY WEARING TINE (Houwrsr
1 4 to 8 Hours
2 6 tb 10 Hours
3 8 tD 14 Hours
a 10 to 15 Hours
5 12 to All Waking Hours

6 and after All waking Hours
*if the lenses continue to be well-tolerated.

WARMING: BOSTON X0 Contact Lenses are NOT
intended for avernight (extended) wear.

57

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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APPOINTMENT SCHEDULE
Minimum number of hours lenses to be worn at time of appointment:

Your appointments are on:
Month Yeor _Tame Date

PATIENT/EVECARE PRACTITIONER INFORMATION

Eyecare Practitioner Information

Practitioner Name:

Practice Name:

Practitioner Address:

Practitioner Phone Number: o

Recommended Lans Care Regimen;

Cleaning Solution:

Conditioning Solution:

Rewetting Solution:

Weekly Enzymatic Cleaner:

IMPORTANT: In the event that you experience any difflculty wearing your lenses or you do not understand
the instructions given you, DO NOT WA for vour next appointment. TELEPHONE YOUR EYECARE
PRACTITIONER IMMEDIATELY.

© Palymer Technology
1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

@ denotes registered trademarks of Palymer Technology.

Print Date: 04/00 LE6273/01

® &y

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CAUTION: Federal Law prohibits
dispensing without prescription
See package insert for impartant safety infarmation.
Tne BOSTON® Lens material manufactured oy:
Polymer Technology, Wilmington, MA 01887
Do not accept this BOSTON Lens order if the Autharized

Manufacturer insionia Is not Intact,
Q1992 THE RCGTON LENS BOSTON. EQUALENS. ENvISION,

uOSTON RX0 BOSTON €5 8OSTON 7 anc HOSION MUILIVISION My trademmarks of
Palyrier Ter Neoindy. » Divaxion of Wilmingeon Pacthers L B

P.a3-93

®

PRACTITIONER NOTE: The BOSTON Lenses are
not sterlle when shipped from the Authorized
Manufacturer. Prior to dispensing. clean ang
disinfect the lens(es) according to the
appropriate lens care regimen.

Do not accept
this BOSTON Lens order If the

Is not intact,

Authorized Manufacturer insignia

IN CASE OF EMERGENCY

| am wearing BOSTON® Contact Lenses.

I use BOSTON® 50lutions.

My Practitipner

®

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

PHope
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POLYMER TECHNOLOGY 1400 N. GOODMAN STRE: - O BOX 450 « ROCHESTER, NEW YORK 14603-0450

T

May 1, 2000

Office of Device Evaluation

Document Mail Center (HFZ-401)
Center for Devices & Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

RE:  510(k) Premarket Notification
K000795
BOSTON XO Contact Lens

Attn: Eleanor Felton, HFZ-460

Dear Ms. Felton:

This is in response to your letter dated April 17, 2000.

ltem #1:

The applicant has not provided Disclosure Statements for the clinical

investigators.

Response #1:

Disclosure Statements for the clinical investigators can be found in Appendix A.

Item #2:

The labeling, as proposed, is deficient because of the following:

1.
2.

3,
4.

The applicant has not provided shipping labels for the device.
The lens description in the package insert and the fitting guide does
not show add powers for presbyopia.

The fitting guide does not have cylinder powers.

The labeling (overall) does not show the amount of light
transmission.

The fitting guide does not provide guidance for fitting the
presbyopic patient.

The fitting guide contains a precaution regarding reduction in
visibility. This precaution is not provided in any labeling for the
patient (the one that really needs to know).

Response #2:

Revised labeling which addresses the above concerns can be found in
Appendix B. Please note, a separate fitting guide has been developed for fitting o
the presbyopic patient. That document is also included in Appendix B. You will !:‘ af

fo
H b

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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note that a refefsnee (8 HEaVER th())liAt)F/{e(%?eﬁw#z ?éé@y%agféeﬁ?{\‘ 3¢ 'Glide has been

added to the Boston XO Professional Fitting Guide.

Item #3:

ldentify “Other” symptoms, problems and complaints and reasons for lens
replacement.

Correct the typo on page 198.

Response #3:

A table has been provided which identifies the eyes with Snellen line decreases
of 2 or more lines and reasons for the decreases. Decreases in sixteen eyes
were due to monovision. Decreases for three eyes were due to heavy deposits,
power change, and unexplained increase in over-refraction cylinder. The table
can be found in Appendix C

The “Other” symptoms, problems and complaints and reasons for lens
replacement can be found in Table 8.C (Details of Symptoms/Complaints
Reported as Other) and Table 10.C (Details of Unscheduled Lens Replacements
Reported as Other). These two tables are provided in Appendix D.

The corrected page 198 can be found in Appendix E
Item #4:
Provide an engineering drawing of each lens configuration for which clearance is

requested.

Response #4:
Engineering drawings can be found in Appendix F.

Item #5:
Provide the manufacturing information regarding thermal polymerization
conditions and alternate designs (e.g. aspheric. bifocal, and toric).

Response #5:
The thermal polymerization conditions can be found in Appendix G. The
polymerization conditions do not change with design

Should you have any questions, please do not hesitate to telephone me at (716)
338-5477.

Sincerely,

@L(«uw\ % é‘{t‘l'dw_

Debra L.B. Ketchum
Manager, Regulatory Affairs

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approved: OMB No. 0910-0396

Public Health Service Expiration Date: 3/31/02
Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted
in support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54. 2(d).

( Please mark the applicable checkbox. J

<) (1) As the sponsor of the submitted studies, | certify that | have not entered into any financial
arrangement with the listed clinical investigators (enter names of clinical investigators below or attach
list of names to this form) whereby the value of compensation to the investigator could be affected by
the outcome of the study as defined in 21 CFR 54.2(a). | also certify that each listed clinical
investigator required to disclose to the sponsor whether the investigator had a proprietary interest in
this product or a significant equity in the sponsor as defined in 21 CFR 54.2(b) did not disclose any
such interests. | further certify that no listed investigator was the recipient of significant payments of
other sorts as defined in 21 CFR 54.2(f).

See Attached List for Study #001

Clinteal investigators

(] (2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in
any financial arrangement with the sponsor of a covered study whereby the value of compensation to
the investigator for conducting the study could be affected by the outcome of the study (as defined in
21 CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor
of the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments
of other sorts (as defined in 21 CFR 54.2(f)).

(] (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators

(attach list of names) or from the sponsor the information required under 54.4 and it was not possible
to do so. The reason why this information could not be obtained is attached.

NAME TITLE
Vice President Global
Brian Levy, O.D., M.Sc. Biological and Clinical Research

FIRM /ORGANIZATION

Bausch & Lomb [\

SIGNATURE ‘Q DATE o
g} ) /J s ?5‘79

Paperwork Reduction Act Statement

An agency may not conducl\)r sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number. Public reporting burden for this o .
collection of information is estimated to average | hour per response. including time for reviewing Food af‘d Drug Administration
instructions, searching existing data sources, gathering and maintaining the necessary data, and 5600 F-lshers Lane, Room 14C-03
completing and reviewing the collection of information. Send comments regarding this burden Rockville, MD 20857

estimate or any other aspect of this collection of information to the address to the nght:

Department of Health and Human Services

FORM FDA 3454 (3/99) ‘Crechexd by Becrone Doourment ServoesA JSDHHS (301 0454 EF (ﬂ}

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 00 1
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CLINICAL INVESTIGATOR LIST FOR CLINICAL STUDY #0Q1

Paul Blaze, O.D.
Michael Goldsmid, O.D.

Frank Toscane. O.D.

002 OY

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



PROFESSIONAL
FITTING AND
INFORMATION
GUIDE

BOSTON® XO

(hexafocon A)

Spherical & Aspherical Contact
Lenses for Nlyopia & Hyperopia,
Bifocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphakic Persons

4 CAUTION:
Federal Law Prohibits Dispensing
Without a Prescription
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PRODUCT DESCRIPTION - BOSTON X0

The BOSTON X0 Contact Lens material, hexafocon A,
is composed of aliphatic siloxany! fluoromethacry-
late copolymer with an ultraviolet absorber. The
tinted lenses contain the following color additives:

Color Color Additive
ice Blue D & C Green No. 6
Violet D & C Violet No. 2

The BOSTON X0 Contact Lenses are a hemispherical
shell of the following dimensions:

Power Range -20.00D to +20.00D
in 0.25D increments
Diameter 7.0 mm to 11.5 mm

Base Curve Range  5.00 mm to 9.00 mm
in .01 mm increments

{Some of these designs are patented:

manufacture of these lenses in Boston XO
thexafocon Al materials are authorized to

licensed labs onty)
Power Range -20.00D to +20.00D
in 0.25D increments
Diameter 7.0mm to 11.5 mm

Base Curve Range  6.00 mm to 9.20 mm
in 0.01 mm increments

Bifocal Lens Designs

(Some of these deslgns are patented;
manufacture of these lenses in Boston X0
thexafocon A) materials are authorized to

licensed labs only)
Power Range -20.00D to +20.00D
in 0.25D increments
Diameter 8.5 mm to 1.5 mm

Base Curve Range  6.30 mm to 9.50 mm
in 0.01 mm increments

Segment Heights -2.00 mm to +1.00 mm
in 0.5 mm increments

Add Powers +1.000 to +3.75D
in 0.5D increments
Prism Ballast 0.5 to 3.5 prism diopters
in 0.5D increments
Toric Lens Designs
Power Range -20.00D to +20.00D
in 0.25D increments
Diameter 7.0mmto 11.5 mm

Base Curve Range 6.80 mm to 9.50 mm
in 0.01 mm increments
Torlcity Up to 9.00 Diopters

The lenses described above can have a center thick-
ness of 0.07 to 0.65 mm that will vary with lens
design, power and diameter.

The physical/optical properties of the lens are:

Spedcific Gravity 127

Refractive Index 1.415

Light Absorbance (640 nm) 4.6 lce Blue
tabsorbance units/inch 55 Violet

Light Transmittance* 92%

*Average %T (400-800nm)}

Surface Character Hydrophobic
Wetting Angle 49°

Water Content <1%

Oxygen Permeability 140* (100" /

{x10™ (cm* 0; - cm)/lcm? -« sec - mmHg) @ 35° C) L/}/

004

**polarographic method (ISO/Fatt)
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1907 BOSTON® XO

—

Carnea

% Transmission

Lens

) = . y - i 7
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Wavelength (nm)

BOSTON XO - 0.07 mm thick BOSTON XO (ice Blue
CORNEA - Human cornea from a 24-year-old per
son as described in lerman, S., Radiant Enerqgy 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 Health
CRC Press, Boca Raton, Forida, 1986, p 19 figure S

NOTE
The effectiveness of wearing UV-absorbing contact
lenses in preventing or reducing the incidence of

ocular disorders associated with exposure to Jv
light has not been established at this time

WARNING

UV-absorbing contact lenses are NOT substitutes
for protective UV-absorbing eyewear such as UV
absorbing goggles or sunglasses. Persons should
continue to use their protective UV-absorbing
eyewear as directed.

ACTIONS
BOSTON X0 Contact Lenses when placed on the

cornea act as a refracting medium to focus light
rays on the retina.

INDICATIONS

BOSTON X0 Contact Lenses are indicated for daily
wear for the correction of refractive ametropia
(myopia, hyperopia, astigmatism and presbyopia! in
aphakic and not aphakic persons with non-diseased
eyes. These lenses may be disinfected using a
chemical disinfecting system only.

CONTRAINDICATIONS (REASONS NOT TO USE)

DO NOT USE BOSTON XO Contact Lenses when any
of the following conditions exist:

¢ Acute or subacute inflammation or infection of
the anterior chamber of the eye

* Any eye disease, injury, or abnormality that
affects the cornea, conjunctiva, or eyelids

« Severe insufficiency of lacrimal secretion (dry
eyes)

» Corneal hypaoesthesia (reduced corneal sensitivity),
if not aphakic

* Any systemic disease that may affect the eye or
be exaggerated by wearing contact lenses

« Allergic reactions of ocular surfaces or adnexa
that may be induced or exaggerated by wearing

« Allergy to any ingredient in a solution which
is to be used to care for the BOSTON XO Contact
Lenses

» Any active corneal infection (bacterial, fungal, or viral)
» Red or irritated eyes
WARNINGS

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

* Problems with contact lenses and lens care prod-
ucts could result in serious injury to the eye. It
is essential that patients follow their eyecare
practitioner’s directions and all l[abeling instruc-
tions for proper use of lenses and lens care prod-
ucts, including the lens case. Eye problems,
including corneal ulcers, can develop rapidly and
lead to loss OF vision.

Daily wear lenses are not indicated for overnight
wear, and patients should be instructed not to wear
lenses while sleeping. Clinical studies have shown
that the risk of serious adverse reactions is increased
when daily wear lenses are worn overnight.

Studies have shown that contact lens wearers

wha are smokers have a higher incidence of
adverse reactions than nonsmokers.

If a patient experiences eye discomfort, excessive
tearing, vision changes, or redness of the eye,
the patient should be instructed to hnmediately
remove lenses and promptly contact his or her
eyecare practitioner.

PRECAUTIONS

Practitioner Note: BOSTON X0 Contact Lenses
are not sterile when shipped from the
Authorized BOSTON Manufacturer. Prior to dis-
pensing, clean and disinfect the lens(es) accord-
ing to the appropriate lens care regimen.

* Patients may experience a reduction in visibility while
wearing these lenses in conditions of low illumina-
tion for the following color and center thickness:

Color Center Thickness
lce Blue >0.65 mm
Violet >0.65 mm

Special Precautions for Eyecare Practitioners:

* Due to the small number of patients enrolled in
dinical investigation of lenses, all refractive pow-
ers, design configurations, or lens parameters
available in the lens material are not evaluated in
significant numbers. Conseguently, when select-
ing an appropriate lens design and parameters,
the evecare practitioner should consider all char-
acteristics of the lens that can affect lens perfor-
mance and oculfar health, including oxygen per-
meability, wettability, central and peripheral thick-
ness, 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 J' 5
correction; therefore, the continuing ocular u;) ¥
health of the patient and lens performance on

the eye should be carefully monitored by the

- 0035

Questions? Contaet FOA/CDRITERERIBA LRI EIE TATUS @fdabisipmens2eiregidit toner
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* Patients who wear contact lenses to correct pres-
byopia may not achieve the best corrected visual
acuity for either far or near vision. Visual require-
ments vary with the individual and should be
considered when selecting the most appropriate
type of lens for each patient.

* Aphakic patients should not be fitted with
BOSTON® X0 Contact Lenses until the determina-
tion is made that the eye has healed completely

* Before leaving the eyecare practitioner’s office
the patient should be able to properly remove
lenses or should have someone else available who
can remove the lenses for him or her

* Eyecare practitioners should instruct the patierit
to remove the lenses immediately if the eye
becomes red or irritated.

« The presence of the ultraviolet (UV) light absorber
in the BOSTON XO Contact Lenses may require
equipment enhancement to visualize fluorescein
patterns adequately. (Refer to the FITTING PROC
DURE for detailed instructions.)

Eyecare practitioners should carefully instruct
patients about the following care regimen and
safety precautions:

* Different solutions often cannot be used
together, and not all solutions are safe for use
with all lenses. Use only recommended solutions.

- Do not heat the conditioning/storage solutior:
and lenses. Keep them away from extreme heat.

- Aways use fresh unexpired lens care soluboris

- Always follow directions in the package nicerts
for the use of contact lens solutions.

- Use only a chemical (not heat) lens care systern.
Use of a heat (thermal) care system can warp
the BOSTON X0 Contact Lenses.

- Sterile unpreserved solutions, when used,
should be discarded after the time specffied n
the labeling directions.

- Do not use saliva or anything other than the
recommended solutions for lubricating or
wetting lenses

~ Always keep the lenses completely immersed i
the recommended storage solution when the
lenses are not being worn (stored). If dry stor
age is desired to store the lenses for a longer
period of time, they must first be deaned,
rinsed with water and carefully dried by blotting
with a soft lint-free tissue prior to being placed
in a dean, dry lens storage case. Ideally, these
lenses should be deaned and disinfected prior <o
insertion.

*

If the lens sticks (stops moving) on the eye, fol
low the recommended directions on Care for a
Sticking Lens. The lens should move freely or the
eve for the continued health of the eye. If non
movement of the lens continues, the patient
should be instructed to immediately consuit -
or her eyecare practitioner.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

* Always wash and rinse hands before handling
lenses. Do not get cosmetics, lotions, soaps,
creams, deodorants, or sprays in the eyes or on
the lenses. It is best to put on lenses before putting
on makeup. Water-based cosmetics are less likely
to damage lenses than oil-based products.

Do not touch contact lenses with the fingers or
hands if the hands are not free of foreign materi-
als, as microscopic scratches on the lenses may
oceur, causing distorted vision and/or injury to
the eye.

Carefully follow the handling, insertion, removal,
cleaning, disinfecting, storing and wearing
instructions in the Patient instructions for
BOSTON X0 Contact Lenses and those instructions
provided by the eyecare practitioner.

Never wear lenses beyond the period recom-
mended by the eyecare practitioner.

if aerosol products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes closed until the spray has settled.

Always handie lenses gently and avoid dropping
them on hard surfaces.

Avoid all harmful or irritating vapors and fumes
while wearing lenses.

Ask the eyecare practitioner about wearing lenses
during water activities and other sports.

Inform the patient to alert their health care prac-
titioner (doctor) that they wear contact lenses.

Never use tweezers or other tools to remove
tenses from the lens case unless specifically indi-
cated for that use. To remove the lens from the
case, pour the solution containing the lens into
the palm of your hand.

Do not touch the lens with fingernails.

Always contact the eyecare practitioner before
using any medicine in the eyes.

Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment or may require that the
patient not wear contact lenses.

As with any contact iens, follow-up visits are
necessary to assure the continuing health of the
patient’s eyes. The patient should be instructed
as to a recommended follow-up schedule.

ADVERSE EFFECTS

The patient should be informed that the following
problems may occur:

» Comfort is less than when lens was first placed
on the eye

* Feeling of something in the eye such as a foreign
body, scratched area

* Excessive watering (tearing) of the eyes

if the patient notices any of the above symptoms,
he or she should be instructed to:
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Immediately remove lenses

If the discomfort or problem stops, then
closely inspect the lens. If 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 eyecare 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 thor-
oughly clean, rinse, and disinfect the lenses,
then relnsert them. After reinsertion, If the
problem continues, the patient shouid imme-
diately remove the ienses and consult the eve
care practitioner.

The patient should be informed that the fol
lowing problems may also occur:

* Eyes stinging, burning, Itching (irritation), or
other eye pain

» Redness of the eyes
* Reduced sharpness of vision (poor visual acuity)

= Blurred vislon, rainbows, or halos around
objects

* Sensitivity to light (photophobia)
* Dry eyes

If the patient notices any of the above symp
tons, he or she should be Instructed to

immediately remove lenses

When any of the above problems occur. a seri-
ous condition such as infection, corneal uicer,
neovascularization, or [ritis may be present
The patient should be Instructed to keep the
lens off the eye and seek Immediate profes-
slonal identification of the problem and
prompt treatment to avoid serlous eye damage

SELECTION OF PATIENTS

BOSTON® X0 Contact Lenses are rigid gas perme
able lenses for the daily wear patient who may
require the correction of visual acuity for myopia
hyperopia, astigmatism or presbyopia. BOSTON X/
lenses are suitable for patients who have never
warn contact lenses, for current PMMA wearers,
for patients wanting to upgrade their current rigid
gas permeable lenses, as well as for some patients
who have been unsuccessful with soft contact
lenses.

FITTING PROCEDURE OUTLINE

1. Pre-Fitting Examination

2. Initial Lens Diameter Selection

. Initial Lens Base Curve Selection

. Initial Lens Evaluation

. Initial Lens Power Selection

. Initial Lens Center Thickness Selection
. Remaining Lens Parameter Selection
. Follow-Up Care

O ~NO UL W

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

FTTING PROCEDURE

1. Pre-fitting Examination
A pre-fitting patient history and examination are
necessary to:

 determine whether a patient is a suitable can-
didate for daily wear or extended wear contact
lenses (consider patient hygiene and mental
and physical state),

* make ocular measurements for initial contact
lens parameter selection,

¢ coltect and record baseline dinical information
to which post-fitting examination results can
be compared,

A pre-fitting examination should indude distance
and reading refraction, keratometry and slit
lamp evaluation to rule out any contraindications
to contact lens wear. Careful assessment of the
cornea, lids, conjunctiva and precorneal tear film
establishes a baseline against which the practition-
er can compare any changes resulting from con-
tact lens wear.

2. Initial Lens Diameter Selection
For minus lenses, an initial lens diameter of
9.6 mm is recommended. For plus lenses, an
initial lens diameter of 9.2 mm is recommended. It

is important that the optical zone of the lens cov-
ers the pupil adequately, even in dim illumination.

3. Initial Lens Base Curve Radius Selection

The initial base curve radius selection is primarily
a function of the lens diameter selected and the
amount of corneal astigmatism present:

Step One:
Measure central corneal curvature and identify
the Flat K lowest dioptric power).

Example:

K =42.75/44.75 @ 90 Flat K = 42.75D (7.90mm)
The “fiat K" is used as a reference point from
which the Base Curve Radius is chosen.

Step Two:
Calculate the corneal astigmatism (difference
between the flat and steep K).

In This Example:
K=42.75/44.75 @ 90 Carneal Astigmatism =
2.00D

Step Three:

Calculate the Base Curve Radius by referring to
the Corneal Astigmatism Factor Chart for a given
lens diameter.

Example: K = 42.75/44.75 @ 90 Flat K = 7.90 mm

» Corneal Astigmatism = 2.00D

 Lens Diameter = 9.6 mm

* Initial Base Curve:
Flat K 42750 7.90 mm
+ Corneal Astigmatism Factor 0.25D fatter than Fat
= Initial Base Curve 42.500

» Base Curve Radius 42.50D = 7.94 mm [L

}
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Select 9.2 mm or 9.6 mm initial diameter
Choose base curve according to chart.
Corheal Astigmatism
Comeal 9.2mm 9.6 nwn
Astigmatism | Diameter Diameter

000to 050D | 0.500 flatter | 0.750 flatter
075t01.25D | 0.250 flatter | 0.50D flatter
150 to 2.000 on flat "K* 0.25D fiatter
2251t02.750 | 0.25D steeper| on flat "k

3.00 to 3.50D | 0.50D steeper | 0.25D steeper

*This chart assumes an optical zone that is
1.4 - 1.6 mm smaller than the lens diameter

4. Initiat Lens Evaluation

A Lens Positioning
Patient comfort is largely determined by lens
positioning on the cornea. A slightly superior .
lid-attachment positioning is generally preferred
to enhance comfort and encourage normal
blinking patterns. Ideally, the upper edge of tne
lens should be located at or near the superior
limbus and remain covered during each blink
A central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge lift and edge contours that are
rolled slightly inward to reduce blink-related
sensation. Inferior lens positioning, which inter
feres with normal blinking and promotes lens
binding and 3-9 staining, should be avoiged

Note for fitting the hyperopic eye:

Single-cut plus lenses tend to position low . If the
inferior decentration is modest, this design may
be preferable, especially for smaller corneas in
many cases, lenticular-designed plus lenses offer
better centration and more predictable blirik -
induced lens movement. Spedial attention must
be directed to the edge design of interpalpetral
tenticular lenses to insure that they provide min
imal lid sensation by being well-tapered arc
rolled slightly inward.

B. Auorescein Pattemn
Typically, the fluorescein pattern of the final lens
should show some mild apical bearing (*feather”
touch) or alignment and the absence of periph-
eral bearing over more than 180° of its crcum
ference. Excessive apical pooling or bearing
should be avoided. A moderate edge fift 1s nec
essary to permit the edge of the lens to slide
over the corneal surface with minimal resistance:

The presence of the UV-absorber in the 805TCN®

X0 thexafocon A) Contact Lenses may require

equipment enhancement to visualize fluoresoen

patterns adequately. A simple, inexpensive

approach is the use of an auxiliary yellow Kodak

Wratten #12 filter in conjunction with the ctbalt

blue filter of the biomicroscope.

Skt Lamp Application (if desired):

1. All customary light intensities and filter
settings (Cobalt Blue) are left in place

2. The Kodak Wratten Filter #12* (yellow: is
secured on the patient side of the slit lamp
microscope with a small piece of adhesive
tape

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Burton Lamp Application (necessary):

1. Replace blue bulbs with ordinary white bulbs.

2. Place Kodak Wratten Filter #47* (blue) over
white bulb area.

3. Place Kodak Wratten Filter #12 (yeliow) over
patient side of viewing lens.

4. Use system in usual manner.

Important Note: Use of the Wratten filters
will also enhance the view of non-UV rigid
lenses and corneal fluorescein evaluation.

*Wratten #12 and #47 filters are available from
Authorized BOSTON Manufacturers in the
following kits: #7503 Slit Lamp Filter Kit, #7502
Burton Lamp Modification Kit.

5. Initial Lens Power Selection
A Empirical Fitting
Step One:
Follow the steps for INITIAL LENS DIAMETER and
BASE CURVE RADIUS SELECTION.

Step Two:
Empioy the rules of SAM (steeper add minus) or
FAP (flatter add plus) to determine lens power.

Example:
Spectacle Rx: -3.00-1.50 cx 180
K Readings: 42.75/44.75 @ 90

Flat K = 42.750 (7.90mm)

Corneal Astigmatism: = 2.00D
Lens Diameter = 9.6mm

Initial Base Curve:

Flat K = 42750 7.90 mm
+ Corneal Astigmatism Factor 0.25D ratter than Fiat k
= Initial Base Curve 42.50D

42500 =7.94 mm

Since the base curve is 0.25D flatter than K,
employ the FAP principle to determine contact
lens power.

Base Curve Radius

Base Curve: 42.500 0.5 fatter than Frat k
Sph power of spec Rx: -3.00D

FAP adjustment +(+0.25D)
Lens Power -2.750
The lens in this example would be ordered as:

Base curve: 42.500
Power: -2.75D
Diameter: 9.6mm
B. Trial Fitting
Step One:

Perform a spherical refraction over the best-
fitting trial lens.

Step Two:
If the spherical power of the over-refraction is
greater than 4.75D, correct for the vertex distance.

Example: -5.00D at 12 mm=-4.75D at the cornea
+5.000 at 12 mm=45.37D at the cormnea

No8
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Step Three:

Combine the spherical over-refraction (corrected
for vertex distance if appropriate) with the power
of the trial lens to obtain the final contact tere
power ordered.

Trial lens 3000
Over-refraction (+)+1.00D
Power to order

Example:

Vertex Conversion Chart
(12 mm distance)

For minus powers reduce by amount shown,

For plus powers increase by amount shown.
+Spherical

over-refraction (D}

Corresponding
Power
Compensation (D)

6. Initial Lens Center Thickness Selection
Far best clinical results, the eyecare practitionar
should always specify center thickness as part
of the complete prescription. The stability and
flexural resistance of BOSTON® X0 (hexafocon A
permit the use of a wide range of center rthick
nesses and designs.

For eves with less than 1.25 diopters of corneal
toricity consider the following standard thickness
table

Minus Lens
Center Thickness
Lens Recommended

Power Thickness
Plano 018
-1.00 017
-2.00 0.16
-3.00 0.15
-4.00 0.14
-5.00 013
-6.00 012
-7.00 0.11
-8.00 0.10

In cases where corneal toricity is 1.50 diopter or
greater, consider adding 0.01 mm of thickness per
diopter of cylinder to the center thickness tabie to
control blink-induced flexure.

7. Remaining Lens Parameter Selection

The final prescription should be provided to the
Authorized BOSTON Manufacturer in a forrat
which indudes:

s base curve * center thickness
s diameter * optic zone
* power e peripheral curves

By specifying the complete design, practitioner
success and patient satisfaction are increased. The
following suggested designs have proven success
fulin dinical testing. Your Authorized BOSTON
Manufacturer may also offer suggestions
regarding lens design.

Questions? Contact FDA/ICDRH/OCE/DID At CDRH-FOISTATUS @WIEPRREIGBUSS i digibasias

Select remaining lens
parameters: optical zone &
peripheral (edge) design.

Specify 8.0- 8.2 mm
optic zone
instruct manufacturer to blend
to finished size

Specify peripheral curve
e Eors
for for
92 mm 94 - 9.6 mm
diameter diameter
Peripheral Curves Peripheral Curves
1st ma 15t 2t
Wiith O3imm O03mm |Width O03mm 03 mm
Racius* 08mm 23 mm |Radus®* 12mm 28 mm
*flatter than B.C. *flatter than B.C
8. Follow-up Care

a. Follow-up examinations are necessary to
ensure continued successful contact lens
wear. From the day of dispensing, a conven-
tional follow-up schedule for daily wear should
be maintained.

b. Prior to a follow-up examination, the contact
lenses should be worn for at least 2 continu-
ous hours and the patient should be asked to
identify any problems which might be occur-
ring related to contact lens wear.

c. With lenses in place on the eyes, evaluate fit-
ting performance to assure that CRITERIA OF
A WELL-FITTED LENS continue to be satisfied.
Examine the lenses dosely for surface deposi-
tion and/or damage.

d. After the lens removal, conduct a thorough
biomicroscopy examination.

1) The presence of vertical corneal striae in the
posterior central cornea and/or corneal
neovascularization is indicative of excessive
corneal edema.

2) The presence of corneal staining and/or
limbal-conjunctival hyperemia can be indica-
tive of an undean lens, a reaction to solu-
tion preservatives, excessive lens wear,
and/or a poorly fitting lens.

3) Papillary conjunctival changes may be indica-
tive of an unclean and/or damaged lens.

ff any of the above observations are judged
abnormal, various professional judgments are
necessary to alleviate the problem and restore
the eye to optimal conditions. If the CRITERIA OF
A WELL-FITTED LENS are not satisfied during any
follow-up examination, the patient should be re-
fitted with a more appropriate lens.

IN-OFFICE CARE OF TRIAL LENSES

Eyecare practitioners should educate contact lens
technidians concerning proper care of trial lenses.

Prior to reusing in a diagnostic procedure or
before dispensing to a patient, lenses should be
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Practitioner Note: The BOSTON® X0 Contact
Lenses are not sterile when shipped from the
Authorized BOSTON Manufacturer. Prior to dis
pensing, clean and disinfect the lens(es) accord
ing to the appropriate lens care regimen

RECOMMENDED INITIAL WEARING SCHEDULE

Although many practitioners have developed therr
own initial wearing schedules, the following
sequence is recommended as a guideline Patients
should be cautioned to carefully follow the weanng
schedule recommended by the eyecare practition-
er regardless of how comfortable the lenses fee

BOSTON X0 Contact Lenses are indicated for daly

wear. The maximum suggested wearing time For
these lenses is:

DAY WEARING TIME (Hoursr
1 4 to 8 hours
2 6 to 10 hours
3 8 to 14 hours
4 10 to 15 hours

5 12 to All Waking Hours
6 and after All Waking Hours
*if the lenses continue to be well-tolerated

CLINICAL ASSESSMENT

WARNING: BOSTON X0 Contact Lenses are NOT
intended for overnight (extended) wear

1. Criteria of a Well-Fitted Lens

Patient comfort is largely determined by lens
positioning on the cornea. A slightty superior.
lid-attachment paositioning is generally preferred
to enhance comfort and encourage normat
blinking patterns. ideally, the upper edge of the
lens should be located at or near the superior
limbus and remain covered during each blink 4
central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge lift and edge contours that are
rolied slightly inward to reduce bfink-refated sen-
sation. Inferior lens positioning, which interferes
with normal blinking and promotes lens binding
and 3-9 staining, should be avoided.
Typically, the fluorescein pattern of the lens
should show some mild apical bearing (“feather”
touch) or alignment and the absence of peripr
eral bearing over more than 180° of its circum
ference. Excessive apical pooling or bearing
should be avoided. A moderate edge lift is ne:
essary to permit the edge of the lens to shoe
over the corneal surface with minimal resistance
2. Optimizing Fitting Characteristics
In order to achieve optimal performance, it is
often necessary to modify the initial lens para
meters. Practitioner observations and interpreta-
tion of lens positioning, fluorescein patterns.
and lens movement are essential to this process
The following chart summarizes common fittirig
relationships

INITIAL LENS ASSESSMENT
Optimum Too Steep Too Rat
Fluorescein Parallel to Slight  Excessive Apical Excessive
pattern Apical Bearing Paoling Apical Bearing
Moderate Edge  Minimum Edge  Excessive Edge
Lift Lift Lift
Position Centered to Superior

Slightly Superior  Inferior unstable

Movement 1-2 mm Less Than 1 mm  More Than 2 mm

Comfort slight Initial Initially Uncomfortable
Sensation Comfortable
Disposition  Prescribe Select Flatter Select Steeper
Base Curve Base Curve
or smaller or larger
diameter diameter

3. Probiem Solving

Persistent excessive lens awareness: This
problem may be due to: the use of incompatible
care products; improper use of care products
{i.e., lens cleaning just prior to insertion); three
and nine o’clock staining; deposits on the con-
cave lens surface; accumulation of mucus under
the lens; poor edge design, incomplete blinking
or steeply fitted lenses.

Three and nine o'clock staining: if the lens
positions low, it should be redesigned to achieve
a higher position so as to avoid a false blink pat-
tern. The lens periphery should be well tapered
and its edge rolled slightly inward to minimize
upper lid sensation and avoid incomplete reflex
blinks. if the lens positions centrally, the diame-
ter should be reduced, the periphery well
tapered and the edge rolled slightly inward.
Complete blinking should be encouraged. Above
all, be certain that the lens has not been fitted
too steeply.

Generalized comeal staining: In cases of
diffuse staining not apparently related to back
surface deposits on the lens, solution or preser-
vative incompatibility shouid be ruled out.

Ocular redness without staining: This prob-
lem may be caused by some component of
the care sofutions such as preservatives or the
presence of pingueculae, infectious or allergic
conjunctivitis, or inadequate lens lubrication,
including excessive mucus accumulation as
occurs in dry eyes.

Excessive development of lens deposits:
This unusual problem may be related to:
increased mucus production, i.e., GPC, keratitis
sicca, chronic allergies, etc. The more frequent
use of the BOSTON® Rewetting Drops may be
helpful in these cases. However, excessive depo-
sition has been found to be mast often related
ta inappropriately polished lens surfaces which
simulate an orange peel appearance visible only
with magnification of 20X or greater. In many
cases, deposits are easily removed by cleaning
with original BOSTON Cleaner, BOSTON Advance
Cleaner and/or BOSTON ONE STEP Liguid
Enzymatic Cleaner. However, in extreme cases, it
may be necessary to lightly polish the lenses

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fd¥ihEgR05T GOMCHShSI Bolish. In the event

that deposits cannot be removed by cleaning or
nnlichina tha lenc chniild he renlarsd
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Lens surface dry spots: The presence of dis
crete non-wetting areas on a new or recently
modified or polished lens are usually due to the
persistence of hydrophobic products used dur-
ing lens fabrication. These hydrophobic contami-
nants have a greater affinity for BOSTON® X0
(hexafocon A) polymers and if not removed with
the BOSTON® Laboratory Lens Cleaner, the lens-
es should be returned to the Authorized
BOSTON® Manufacturer for a special solvent
cleaning.

Other causes of loss of surface wettability
indude: surface contamination with cosmetics,
hair spray, skin preparations; inadequate tear
lubrication; incompiete blinking; the use of
incompatible preserved care solutions; ang dry
lens storage.

Unstabile vision: This problem may be due to
excessive blink-induced lens flexure resulting
from a steep fit. Unstable vision may also resuit
from excessive blink-induced lens movement an
excessively small optical zone diameter, or sur
face dry spots.

Reduced contact lens-corrected vision:
Reduced vision correction unrelated tc changes
in refractive error may be due to lens warpage,
front surface deposits, or switched lenses

Repeated lens breakage; Lens breakage prob-
lems may be due to careless handling or storage
procedures (see Patient Instructions booklet)

BIFOCAL/MULTIFOCAL CONTACY LENS FITTING
PROCEDURES FOR THE PRESBYOPIC PATEENT
A separate Fitting Cuide is available through your
Authorized Boston Manufacturer.

MONOVISION FITTING CUIDELINES

1. Patient Selection
A. Monovision Needs Assessment
For a good prognosis the patient should have
adequately corrected distance and near visual
acuity in each eye. The amblyopic patient may
not be a good candidate for monovision with
the BOSTON X0 Contact Lenses.

Occupational and environmental visual
demands should be considered. If the patient
requires criticat vision {visual acuity and
stereapsis), it should be determined by tria
whether this patient can function adequately
with monovision. Monovision contact lens
wear may not be optimal for such activities 1s

{1} visually demanding situations such as oper-
ating potentially dangerous machinery ¢r
performing other potentially hazardous
activities; and

(2) driving automobiles (e.g., driving at night)
Patients who cannot pass their state drivers
license requirements with monovision cor
rection should be advised not to drive with
this correction, OR may require that addi
tional over-correction be prescribed

B. Patient Education
All patients do not function equally well vt~
monovision correction. Patients may rot pet

Questions? CoigehFRARIPRHQER MR ALGPRAF QISTATUS@fda.hhs.gov or 301-796-8118

tion as they have with bifocal reading glasses.
Each patient should understand that mono-
vision, as well as other presbyopic contact
lenses, or other alternatives, can create a
vision compromise that may reduce visual
acuity and depth perception for distance and
near tasks. During the fitting process it is nec-
essary for the patient to realize the disadvan-
tages as well as the advantages of clear near
vision in straight ahead and upward gaze that
manaovision contact lenses provide.

2. Eye Selection

Generally, the nondominant eve is corrected for
near vision. The following test for eye domi-
nance can be used.

A.Ocular Preference Determination Methods

Method 1 - Determine which eye is the “domi-
nate eye.” Have the patient point to an object
at the far end of the room. Cover one eye. I
the patient is still pointing directly at the
object, the eye being used is the dominant
(sighting) eye.

Method 2 - Determine which eye will accept
the added power with the least reduction in
vision. Place the appropriate plus power trial
spectade lens in front of one eye and then
the other while the distance refractive error
correction is in place for both eyes. Determine
whether the patient functions best with the
plus power trial lens over the right or left eye.

B. Refractive Error Method

For anisometropic corrections, it is generally
best to fit the more hyperopic (less myopic}
eye for distance and the more myopic (less
hyperopic eye) for near.

C.Visual Demands Method

Consider the patient’s occupation during the
eye selection process to determine the critical
vision requirements. If a patient’s gaze for
near tasks is usually in one direction, consider
correcting the eye on that side for near.

Example:

A secretary who places copy to the left side of
the desk may function best with the near lens
on the left eye.

3. Special Fitting Considerations

Unilateral Lens Correction

There are circumstances where only one contact
lens is required. As an example, an emmetropic
patient would only require a near lens while a
bilateral myope may require only a distance lens.

Example:

A presbyopic emmetropic patient who requires
a +1.75 diopter add would have a +1.75 lens on
the near eye and no lens on the other eye.

A presbyopic patient requiring a +1.50 diopter
add who is -2.50 diopters myopic in the right
eye and -1.50 diopters myopic in the left eye
may have the right eye corrected for distance
and the left eye uncorrected for near.

01z
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4. Near Add Determination

Always prescribe the lens power for the near eye

that provides optimal near acuity at the mid-
point 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

5. Trial Lens Fitting

A trial fitting can be performed in the office to
allow the patient to experience monovision cor -
rection. Lenses are fit according to the direc-
tions in the general fitting guidelines and base
curve selection described earlier in the guide

Case history and standard dlinicat evaluation pro-
cedure should be used to determine the prog
nosis. Determine which eye is to be corrected
for distance and which eye is to be corrected for
near. Next determine the near add. With trial
lenses of the proper power in place, observe the

reaction to this mode of correction. Immediatety

after the correct power lenses are in place, walk
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 fook at familiar near objects such as a
watch face or fingernails. Again assess the reac
tion. As the patient continues to look around
the room at both near and distance objects,
observe the reactions. Only after these visual
tasks are completed should the patient be asked
to read print. Evaluate the patient’s reaction to
large print te.g. typewritten copy) at first and
then graduate to news print and finally smaller
type sizes.

After the patient’s performance under the
above conditions is completed, tests of visual
acuity and reading ability under conditions of
moderately dim illumination should be attempted.

An initial unfavorable response in the office, while
indicative of a guarded prognosis, should not
immediately rule out a more extensive trial under
the usual conditions in which a patient functions
6 Adaptation
Visually demanding situations should be avoided
during the initial wearing period. A patient may
at first experience some mildly blurred vision,
dizziness, headaches, and a feeling of slight
imbaiance. You should explain the adaptationai
symptoms to the patient. These symptoms may
last for anly minutes or for several weeks. The
longer these symptoms persist, the poorer the
prognosis for successful adaptation.

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

Some patients feel that automobile driving per
formance may not be optimal during the adap
tation process. This is particularly true when dr:
ving at night. Before driving a motor vehicle. it
may be recommended that the patient be z pas-

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

senger first to make sure that their vision is sat-
isfactory for operating an automobile. During

the first several weeks of wear {(when adaptation

is occurring), it may be advisable for the patient
to drive only during optimal driving conditions.
After adaptation and success with these activi-
ties, the patient should be able to drive under
other conditions with caution.

7. Other Suggestions

The success of the monovision technique may
be further improved by having your patient
follow the suggestions below.

* Having a third contact lens (distance power) to

use when critical distance viewing is needed.

* Having a third contact lens (near power) to use

when critical near viewing is needed.

* Having supplemental spectades to wear over
the monovision contact lenses for specific

visual tasks may improve the success of mono-

vision correction. This is particularly applicable
for those patients who cannot meet state
licensing requirements with a monovision
correction.

* Make use of proper illumination when carrying

out visual tasks.

Success in fitting monovision can be improved
by the following suggestions.

* Reverse the distance and near eyes if a patient

is having trouble adapting.

» Refine the lens powers if there is trouble with
adaptation. Accurate lens power is critical for
presbyopic patients.

* Emphasize the benefits of the clear near

vision in straight ahead and upward gaze with
maonovision.

“The decision to fit a patient with a mono-

vision correction is most appropriately left

to the eyecare practitioner in conjunction

with the patient after carefully considering

the patient's needs.

*All patients shouid be supplied with a copy

of the Patient instructions.
PATIENT LENS CARE DIRECTIONS
Eyecare practitioners should review with the

patient all lens care directions, induding both basic

lens care information and specific instructions on
the lens care regimen recommended for the
patient:

General Lens Care

{First Clean and Rinse, Then Disinfect Lenses)
Basic Instructions:

Always wash, rinse, and dry hands before handling
contact lenses.

* Always use fresh unexpired lens care solutions.

* Use the recommended system of lens care,
chemical (not heat) and carefully follow instruc-
ticns on solution labeling. Different solutions
often cannot be used together, and not all solu-
tions are safe for use with all lenses. Do not
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alternate or mix lens care systems unless indi-
cated on solution labeling or instructed by the
eyecare practitioner.

« Do not use saliva or anything other than the
recommended solutions for lubricating or
rewetting your lenses. Do not put lenses in the
mouth.

« lenses should be cleaned, rinsed, and disinfect-
ed each time they are removed. Cleaning and
Hinsing are necessary to remove mucus and film
from the lens surface. Disinfecting is necessary to
destroy harmfut germs.

» Always remove, clean, rinse, and disinfect lenses
according to the schedule prescribed by the eye-
care practitioner. The use of an enzyme or 3 clean-
ing solution does not substitute for

fisinfecti

The lens care products listed below are recommend-

ed by Polymer Technology for use with BOSTON® X0

Contact Lenses. Eyecare practitioners may recom-

mend atternate products that are appropriate for the

patient’s use with his or her lenstes).

LENS CARE TABLE }

Product Lens Care System

Purpose Chemical (Not Heat!

Clean BOSTON Advance® Cleaner or
BOSTON® Cleaner

Disinfect BOSTON Advance® Comfort
Formula Conditioning Solution or
BOSTON® Conditioning Solution

Store BOSTON Advance® Comfort
Formula Conditioning Solution or
BOSTON® Conditioning Solution

Multi-Action BOSTON Simplicity® Mutti

{Clean, Condition, Action Solution

Disinfect, Rinse

and Cushion)

Lubricate/Rewet  BOSTON® Rewetting Drops

Weekly BOSTON® ONE STEP Liquict

Enzymatic Enzymatic Cleaner

Cleaner

« Note: Some solutions may have more than
one function, which will be indicated on the
label. Read the labet on the solution bottle,
and follow instructions.

Clean one lens first (always the same Jens first
to avoid mix-ups), rinse the lens thoroughly as
recommended by the eyecare practitioner to
remove the cleaning solution, mucus, and film
from the lens surface, and put that lens into
the correct chamber of the lens storage case.
Then repeat the procedure for the second
lens.

After deaning, disinfect lenses using the sys-
tem recommended by the manufacturer
and/or the eyecare practitioner. Follow the
instructions provided in the Disinfection
Solution Packaging.

To store lenses, disinfect and leave them in
the closed/unopened case until ready to wear.
If fenses are not to be used immediately fol-
lowing disinfection, the patient should be
instructed to consult the Package Insert or the
gyecare practitioner for information on stor-
age of lenses.

After removing the lenses from the lens case,
empty and rinse the lens storage case with
solution as recommended by the lens case
manufacturer or the eyecare practitioner; then
allow the lens case to air dry. When the case is
used again, refill it with storage solution.
Replace lens case at regular intervals as recom-
mended by the lens case manufacturer or the
eyecare practitioner.

Eyecare practitioners may recommend a lubri-
cating/rewetting solution which can be used
to wet (lubricate) lenses while they are being
worn to make them more comfortable.

Eyecare practitioners may recommend a
Weekly Enzymatic Cleaner which can be used
to effectively remove protein deposits from
BOSTON XO Contact Lenses.

* BOSTON X0 Contact Lenses cannot be heat
(thermally) disinfected.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CARE FOR A STICKING (NONMOVING) LENS

If the lens sticks (stops moving/cannot be
removed), the patient should be instructed to
apply one to three drops of a recommended lubri-
cating or rewetting solution directly to the eye and
wait until the lens begins to move freely on the
evye before removing it. if nonmovement of the
lens continues after S minutes, the patient shoud
immediately consult the eyecare practitioner

LABORATORY LENS CLEANER
Residue left by body oils, household solvents,
and personal care products may be removed
with an enhanced cleaning agent such as
BOSTON Laboratory tens Cleaner. This clear.
coloriess surfactant is for laboratory and
in-office use only. When lenses are received
from the Authorized BOSTON Manufacturer,
they should be deaned with BOSTON Laboratory
Lens Cleaner prior to use of the BOSTON Care
System and an overnight soak. Lenses exhibiting
a nonwetting surface should be cleaned with
BOSTON Laboratory Lens Cleaner as a method of
first choice. The BOSTON Laboratory Lens
Cleaner is intended for PROFESSIONAL USE
ONLY. It is not available for resale or distrib-
ution to patients.

IN-OFFICE LENS MODIFICATIONS

Edge reshaping and surface repolishing can oe
‘performed by conventional techniques if the fol
lowing precautions are observed: 1) avoid polishing
compounds or deaners that contain ammonia
alcohol or organic solvents;* 2) completely remove
all traces of adhesive (if double-backed tape 1
used) with the special authorized solvent** (The
use of any other solvent may cause surface break-
down.) Minimize exposure to the solvent and
immediately remove all traces with BOSTON®
Cleaner or BOSTON Advance® Cleaner followed by a
thorough water rinse. 3) perform the initial iens
modifications cautiously because the response of
this polymer to these procedures is more rapid
than that of silicone acrylate materials; 4) more
extensive modifications should not be attempted
Best results will be obtained by using the BOSTON®
Cleaning Palish which is available from Author zed
BOSTON Manufacturers. 5) The Original BOSTON®
Care System, BOSTON Advance® Comfort Formula
Care System or BOSTON Simplicity Multi-Action Care
System including the overnight soak should e
used prior to lens dispensing.

Caution: Damage may result from improper
modification techiniques. Please Note:BOSTON®
Envision® and BOSTON® MultiVision due to their
preformed back surface should not be modified
Consult your Authorized BOSTON Manufacturer «r
contact Polymer Technology for more detailed
information.

*Warning Do not use solvents such as alcohols,
esters, ketones or chlorinated hydrocarbons
lincluding naphtha, lighter fluid, etc.) since they
may damage the lens surfaces and increase the
brittleness of the lens.

**Use only the solvent supplied by your lens labora-
tory, and minimize solvent exposure time by rub-
bing a solvent-saturated doth over the lens sur-
faces and quickly removing the solvent with a
surfactant. Do not soak the lenses in the solvent.

REMOVAL OF SURFACE DEPOSITS

Deposits are easily removed from the surfaces

of BOSTON® X0 thexafocon Al Contact Lenses. These
deposits are best identified by inspecting the
cleaned and dried lens with a slit lamp in a dark
room using a medium-width illuminating beam.
Surface deposits should be gently removed with
BOSTON® Cleaning Polish, which is available in a kit
form with a polishing pad that permits practition-
ers to manually dean and polish their patient’s rigid
gas permeable lenses. THE BOSTON LENS® Cleaning
Polish and Manual Polishing Machine are available
from Authorized BOSTON Manufacturers.

Caution: Applying excessive and prolonged pres-
sure to the lens during the polishing procedure
may alter its surface optics.

-
frnca
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Records processed under FOIA Request #2016-1776 Released ON 8/31/16

REPORTING OF ADVERSE REACTIONS

All serious adverse reactions observed in patient:
wearing BOSTON® X0 Contact Lenses or adverse

experiences with the lenses should be reported ro

Consumer Affairs

Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

HOW SUPPLIED

Each lens is supplied (non-sterile) in a plastic iens
storage case. The case is labeled with the base

curve, diopter power, diameter, center thicknes:.

color, UV-absorber (if present) and lot number
Additional parameters of add power, segment
height, prism ballast and truncation may be
included for bifocal lenses.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



PACKAGE
INSERT

BOSTON°® XO

(hexafocon A)

Spherical & Aspherical Contact
Lenses for Myopia & Hyperopia,
Bifocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphakic Persons

Fluoro Silicone Acrylate
Rigid Gas Permeable
Contact Lenses

For

Daily Wear

INPORTANT:

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

CAUTION:
Federal Law Prohibits Dispensing
Without a Prescription
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DESCRIPTION

BOSTON® X0 thexafocon A} material is used for the
manufacturing of daily wear rigid gas permeabie
contact lenses. BOSTON X0 are wettable, non-
hydrophilic rigid gas permeable contact lenses that
are not surface treated and are made from sitox
anyl fluoromethacrylate copolymer containing an
utraviolet absorber. BOSTON X0 Contact Lenses are
available in ice blue and violet.

Color Color Additive
Ice Blue D & CCreen No. 6
Violet D & C Violet No. 2

The physical characteristics of the BOSTON X0
material was designed to facilitate the fabrication
of high-quality rigid gas permeable contact lenses
in a wide range of lens designs.

Spherical Lens Design
Power Range -20.00D to +20.00D
in 0.25D increments
7.0mm to 11.5 mm
5.00 mm to 8.00 mm
in .01 mm increments

Aspherical Lens Desions
(Some of these designs are patented:
manufacture of these lenses in Boston X0

thexafocon A) materials are authorized to
licensed labs only)

Power Range -20.00D to +20.00D
in 0.25D increments
7.0 mm to 11.5 mm
6.00 mm to 9.20 mm
in 0.01 mm increments
Bifocal Lens Designs

{Some of these designs are patented:
manufacture of these lenses in Boston X0
thexafocon A) materials are authorized to

licensed labs onty)

Power Range -20.00D to +20.000

in 0.25D increments
85 mm to 11.5 mm
6.30 mm to 9.50 mm
in 0.01 mm increments
-2.00 mm to +1.00 mm
in 0.5 mm increments

Diameter
Base Curve Range

Diameter
Base Curve Range

Diameter
Base Curve Range

Segment Helghts

Add Powers +1.00D to +3.75D
in 0.5D increments
Prism Ballast 0.5 to 3.5 prism diopters

in 0.50 increments
Toric Lens Designs

Power Range -20.000 to +20.000

in 0.25D increments
7.0 mm to 11.5 mm
6.80 mm to 9.50 mm
in 0.01 mm increments
Up to 9.00 Diopters

Diameter
Base Curve Range

Torlcity

Queestions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Physical/Optical Properties of BOSTON X0:

Specific Gravity 127
Refractive Index 1.415
nght Absorbance tbsorbance units/inch

Ice BlUe with w absorben 4.6
Violet with w absorben 55
Light Transmittance* 92%

*Average %T (400-800nm)

Surface Character Hydrophobic
Wetting Angle 49°

Water Content <1%

Oxygen Permeability 140* (100*)

{x10™ {cm* 0. . cmi/ecm? . sec . mmHg) @ 35° C)

**polarographic method (1IS0/Fatt)
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BOSTON XO - 0.07 mm thick BOSTON X0 (lce Blue)
CORNEA - Human cornea from a 24-year-old per-
son as described in Lerman, S., Radiant Eneray and
the Eve, 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 Heaith
CRC Press, Boca Raton, Florida, 1986, p. 19, figure 5.
NOTE

The effectiveness of wearing UV-absorbing contact
lenses in preventing or reducing the incidence of
ocular disorders associated with exposure to UV
light has not been established at this time.

WARNING

UV-absorbing contact lenses are NOT substitutes
for protective UV-absorbing eyewear such as UV-
absorbing goggles or sunglasses. Persons should

continue to use their protective UV-absorbing
eyewear as directed.

ACTIONS

BOSTON XO Contact Lenses when placed on the
cornea act as a refracting medium to focus light
rays on the retina. The toric lens provides a more
even surface over the uneven astigmatic cornea
and thus helps to focus light rays on the retina.

INDICATIONS (USES)

BOSTON XO Contact Lenses are indicated for daily
wear for the correction of refractive ametropia
(myopia, hyperopia, astigmatism and presbyopia) in
aphakic and not aphakic persons with non-diseased -
eyes. These contact lenses may be disinfected % \
using a chemical disinfecting system only. 9 S
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CONTRAINDICATIONS (REASONS NOT TO USE)

DO NOT USE BOSTON XO Contact Lenses when any
of the following conditions exist:

* Acute or subacute inflammation of the anterior
chamber of the eye

* Any eye disease, injury, or abnormality that
affects the cornea, conjunctiva, or eyelids

* Severe insufficiency of lacrimal secretion (dry
eyes)

» Corneal hypoesthesia (reduced corneal sensitivity),
if not aphakic

* Any systemnic disease that may affect the eye or
be exaggerated by wearing contact lenses

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

¢ Allergy to any ingredient in a solution which
is to be used to care for the BOSTON X0 contact
lens materials.

* Any active corneal infection (bacterial, fungat,
or viral)

* Red or irritated eyes

WARNINGS

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

* Problems with contact lenses and lens care prod-
ucts could result in serious injury to the eve it
is essential that patients follow their eyecare
practitioner’s directions and all labeling instruc

tions for proper use of lenses and lens care prod-

ucts, including the lens case. Eye problems.
induding corneal ulcers, can develop rapidly ard
lead to loss of vision.

Dally wear lenses are not indicated for overnight
wear, and patients should be instructed not to
wear lenses while sleeping. Clinical studies have:
shown that the risk of serious adverse reactions
is increased when these daily wear lenses are
warn overnight.

Studies have shown that contact lens wearers
who are simokers have a higher inddence of
adverse reactions than nonsmokers.

if a patient experiences eye discomfort, excessive
tearing, vision changes, or redness of the eye,
the patient should be instructed to immediately
remove lenses and promptly contact his or her
eyecare practitioner.

PRECAUTIONS

Practitioner Note: BOSTON X0 contact fenses
are not sterile when shipped from the
Authorized BOSTON® Manufacturer. Prior to dis
pensing, clean and disinfect the lenstes) accord
ing to the appropriate lens care regimen

* Patients may experience a reduction in visibility while
wearing these lenses in conditions of low illumina
tion for the following color and center thickness

Violet >0.65 mm

Spedal Precautions for Eyecare Practitioners:

= Due to the small number of patients enrolled in
clinical investigation of lenses, all refractive pow-
ers, design configurations, or lens parameters
available in the lens material are not evaluated
in significant numbers. Consequently, when
selecting an appropriate lens design and parame-
ters, the eyecare practitioner should consider all
characteristics of the lens that can affect lens
performance and ocular health, including oxygen
permeability, wettability, 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; therefore, the continuing ocular
heaith of the patient and lens performance on
the eve should be carefully monitored by the
prescribing eyecare practitioner.

* Patients who wear contact lenses to correct
presbyopia may not achieve the best corrected
visual acuity for either far or near vision. Visual
requirements vary with the individual and should
be considered when selecting the most appropri-
ate type of lens for each patient.

* Aphakic patients should not be fitted with the
BOSTON XO Contact Lenses until the determina-
tion is made that the eye has healed completely.

* Before leaving the eyecare practitioner’s office,
the patient shouid be able to properly remove
lenses or should have someone else available who
can remove the lenses for him or her.

* Eyecare practitioners should instruct the patient
to remove the lenses immediately if the eye
becomes red or irritated.

* The presence of the ultraviolet (UV) light absorber
in the BOSTON X0 Contact Lenses may require
equipment enhancement to visualize fluorescein
patterns adequately. (Refer to the Fitting Guide for
detailed instructions.)

Evecare practitioners should carefully instruct
patients about the following care regimen and
safety precautions:

* Different solutions often cannot be used togeth-
er, and not all solutions are safe for use with all
lenses. Use only recommended solutions.

- Do not heat the conditioning/storage solution
and/or lenses. Keep them away from extreme
heat.

- Always use fresh unexpired lens care
solutions.

~ Always follow directions in the package inserts
for the use of contact lens solutions.

- Use only a chemical (not heat) lens care system.
Use of a heat (thermal) care system can warp
the BOSTON XO Contact Lenses.

— Do not use saliva or anything other than the - (
recommended solutions for lubricating or wet- (ﬁ

Color o j ting lenses. ~
Questions? Q%%‘éﬂfié FDNCﬁﬁWt CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 n l 9
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- Sterile unpreserved solutions, when used,
should be discarded after the time specified in
the fabeling directions.

- Always keep the lenses completely immersed in
the recommended storage solution when the
lenses are not being worn (stored). if dry stor-
age is desired to store the lenses for a longer
period of time, they must first be cleaned,
rinsed with water and carefully dried by blot-
ting with a soft lint-free tissue prior to being
placed in a clean, dry lens storage case. Ideally,
these lenses should be deaned and disinfected
prior to insertion.

« If the lens sticks (stops moving) on the eye, fol-
low the recommended directions on Care for a
Sticking 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 eyecare practitioner.

Always wash and rinse hands before handling lens-
es. Do not get cosmetics, lotions, soaps, creams,
deodorants, or sprays in the eyes or on the lenses.
Itis best to put on lenses before putting on make-
up. Water-based cosmetics are less likely tc dam
age lenses than oil-based products.

Do not touch contact lenses with the fingers or

hands if the hands are not free of foreign materi-

als, as microscopic scratches on the lenses may
oceur, causing distorted vision and/or injury to
the eye.

Carefully foliow the handling, insertion, removal,
cleaning, disinfecting, storing and wearing
instructions in the Patient Instructions for the
BOSTON XO Contact Lenses and in those pre
scribed by the eyecare practitioner.

* Never wear lenses beyond the period recom
mended by the eyecare practitioner

if aerosol products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes closed until the spray has settled

Always handle lenses gently and avoid dropping
them on hard surfaces.

Avoid all harmful or irritating vapors and fumes
while wearing lenses.

Ask your evecare practitioner about wearing lens-
es during water activities and other sports.

inform your health care practitioner (doctor’ that
you wear contact lenses.

Never use tweezers or other tools to remove
lenses from the lens case unless specifically indi
cated for that use. To remove the lens from the
lens case, pour the solution containing the lens
into the palm of your hand.

*» Do not touch the iens with fingernails.

* Always contact your eyecare practitioner before
using any medicine in the eyes.

* Always inform your employer that you wear cor
tact lenses. Some jobs may require use of eye

Questions? @mﬁ@@tﬁﬁ)@é@@ﬁ{éf@gﬁ{-ﬁljp@&g%fg@TATUS@fda hhs.gov or 301-796-8118

patient not wear contact lenses.

* As with any contact lens, follow-up visits are
necessary to assure the continuing health of the
patient’s eyes. The patient should be instructed
as to a recommended follow-up schedule.

ADVERSE EFFECTS

The patient should be informed that the following
problems may occur:

« Eyes stinging, burning, itching (irritation), or
other eye pain

» Comfort is less than when lens was first placed
on the eye

* Feeling of something in the eye such as a foreign
body, scratched area

* Excessive watering (tearing) of the eyes

» Unusual eye secretions

» Redness of the eyes

* Reduced sharpness of vision (poor visual acuity}
* Blurred vision, rainbows, or halos around objects
= Sensitivity to light (photophobia)

* Dry eves

if the patient notices any of the above, he or she

should be instructed to:

immediately remove lenses.

* I the discomfort or problem stops, then look
closely at the lens. If the lens is in any way dam-
aged, do not put the lens back on the eye. Place
the lens in the storage case and contact the eye-
care 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 thoroughly clean, rinse, and disinfect the
lenses; then reinsert them. After reinsertion, if
the problem continues, immediately remove
the lenses and consult the eyecare practi-
m‘ H -

When any of the above problems occur, a serious

condition such as infection, corneal ulcer, neovas-

cularization, or iritis may be present. The patient
should be instructed to keep the lens off the
eye and seek immediate professional identifica-
tion of the problem and prompt treatment to
avoid serious eye damage.

ATTING

Conventional methods of fitting contact lenses
apply to BOSTON X0 Contact Lenses. For a detailed
description of the fitting techniques, refer to the
BOSTON X0 Professional Fitting and Information
Guide, copies of which are available from:

Practitioner Marketing Representative
Polymer Technology
1400 North Goodman Street
Rochester, NY 14603-0450
1-800-225-1241

Professional Fitting Guides are also available
through your Authorized BOSTON® Manufacturer.

020
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WEARING SCHEDULE

The wearing and replacement schedules should
be determined by the eyecare practitioner.
Patients tend to overwear the lenses initially The
eyecare practitioner should emphasize the impor-
tance of adhering to the initial maximum wearing
schedule. Regular checkups, as determined by the
eyecare practitioner, are also extremely important

BOSTON® X0 Contact Lenses are indicated for daily
wear. The suggested wearing time for these lenses
is:

DAY WEARING TIME (Hours)
1 4 to 8 hours
2 6 to 10 hours
3 8 to 14 hours
4 10 to 15 hours

5 12 to All Waking Hours
6 and after All Waking Hours
*if the lenses continue to be well-tolerated.

WARNING: BOSTON XO Contact Lenses are NOT
intended for overnight (extended) wear

LENS CARE DIRECTIONS

Eyecare practiioners should review with the patient
lens care directions, induding both basic lens care
information and spedific instructions on the lens care
regimen recommended for the patient:

General Lens Care

(First Clean and Rinse, Then Disinfect Lenses)
Basic Instructions:

Always wash, rinse, and dry hands before handling
contact lenses.

« Always use fresh unexpired lens care solutions

* Use the recommended system of lens care, chemi-
cal (not heat) and carefully follow instructions on
solution labeling. Different solutions often cannot
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
labefing, or if advised by the eyecare practi-
tioner.

« Do not use saliva or anything other than the rec-
ommended solutions for lubricating or rewetting
lenses. Do not put lenses in the mouth.

* Lenses should be cleaned, rinsed, and disinfec-
ted each time they are removed. Cleaning and
rinsing are necessary to remove mucus and film
from the lens surface. Disinfecting is necessary to
destroy harmful germs.

* Always remove, clean, rinse, and disinfect lenses
according to the schedule prescribed by the eye-
care practitioner. The use of an enzyme or 3 clean-
ing solution does not substitute for
disinfection.

The lens care products listed below are recommended by

Polymer Technology for use with the BOSTON X0 Contact

Lenses. Eyecare practitioners may recommend alternate

products that are appropriate for the patient’s use with his

or her lensles)

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.iye@nxigy diHeeeadi118

LENS CARE TABLE

Product Lens Care System

Purpose Chemical (Not Heat)

Clean Boston ADVANCE® Cleaner or
Boston® Cleaner

Disinfect Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston*® Conditioning
Solution

Store Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston Conditioning
Solution

Multi-Action Boston SIMPLICITY® Multi-

{Clean, Condition, Action Solution

Disinfect, Rinse

and Cushion)

Lubricate/Rewet Boston® Rewetting Drops

Weekly Boston® ONE STEP

Enzymatic Liquid Enzymatic Cleaner

Cleaner

» Note: Some solutions may have more than
one function, which will be indicated on the
label. Read the label on the solution bottie,
and follow instructions.

 Clean one lens first (always the same lens first
to avoid mix-ups), rinse the lens thoroughly
as directed by your eyecare practitioner to
remove the cleaning solution, mucus, and film
from the lens surface, and put that lens into
the correct chamber of the lens storage case.
Then repeat the procedure for the second lens.

 After cleaning, disinfect lenses using the sys-
tem recommended by the manufacturer
and/or the eyecare practitioner. Follow the
instructions provided in the disinfecting solu-
tion packaging.

¢ To store lenses, disinfect and leave them in the
closed/unopened case until ready to wear. if
lenses are not to be used immediately follow-
ing disinfection, the patient should be instruct-
ed to consult the package insert or the eyecare
practitioner for information on storage of lenses.

* After removing the lenses from the fens case,
empty and rinse the lens storage case with
solution as recommended by the lens case
manufacturer; then allow the lens case to air
dry. When the case is used again, refill it with
storage solution. Replace lens case at regular
intervals as recommended by the lens case
manufacturer or your eyecare practitioner.

* Evecare practitioners may recommend a lubri-
cating/rewetting solution which can be used
to wet (lubricate) lenses while they are being
worn to make them more comfortable.

= Eyecare practitioners may recommend a
weekly enzymatic cleaner which can be used
to effectively remove protein deposits from ‘?
BOSTON® X0 Contact Lenses. )3

* BOSTON X0 Contact Lenses cannot be heat

/}
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LENS CASE CLEANING AND MAINTENANCE

Contact lens cases can be a source of bacterial
growth. Lens cases should be emptied, cleaned,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner,
and allowed to air dry. Lens cases should be
replaced at regular intervals as recommended
by the lens case manufacturer or the eyecare
practitioner.

CARE FOR A STICKING (NONMOVING) LENS

If the lens sticks (stops moving/cannot be
removed), the patient should be instructed to
apply one to three drops of a recommended ubri-
cating or rewetting solution directly to the eye and
wait until the lens begins to move freely on the
eye before removing it. if nonmovement of the
lens continues after 5 minutes, the patient shculd
immediately consult the eyecare practitioner

EMERGENCIES

The patients should be informed that if chemicals
of any kind thousehold products, gardening solu-
tions, laboratory chemicals, etc.) are splashed into
the eyes, the patient should: FLUSH EYES IMMEDI-
ATELY WITH TAP WATER, THEN REMOVE LENSES
PROMPTLY, IF POSSIBLE, AND IMMEDIATELY CON-
TACT THE EYECARE PRACTITIONER OR VISIT A HOSPI-
TAL EMERGENCY ROOM WITHOUT DELAY.

HOW SUPPLED

Each lens is supplied (nonsterile) in a plastic lens
storage case. The case is labeled with the base
curve, diopter power, diameter, center thickness,
color, UV-absorber (if present} and lot number.
Additional parameters of add power, segment
height, prism ballast and truncation may be
included for bifocal lenses.

n2z
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REPORTING OF ADVERSE REACTIONS

All serious adverse reactions observed in patienits
wearing the BOSTON® X0 Contact Lenses or
adverse experiences with the lenses should be
reported to:

Consumer Affairs

Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

© Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

® denotes registered trademarks of Polymer Technoiogy

Print Date: 04/00 LB5Z73/,01

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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INTRODUCTION

Your eyecare practitioner has fit you with contact
lenses known as BOSTON® X0. BOSTON X0 spherical
and toric lenses are manufactured from BOSTON X0
contact iens material. it is essential that you strictly
follow the recommended handling, cleaning and
storage procedures. Failure to do so may eventually
impair the performance of your ienses.

WEARING RESTRICTIONS AND INDICATIONS

BOSTON XO Contact Lenses are indicated for daily
wear for the correction of refractive ametropia
(myopia, hyperopia, astigmatism and presbyopia) in
aphakic and not aphakic persons with nondiseased
eyes. The lens may be disinfected using a chemical
disinfection (not heat) system only.

BOSTON XO Contact Lenses described in this booklet
should be removed from your eyes for routine
cleaning and disinfecting as prescribed by your eye-
care practitioner. DO NOT WEAR YOUR BOSTON X0
CONTACT LENSES WHILE SLEEPING.

CONTRAINDICATIONS (REASONS NOT TO USE)

DO NOT USE BOSTON X0 Contact Lenses when any
of the following conditions exist:

= Acute or subacute inflammation or infection of
the anterior chamber of the eye

* Any eye disease, injury, or abnormality that
affects the cornea, conjunctiva, or eyelids

* Severe insufficiency of lacrimal secretion
(dry eyes)

* Corneal hypoesthesia (reduced corneal sensitivity),
if not aphakic

* Any systemic disease that may affect the eye or
be exaggerated by wearing contact lenses

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

» Allergy to any ingredient in a solution which is to
be used to care for the BOSTON X0 contact lens
material

* Any active corneal infection (bacterial, fungal,
or virah

* Red or irritated eyes

WARNINGS

* Problems with contact lenses and lens care prod-
ucts could resuit in serious injury to the eye. It
is essential to follow your eyecare practitioner's
directions and alt labeiing instructions for proper
use of lenses and lens care products, induding
the lens case. Eye problems, including corneal
ulcers, can develop rapidly and lead to loss of
vision.

* Daily wear lenses are not indicated for overnight
wear, and should not be worn while sleeping.
Clinical studies have shown that the risk of serious
adverse reactions is increased when these lenses
are worn overnight.

* Studies have shown that contact lens wearers
who are smokers have a higher incidence of
adverse reactions than nonsmokers.

* if you experience eye discomfort, excessive tear-
ing, vision changes, or redness of the eye, inmme-
diately remove lenses and promptly contact
your eyecare practitioner.

r’
Quastions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O 2 2
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PRECAUTIONS

You should carefuily adhere to the following care
regimen and safety precautions:

* Patients may experience a reduction in visibility while
wearing these lenses in conditions of low illumina-
tion for the following color and center thickness

Color Center Thickness
Ice Blue >0.65 mm
Violet >0.65 mm

Before leaving the eyecare practitioner's office,
you shouid be able to properly remove lenses or
should have someone else available who can
remove the lenses for you.

You should remove your lenses immediately if
your eyes become red or irritated.

Different solutians often cannot be used togeth-
er, and not all solutions are safe for use with all
lenses. Use only recommended solutions

- Do not heat the wetting/soaking solution and
lenses. Keep them away from extreme heat

- Always use fresh unexpired lens care
solutions.

- Always follow directions in the package insert
for the use of contact lens solutions.

~ Use only a chemical (not heat) lens care system.
Use of a heat (thermal) care system can warp
BOSTON® XO Contact Lenses.

- Sterile 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 solutions for lubricating or wet-
ting lenses.

- Always keep the lenses completely immersed in
the recommended storage solution when the
lenses are not being worn (stored). If dry stor-
age is desired to store the lenses for a longer
period of time, they must first be deaned,
rinsed with water and carefully dried by biot-
ting with a soft lint-free tissue prior to being
placed in a clean, dry lens storage case. Ideally,
these lenses should be cleaned and disinfected
overnight prior to insertion.

If the lens sticks (stops moving) on the eye, fol-
low the recommended directions on Care for a
Sticking Lens. The lens should move freely on the
eye for the continued health of the eve. If non
movement of the lens continues, immediately
consult your eyecare practitioner.

Always wash and rinse hands before handting
lenses. Do not get cosmetics, lotions, soaps,
creams, deodorants, or sprays in the eyes or on
the lenses. It is best to put on lenses before put-
ting on makeup. Water-based cosmetics are less
likely to damage lenses than oil-based products

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

Carefully follow the handling, insertion, remcval,
cleaning, disinfecting, storing and wearing
instructions that follow for the BOSTON X0
Contact Lenses and those provided by your eye-
care practitioner.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

= Never wear lenses beyond the period recom-
mended by your eyecare practitioner.

* If aerosol products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes dosed until the spray has settled.

* Always handle lenses gentty and avoid dropping
them on hard surfaces.

« Avoid all harmful or irritating vapors and fumes
while wearing lenses.

» Ask your evecare practitioner about wearing
lenses during water activities and other sports.

« Inform your health care practitioner (doctor) that
you wear contact lenses.

» Never use tweezers or other toois to remove
lenses from the lens case unless specifically indi-
cated for that use. To remove the lens from the
case, pour the solution containing the lens into
the palm of your hand.

* Do not touch the lens with fingernails.

» Always contact your eyecare practitioner before
using any medicine in the eyes.

* Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment or may require that you
not wear contact lenses.

* As with any contact lens, follow-up visits are nec-
essary to assure the continuing health of your
eves. Follow your eyecare practitioner’s instruc-
tion as to a recommended follow-up schedule.

ADVERSE EFFECTS

The following problems may occur:

« Eves stinging, burning, itching (irritation), or
other eye pain

* Comfort is less than when lens was first placed
on the eye

* Feeling of something in the eye such as a foreign
body. scratched area

* Excessive watering (tearing) of the eyes

* Unusual eye secretions

« Redness of the eyes

* Reduced sharpness of vision {poor visual acuity)

* Blurred vision, rainbows, or halos around objects

* Sensitivity to light (photophobia)

* Dry eyes

ff you notice any of the above:

Immediately remove lenses.

» if the discomfort or problem stops, then look
dlosely at the lens. ¥ the tens is in any way dam-
aged, do not put the lens back on the eve. Place
the lens in the storage case and contact your
eyecare practitioner. If the lens has dirt, an eve-
lash, 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, immediately remove
the lenses and consult your eyecare practitioner.

When any of the above problems occur, a serious

condition such as infection, corneal ulcer, neovas-

cularization, or iritis may be present. You should
keep the lens off the eye and seek immediate
professional identification of the problem and
prompt treatment to avoid serious eye damage.

nN2g
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PERSONAL CLEANLINESS FOR LENS HANDLING

1. Preparing the Lens for Wearing
It is essential that you learn and use good
hygienic methods in the care and handling of
your new lenses. Cleanliness is the first and most
important aspect of proper contact lens care. In
particular, your hands should be dean and free
of any foreign substances when you handle your
lenses. The procedures are:

* Always wash your hands thoroughly with a
mild soap, rinse completely, and dry with a
lint-free towet before touching your lenses

= Avoid the use of soaps containing cold cream,
lotion, or oily cosmetics before handling your
lenses, since these substances may come into
contact with the lenses and interfere with suc-
cessful wearing.

¢ Handle the lenses with your fingertips, and be
careful to avoid contact with fingernails. it is
helpful to keep your fingernails short and
smooth.

Start off correctly by getting into the habit of
always using proper hygiene procedures so that
they become automatic.

2 Handiing the Lenses

« Develop the habit of always working with the
same lens first to avoid mix-ups.

« Remove the lens from its storage case and
examine it to be sure that it is moist, ciean,
dear, and free of any nicks or cracks

3. Placing the Lens on the Eye

After thoroughly washing and rinsing your
hands, and after proper cleaning and condition-
ing of the lens, follow these steps to insert the
lens:

* Remove the lens from its storage compart-
ment.

* Rinse the lens with fresh conditioning solution,
if desired.

* Inspect the lens to be sure that it is dean, uni-
formly wet and free of debris.

= Rub several drops of conditioning solution
over the lens surfaces.

= Place the lens on the top of the index finger
of your dominant hand. Place the middie fin-
ger of the same hand dose to the lower lash
and hold down the lower lid.

 Use the forefinger or middle finger of your
other hand to lift the upper lid and then place
the lens on the eye. It is not necessary to press
the lens against the eye.

* Gently release the lids and blink. The lens will
center automatically. Always verify its proper
position by checking your vision immediately
after insertion.

* Use the same technique or reverse the hand
when inserting the other lens.

There are other methods of lens placement. If
the above methad is difficult for you, your eye-
care practitioner will provide you with an alter-
nate method.

Note: If after placement of the lens, your vision
is blurred, check for the following:

» The lens is not centered on the eye (see
“Centering the Lens,” next in this booklet)

« If the lens is centered, remove the lens (see
“Removing the Lens” section) and check for
the following:

a. Cosmetics or oits on the lens. Clean, rinse,
disinfect, and place on the eye again.

b. The lens is on the wrong eye.

if you find that your vision is still blurred after
checking the above possibilities, remove both
lenses and consult your eyecare practitioner.

4. Centering the Lens
Very rarely, a lens that is on the cornea will be
displaced onto the white part of the eye during
lens wear. This can also occur during placement
and removal of the lenses if the correct tech-
nigues are not performed properly. To center a
lens follow one of the procedures below.

» Close your eyelids and gently massage the lens
into place through the closed lids.

« Gently push the off-centered lens onto the
cornea while the eye is open using finger pres-
sure on the upper or lower lid next to the
edge of the lens.

5. Removing the Lens

Before removing your lenses, it is recommended
that you have the following items available:

1) A lens storage case.

2) Two Bottie Care System
Boston ADVANCE® Cleaner or
Boston® Cleaner. AND
Boston ADVANCE® Comfort Formula
Conditioning Solution or Boston®
Conditioning Solution.

OR
One Bottie Care System
Boston SIMPLICITY® Multi-Action Solution
(Clean, Condition, Disinfect, Rinse & Cushion)
3) A dean towel.
Always remove the same lens first.
a. Wash, rinse, and dry your hands thoroughly.

b. There are two suggested methods of lens removal:

TWO-FINGER METHOD
1) Place a towel under your eye to catch the lens,

2) Place the tip of the forefinger of one hand
on the middle of the upper lid margin and
the forefinger of the other hand on the
middle of the lower lid margin.

3) Press the lid margin inward and then
together. The lens should be wedged out
of your eye onto your hand or towel.

4) The lens may come out but remain on your
evyelid or hand or be decentered onto the
white part of vour eye. if the latter occurs,
recenter the lens onto your cornea before
repeating the removal procedure.

BLINK METHOD

Seat yourself at a table covered with a clean
towel and lean over until you are looking down
at the surface.

1} Place your index finger at the outer junc-
tion of your upper and lower lids, stretch
the skin outward and slightly upward. (Do
not aflow your lid to slide over the fens.)

-~ 027
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2) Blink briskly. The lens will be pinched by the
pressure of your eyelids and the lens will
pop out onto the clean surface of the
towel, or you may catch the lens in the
palm of your hand.

c. Remove the other lens by following the same
procedure.

d. Follow the required lens care procedures
described under the heading, CARING FOR
YOUR LENSES (CLEANING, RINSING, DISINFECT-
ING, STORAGE AND REWETTING/LUBRICATING}.

Note: if these methods for removing your lens-
es are difficult for you, your eyecare practitioner
will provide you with an alternate method.

CARING FOR YOUR LENSES (CLEANING,

RINSING, DISINFECTING, STORAGE

AND REWETTINC/LUBRICATING)

1. Basic Instructions
For continued safe and comfortable wearing of
your lenses, it is important that you first clean
and rinse, then diisinfect your lenses after each
removal, using the care regimen recommended
by your eyecare practitioner. Cleaning and rins-
ing are necessary to remove mucus, secretions,
fitms, or deposits which may have accumulated
during wear. The Ideal time to dean your lenses
is immediately after removing them. Disinfecting
is necessary to destroy harmful germs.
You should adhere to the recommended care
regimen. Failure to follow the regimen may resuit
in development of serious ocular complications as
discussed in the WARNINGS section above.

if you require only vision correction, but will not
or cannot adhere to a recommended care regi-
men for your lenses, or are unable to place and
remove lenses and do not have someone avail-
able to place and remove them for you, you
should not attempt to wear contact lenses

When you first get your lenses, be sure you can
place the lenses on your eyes and remove them
while you are in your eyecare practitioner’s
office. At that time you will be provided with a
recommended cleaning and disinfection regi-
men and instructions and warnings for lens care,
handling, cleaning, and disinfecting. Your eye-
care practitioner should instruct you about
appropriate and adequate procedures and prod-
ucts for your use, and provide you with a copy
of the Patient Instructions for the BOSTON® X0
Contact Lenses.

For safe contact lens wear, you should know and
always practice your lens care routine:

» Always wash, rinse, and dry hands before han-
dling contact lenses.

* Always use fresh unexpired lens care soiutions

¢ Use the recommended system of lens care
(chemical not heat) and carefully follow
instructions on solution labeling. Different
solutions often cannot be used together, and
not all solutions are safe for use with all lenses.
Do not alternate or mix lens care systems
uniless indicated on solution tabeling, or if
advised by your eyecare practitioner.

* Always remove, clean, rinse and disinfect your
lenses according to the schedule prescribed by
your eyecare practitioner. The use of an
enzyme or any cleaning solution does not

* Do not use saliva or anything other than the
recommended solutions for fubricating or
rewetting your lenses. Do not put lenses in
your mouth.

» The lens care products listed below are recom-
mended by Polymer Technology for use with
your BOSTON X0 Contact Lenses. Your eyecare
practitioner may recommend alternate prod-
ucts that are appropriate for you to use with
your BOSTON XO Contact Lenses.

LENS CARE TABLE
Product Lens Care System
Purpose Chemical (Not Heat)
Clean Boston ADVANCE® Cleaner
or Boston® Cleaner
Disinfect Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston® Conditioning Solution
Store Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston Conditioning Solution
Muiti-Action Boston SIMPLICITY®

(Clean, Condition, Multi-Action Solution
Disinfect, Rinse
and Cushion}

Lubricate/Rewet  Boston® Rewetting Drops

Weekly Boston® ONE STEP
Enzymatic Liquid Enzymatic Cleaner
Cleaner

* 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.

* Clean one lens first (always the same lens first
to avoid mix-ups) and rinse the lens thorough-
ly as recommended by your eyecare practition-
er to remove the cleaning solution, mucus,
and film from the lens surface. Follow the
instructions provided in the deaning solution
labeling. Put that lens into the correct cham-
ber of the lens storage case. Then repeat the
procedure for the second lens.

» After cleaning, disinfect lenses using the above
recommended system by your eyecare practi-
tioner and/or the manufacturer. Follow the
instructions provided in the disinfection solu-
tion labeling.

* To store lenses, disinfect and leave them in the
closed/unopened case until ready to wear. If
lenses are not to be used immediately follow-
ing disinfection, you should consult the
Package Insert or your eyecare practitioner
for information on storage of your lenses.

« Always keep your lenses completely immersed
in a recommended disinfecting/conditioning
solution when the lenses are not being worn.
I you discontinue wearing your lenses, but
plan to begin wearing them again after a few
weeks, ask your eyecare practitioner for a rec-
ommendation on how to store your lenses.

» BOSTON XO Contact Lenses cannot be heat
(thermally) disinfected.

» After removing your lenses from the lens case,
empty and rinse the lens storage case with

Questions? Corfabstibtfor disitectiomt CDRH-FOISTATUS @fdadaingtamyt 9 a0dmtasRdas by the lens case
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manufacturer or the eyecare practitioner; then
allow the lens case to air dry. When the case is
used again, refill it with fresh storage solution.
Lens cases should be replaced at regular inter-
vals as recommended by the lens case manu-
facturer or your eyecare practitioner.

* Your eyecare practitioner may recommend a
lubricating/rewetting solution for your use.
Lubricating/Rewetting solutions can be used to
wet {lubricate) your lenses while you are wear-
ing them to make them more comfortable.

* Your eyecare practitioner may recommend a
weekly enzymatic deaner which can be used
to effectively remove protein deposits from
your BOSTON® XO Contact Lenses.

2 Care for a Sticking (Nonmoving) Lens

If the lens sticks (stops moving/cannot be
removed), apply one to three drops of a recom-
mended lubricating or rewetting solution direct-
ly to your eye and wait until the lens begins to
move freely on the eye before removing it. if
nonmovement of the lens continues after 5
minutes, you should immediately consult your
eyecare practitioner.

3. Lens Case Cleaning and Maintenance

Contact lens cases can be a source of bacterial
growth. Lens cases should be emptied, cleaned,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner,
and allowed to air dry after each use. Lens cases
should be replaced at regular intervals as recom-
mended by the lens case manufacturer or the
eyecare practitioner.

4. Emergencies
If chemicals of any kind thousehold products,
gardening solutions, laboratory chemicals, etc)
are splashed into your eyes, you shouid: FLUSH
YOUR EYES MMEDIATELY WITH TAP WATER,
THEN REMOVE YOUR LENSES PROMPTLY, IF
POSSIBLE, AND IMMEDIATELY CONTACT YOUR
EYECARE PRACTITIONER OR VISIT A HOSPITAL
EMERGENCY ROOM WITHOUT DELAY.

INSTRUCTIONS FOR THE MONOVISION WEARER

* You should be aware that, as with any type of
lens correction, there are advantages and com-
promises to monovision contact lens therapy.
The benefit of clear near vision In all gazes that is
available with monovision may be accompanied
by a vision compromise that may reduce your
visual acuity and depth perception for distance
and near tasks. Some patients have experienced
difficulty adapting to monovision. Symptoms,
such as mild blurred vision, dizziness, headaches
and a feeling of slight imbalance, may last for a
brief minute or for several weeks as adaptation
takes place. The longer these symptoms persist,
the poorer is your prognosis for sucoessful adap-
tation. You should avoid visually demanding situ-
ations during the initial adaptation period. It is
recommended that you first wear these contact
lenses in familiar situations which are not visually
demanding. For example, be a passenger rather
than a driver of an automobile during the first
few days of lens wear. It is recommended that
you only drive with monovision correction if you
pass your state drivers’ license requirements with
monovision correction.

* Some monovision lens wearers will never be fully
comfortable functioning under low levels of illumi-

you should have additional contact lenses pre-
scribed so that both eyes are corrected for dis-
tance when sharp distance vision is required.

« If you require very sharp near vision during pro-
longed dose work, you may want to discuss with
your eyecare practitioner having additional con-
tact lenses prescribed so that both eyes are cor-
rected for near when sharp near vision is required.

* Some monovision lens wearers require supplemental
spectades to wear over the monovision correction
to provide the dearest vision for critical tasks. You
should discuss this with your eyecare practitioner.

« It is important that you follow your eyecare
practitioner's suggestions for adaptation to
monovision contact lens therapy. You should
discuss any concerns that you may have during
and after the adaptation period.

* The decision to be fit with a monovision
coirection is most appropriately left to the
eyecare practitioner in conjunction with the
patient after carefully considering and
discussing your needs.

CONSIDERATIONS FOR BIFOCAL LENSES

Patients who are considering bifocal contact lenses
should be highly motivated and must be informed

of the benefits as well as the problems that may be
encountered while adapting to bifocal contact lens

wear.

Your eyecare practitioner may discuss the
following with you:

1. Agaptation
Both bifocal spectade and bifocal contact lens
wearers need to learn to adapt to proper head
positioning. The bifocal patient must position
the head upright while rotating the eyes down-
ward to read. Once the bifocal patient has
adapted, proper positioning becomes effortless.

2. Driving at Night
Bifocal contact lens wearers should experience
night vision before actually driving while wearing
their lenses.

. Flare at Night
Bifocal contact lenses wearers may experience
flare at night. This may occur with certain lens
designs. With time, bifocal contact lens wearers
adapt to this situation.

4. Visual Expectation
Bifocal contact lens wearers may experience
visual acuities less than could be achieved with
bifocal spectades.

SAMPLE OF WEARING AND APPOINTMENT

(53]

SCHEDULES
Wearing Schedule
DAY WEARING TIME (Hoursr
1 4 to 8 Hours
2 6 to 10 Hours
3 8 to 14 Hours
q 10 to 15 Hours
5 12 to All Waking Hours
6 and after All Waking Hours

“if the lenses continue to be well-tolerated.

WARNING: BOSTON X0 Contact Lenses are NOT
intended for overnight (extended) wear.

9!
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APPOINTMENT SCHEDULE
Minimum number of hours lenses to be worn at time of appointment:

Your appointments are on:

Month Year Time Date

PATIENT/EVECARE PRACTITIONER INFORMATION:

Eyecare Practitioner Information

Practitioner Name:

Practice Name:

Practitioner Address:

Practitioner Phone Number:

Recommended Lens Care Regimen:

r

Cleaning Solution:

Conditioning Solution:

Rewetting Solution:

Weekly Enzymatic Cleaner:

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

© Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

® denotes registered trademarks of Polymer Technology

Print Date: 04/00 tB6273/01 (/)/ %
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BIFOCAL/MULTIFOCAL CONTACT LENS FITTING PROCEDURE

FOR THE PRESBYOPIC PATIENT

There are two categories of presbyopic lens designs discussed in this fitting
guide, bifocal alternating vision designs and multifocal simultaneous vision
designs. Fitting information for each design is discussed in the following
sections.

1. Pre-Fitting Examination
A pre-fitting patient history and examination are necessary to:
. determine whether a patient is a suitable candidate for daily wear

bifocal contact lenses (consider patient hygiene and mental and
physical state),

. make ocular measurements for initial contact lens parameter
selection,
. collect and record baseline clinical information to which post-fitting

examination results can be compared.

A prefitting examination should include distance and near refraction,
keratometry and slit lamp evaluation to rule out any contraindications to
contact lens wear. Careful assessment of the cornea, lids, conjunctiva
and precorneal tear film establishes a baseline against which the
practitioner can compare any changes resulting from contact lens wear.

2. Alternating Vision Bifocal Designs

a. The first alternating vision design has a spherical base curve, a
segment for distance correction and a segment for near correction.
For distance vision, the majority of the pupil is covered by the
distance zone. For near vision, the majority of the pupil is covered
by the near zone as the lens translates (moves upward) in
downgaze. This design is prism ballasted to enhance stabilization.

Fitting Principles

1) Trial fitting is always recommended.

2) The base curve radius and distance powers are chosen
using conventional techniques.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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3) The near add power is based on the patient's refraction.

4) The diameter is chosen to place the segment line, which
divides the distance, and near zones at or slightly below the
inferior pupil margin.

5) With blinking the lens should move 1-2 mm. The segment
line will raise above the inferior pupil margin but should drop
quickly. If not, distance vision will be adversely affected.

6) Decreasing lens movement will generally improve distance
vision. The following fitting adjustments will generally
decrease movement:

- Increase diameter
- Steepen Base Curve
- Increase Prism Ballasting

7) Increasing lens movement will generally improve near vision.

The following fitting adjustments may increase movement:

- Decrease Diameter
- Flatten Base Curve
- Decrease Prism Ballasting

The second alternating vision lens design has a spherical base
curve corresponding to the near point power and a steeper
spherical curve segment corresponding to the distance power. For
distance vision, the majority of the pupil is covered by the distance
zone segment. For near vision, the majority of the pupil is covered
by the near zone as the lens translates (moves upward) in
downgaze. This design is prism ballasted and may have a small
inferior truncation to enhance stabilization.

Fitting Principles

1) Trial fitting is always recommended.

2) The base curve radius is chosen using conventional
techniques.

3) Determine the distance spherical power to obtain optimum
visual acuity.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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4) The diameter is chosen to correctly position the distance seg
in front of the pupil in distance gaze. This can be visualized
easily with fluorescein since the steeper distance seg pools
with fluorescein.

5) The distance zone segment radius is calculated by
multiplying the add requirement by 2. This is added to the
base curve (diopters).

Example: Base Curve 43.00

Add +2.00x2= 4.00

47 .00 (distance zone curvature)

6) Calculate the power of the near zone (which corresponds to
the base curve) by adding the distance power determined in
step 3 to the add requirement.

Example: -3.50D (distance power)
(+) +2.00D (add power)

7) Calculate the power of the distance zone seg. by adding 3
times the add power (as minus) to the near zone power.

Example: 3 x-(2.00) -6.00 3 x add power
(+) -1.50 Near Zone

-7.50 Distance Zone

8) Specify the near and distance zone curvatures and powers.
Example:  43.00/47.00 -1.50/-7.50
43.00/-1.50
47.00/-7.50

The third alternating vision design is an alternating vision bifocal
lens with a spherical anterior surface and aspherical posterior
surface. For distance vision, the majority of the pupil is covered by
the near zone as the lens translates (moves upward) in downgaze.
Prism ballasting and a small inferior truncation are incorporated to
enhance orientational stability and translation in downgaze.
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Eitting Principles

1) Trial fitting is always recommended
2) Initial Base Curve Selection

The initial base curve selection is primarily a function of the
amount of corneal cylinder present. This bifocal lens with
aspheric posterior surface will generally be fitted steeper
(approximately 0.10 mm) than a similar diameter spherical
lens.

a) For Minus Lenses -

Select a base curve radius equal to the radius of the
flattest keratometer reading for corneas with less than
1.00D of corneal toricity. For corneas with 1.00D or
greater corneal toricity, select a base curve radius
equal to the mean of the two keratometer readings.

Example: K =44.00/46.00 D
Mean K = 45.00D = 7.50 mm (see conversion chart)
Select 7.50 mm base curve trial lens

(If conversion of diopters to millimeters results in a
base curve parameter not available, select the next
available steeper base curve.)

b) For Plus Lenses -

Select a base curve radius equal to the corneal radius
for spherical corneas. For toric corneas, select a
base curve radius equal to the mean of the two
keratometer readings.

3) Place the lens on the eye and allow it to settle
(approximately 5 - 10 minutes).

3. Simultaneous Vision Multifocal Designs

a.

The first simultaneous vision multifocal lens design has an aspheric
back surface, which progressively adds plus power from center to
edge. This power change is gradual. The distance and near power
zones cover the pupil simultaneously during distance and near
gaze. During distance viewing, the patient selectively attends to
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the distance correction. During near viewing, the patient selectively
attends to the near correction.

Fitting Principles

1) Trial fitting is always recommended.

2) The base curve radius is chosen using conventional
techniques. Due to the aspheric flattening of the lens back
surface, the base curve chosen will be considerably steeper
than standard spherical single vision rigid lenses. It is not
unusual to select a base curve 2-4 D steeper than the flattest
K.

The following formula can be used as a starting point:

Flat K + add power + 1.00 D + 1/2 corneal astigmatism.

Example: 42.00/44.00 + 2.00 add
42.00+2.00+1+1=46.00

3) Centration is critical for this design. If proper exact
centration can not be obtained, do not fit this lens.

4) The distance power is chosen using conventional
techniques. If more minus is required at distance than
predicted, decentration might be the cause. When
decentered, the pupil is covered by an intermediate (more
plus) power zone. Decentration should be corrected rather
than adjusting power.

The second simultaneous vision multifocal lens design has an
aspheric front surface, which progressively adds plus power from
center to edge. This power change is gradual. The distance and
near power zones cover the pupil simultaneously during distance
and near gaze. During distance viewing, the patient selectively
attends to the distance correction. During near viewing, the patient
selectively attends to the near correction.

Fitting Principles

1) Trial fitting is always recommended.

2) The base curve radius is chosen using conventional
techniques.
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3) Centration is critical for this design. If proper exact
centration can not be obtained, do not fit this lens.

4) The distance power is chosen using conventional
techniques. If more minus is required at distance than
predicted, decentration might be the cause. When
decentered, the pupil is covered by an intermediate (more
plus) power zone. Decentration should be corrected rather
than adjusting power.

The third simultaneous vision multifocal lens design lens employs a
back surface annular design with a distinct distance and near zone.
The distance and near power zones cover the pupil simultaneously
during distance and near gaze. During distance viewing, the
patient selectively attends to the distance correction. During near
viewing, the patient selectively attends to the near correction.

Fitting Principles

1) Trial fitting is always recommended.

2) The base curve radius is chosen using conventional
techniques.

3) Centration is critical for this design. If proper exact
centration can not be obtained, do not fit this lens.

4) The distance power is chosen using conventional
techniques. If more minus is required at distance than
predicted, decentration might be the cause. When
decentered, the pupil is covered by an intermediate (more
plus) power zone. Decentration should be corrected rather
than adjusting power.

The fourth simultaneous vision multifocal lens design employs a
front surface annular design with a distinct distance and near zone.
The distance and near power zones cover the pupil simultaneously
during distance and near gaze. During distance viewing, the
patient selectively attends to the distance correction. During near
viewing, the patient selectively attends to the near correction.

Fitting Principles

1) Trial fitting is always recommended.

oas 1!
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2) The base curve radius is chosen using conventional
techniques.

3) Centration is critical for this design. If proper exact
centration can not be obtained, do not fit this lens.

4) The distance power is chosen using conventional
techniques. If more minus is required at distance than
predicted, decentration might be the cause. When
decentered, the pupil is covered by an intermediate (more
plus) power zone. Decentration should be corrected rather
than adjusting power.

4. Initial Lens Evaluation

A.

Lens Positioning

Patient comfort is largely determined by lens position on the
cornea. Generally, a well-fitted lens exhibits a central or slightly
inferior/central position.

Generally, an optimal aspherical fit will show a thin, even layer of
tears centrally which extend to near the edge where a moderate
amount of edge lift will be observed. This fluorescein pattern is
characterized by the absence of a discernible intermediate bearing
area which is commonly observed with conventional spherical
designs.

Fluorescein Pattern

Excessive apical pooling or bearing should be avoided. A
moderate edge lift is necessary to permit the edge of the lens to
slide over the corneal surface with minimal resistance.

The presence of the UV-absorber in the BOSTON lens may require
equipment enhancement to visualize fluorescein patterns
adequately. A simple, inexpensive approach is the use of an
auxiliary yellow Kodak Wratten #12 filter in conjunction with the
cobalt blue filter of the biomicroscope.

Slit Lamp Application (if desired):

1. All customary light intensities and filter settings (Cobalt Blue)
are left in place.
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2. The Kodak Wratten Filter #12* (yellow) is secured on the
patient side of the slit lamp microscope with a small piece of
adhesive tape.

Burton Lamp Application (necessary):

1. Replace blue bulbs with ordinary white bulbs.

2. Place Kodak Wratten Filter #47* (blue) over white bulb area.

3 Place Kodak Wratten Filter #12 (yellow) over patient side of
viewing lens.

4. Use system in usual manner.

Important Note:
Use of the Wratten filters will also enhance the view of non-UV rigid
lenses and corneal fluorescein evaluation.

* Wratten #47 and #12 filters are available from Authorized
BOSTON Manufacturers in the following kits: #7503 Slit Lamp
Filter Kit, #7502 Burton Lamp Modification Kit

Determining Power and Dispensing the Lens

Once the appropriate base curve has been selected, over-refract to
determine the appropriate distance dioptric power for the final lens order.
Over-refractions of 4.00D or more should be corrected for vertex distance
(see conversion table). The over-refraction should be added to the power
of the trial lens to arrive at the final prescription.

Example: Over-refraction +0.50D
Trial Lens -3.00D
Lens Power Ordered -2.50D

Add power should be based on the spectacle add power required. Prior to
dispensing the lens, clean the lens with an approved cleaner and store the
lens wet in an approved wetting and soaking solution for at least four
hours to ensure maximum patient comfort. Upon dispensing, evaluate the
patient's lens using the same criteria previously described to evaluate the
trial lens fitting.

Near Segment Positioning
A. Generally, in alternating vision designs the near segment line
should be positioned slightly below the inferior margin of the pupil.

This is achieved by varying the lens base curve/corneal fitting
relationship and/or the segment height. Segment height is
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specified as either 0.5 mm or 1.0 mm below the geometric center of
the lens, or as a seg height in mm from the bottom of the lens.

To bias toward better distance vision (decrease instability and
improve acuity), less movement, lower post-blink segment
positioning, and faster return times from post to pre-blink positions
are helpful. The following may be helpful:

- Steepen Fit
- Lower Seg

To bias toward better near vision (increase acuity), more movement
and higher post-blink segment positioning are useful. The following
may be helpful:

- Flatten Fit
- Raise Seg

Lower segment positioning in conjunction with flatter fitting may
represent the best compromise between distance and near visual
performance.

Visual performance will improve with time as the patient learns to
control the movement and positioning of the lens. The following
patient instructions may be useful:

. Advise the patient that fluctuating vision at distance and near
is possible, especially at first. Generally, blinking gently will
improve distance vision.

. Strong blinking will improve near vision. When reading, the
eyes, not the head, should turn downward.

DIOPTER TO MILLIMETER
CONVERSION*
Posterior Apical Radius

Keratometric Radius Keratometric Radius
Reading Convex Reading Convex
47.75D = 7.07 mm 43.75D = 7.72 mm
47.50D = 711 mm 43.50D = 7.76 mm
47.25D = 7.14 mm 43.25D = 7.80 mm
47.00D = 7.18 mm 43.00D = 7.85mm
46.75D = 7.22 mm 42.75D = 7.90 mm

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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46.50D
46.25D
46.00D
45.75D
45.50D
45.25D
45.00D
44.75D
44.50D
44.25D
44.00D

Spectacle
Lens
Correction
4.00
4.50
5.00
5.50
6.00
6.50
7.00
7.50
8.00
8.50
9.00
9.50
10.00
10.50
11.00
11.50
12.00
12.50
13.00
13.50
14.00
14.50
15.00
15.50
16.00
16.50

7.26 mm
7.30 mm
7.34 mm
7.38 mm
7.42 mm
7.46 mm
7.50 mm
7.595 mm
7.59 mm
7.63 mm
7.67 mm

VERTEX DISTANCE

* Calculated

CONVERSION

Vertex

42.50D
42.25D
42.00D
41.75D
41.50D
41.25D
41.00D
40.75D
40.50D
40.25D
40.00D

7.95 mm
8.00 mm
8.04 mm
8.08 mm
8.13 mm
8.18 mm
8.23 mm
8.28 mm
8.33 mm
8.39 mm
8.44 mm

Distance at 12 mm

Plus Lenses
4.25
4.75
5.25
5.87
6.50
7.00
7.62
8.25
8.87
9.50

10.12
10.75
11.37
12.00
12.75
13.37
14.00
14.75
15.50
16.12
16.75
17.50
18.25
19.00
19.75
20.50

Minus Lenses

3.87
4.25
4.75
5.12
5.62
6.00
6.50
6.87
7.25
7.75
8.12
8.50
8.87
9.37
9.72
10.12
10.50
10.87
11.25
11.62
12.00
12.37
12.75
13.00
13.50
13.75

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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17.00 21.50 14.12
17.50 22.25 14.50
18.00 23.00 14.75
18.50 23.75 15.12
19.00 24.75 15.50
19.50 25.50 15.81
20.00 26.12 16.11

Follow-up Care

a. Follow-up examinations are necessary to ensure continued
successful contact lens wear. From the day of dispensing, a
conventional follow-up schedule for daily wear should be
maintained.

b. Prior to a follow-up examination, the contact lenses should be worn
for at least 2 continuous hours and the patient should be asked to
identify any problems which might be occurring related to contact

lens wear.

C. With lenses in place on the eyes, evaluate fitting performance to
assure that CRITERIA OF A WELL FITTED LENS continue to be
satisfied. Examine the lenses closely for surface deposition and/or

damage.

d. After the lens removal, instill sodium fluorescein into the eyes and

conduct a thorough biomicroscopy examination.

1) The presence of vertical corneal striae in the posterior
central cornea and/or corneal neovascularization is
indicative of excessive corneal edema.

2) The presence of corneal staining and/or limbal-conjunctival

hyperemia can be indicative of an unclean lens, a reaction to

solution preservatives, excessive lens wear, and/or a poorly

fitting lens.

3) Papillary conjunctival changes may be indicative of an
unclean and/or damaged lens.

If any of the above observations are judged abnormal, various
professional judgments are necessary to alleviate the problem and
restore the eye to optimal conditions. If the CRITERIA OF A WELL
FITTED LENS are not satisfied during any follow-up examination,

the patient should be re-fitted with a more appropriate lens.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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IN OFFICE CARE OF TRIAL LENSES:

Prior to reusing in a diagnostic procedure or before dispensing to a patient,
lenses should be surface cleaned and disinfected.

Practitioner Note: The BOSTON RGP Contact Lenses are not sterile when
shipped from the authorized manufacturer. Prior to dispensing, clean and
disinfect the lens(es) according to the appropriate lens care regimen.

RECOMMENDED INITIAL WEARING SCHEDULE:

Although many practitioners have developed their own initial wearing
schedules, the following sequence is recommended as a guideline. Patients
should be cautioned to carefully follow the wearing schedule recommended by
the eyecare practitioner regardless of how comfortable the lenses feel.

The BOSTON RGP Contact Lenses are indicated for daily wear. The maximum
suggested wearing time for these lenses is:

Day Wearing Time (Hours)*

1 4 to 8 Hours

2 6 to 10 Hours

3 8 to 14 Hours

4 10 to 15 Hours

5 12 to All Waking Hours
6 and after All Waking Hours

*If the lenses continue to be well tolerated.

WARNING: BOSTON RGP Bifocal Contact Lenses are not intended for
overnight (extended) wear.

CLINICAL ASSESSMENT:
1. Optimizing Fitting Characteristics

In order to achieve optimal performance, it is often necessary to modify
the initial trial lens parameters. Practitioner observation and interpretation
of lens positioning, fluorescein patterns, and lens movement are essential
to this process. The following chart summarizes common fitting
relationships.
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INITIAL TRIAL LENS ASSESSMENT

OPTIMUM TO0O STEEP TOO FLAT
Fluorescein Parallel to Slight Excessive Apical Apical Touch
Pattern Apical Bearing Pooling
Moderate Minimum Excessive
Edge Lift Edge Lift Edge Lift
Position Centered to Superior
Slightly Inferior Inferior Unstable
Movement 1-2 mm Less Than Tmm More Than 2mm
Comfort Slight Initial Initially Uncomfortable
Sensation Comfortable
Disposition Prescribe Select Flatter Select Steeper
Base Curve Base Curve
or smaller or larger
diameter diameter

Problem Solving

Persistent excessive lens awareness: This problem may be due to: the
use of incompatible care products; improper use of care products (i.e.,
lens cleaning just prior to insertion); inadequately blended peripheral
curves; three and nine o'clock staining; deposits on the concave lens
surface; accumulation of mucus under the lens; poor edge design,
incomplete blinking or steeply fitted lenses.

Three and nine o'clock staining: If the lens positions low, it should be
redesigned to achieve a higher position so as to avoid a false blink
pattern. The lens periphery should be well tapered and its edge rolled
slightly inward to minimize upper lid sensation and avoid incomplete reflex
blinks. If the lens positions centrally, the diameter should be reduced, the
periphery well tapered and the edge rolled slightly inward. Complete
blinking should be encouraged. Above all, be certain that the lens has not
been fitted too steeply.

Generalized corneal staining: In cases of diffuse staining not apparently
related to rear surface deposits on the lens, solution or preservative
incompatibility should be ruled out.

Ocular redness without staining: This problem may be caused by some
component of the care solutions such as preservatives or the presence of
pingueculae, infectious or allergic conjunctivitis, or inadequate lens
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lubrication, including excessive mucus accumulation as occurs in dry
eyes.

Excessive development of lens deposits: This unusual problem may
be related to: increased mucus production, i.e. GPC, keratitis sicca,
chronic allergies, etc. The more frequent use of the BOSTON Rewetting
Drops may be helpful in these cases. However, excessive deposition has
been found to be most often related to inappropriately polished lens
surfaces which simulate an orange peel appearance visible only with
magnification of 20X or greater. In most cases, deposits are easily
removed by cleaning with the BOSTON Cleaner or BOSTON Advance
Cleaner, however, in extreme cases, it may be necessary for the
practitioner to lightly polish the lenses with the BOSTON Cleaning Polish.
In the event that deposits cannot be removed by cleaning or polishing, the
lens should be replaced.

Lens surface dry spots: The presence of discrete non-wetting areas on
a new or recently modified or polished lens, may be due to the persistence
of hydrophobic products used during lens fabrication.

Other causes of loss of surface wettability include: surface contamination
with cosmetics, hair spray, skin preparations; inadequate tear lubrication:
incomplete blinking; the use of incompatible preserved care solutions; and
dry lens storage.

Reduced contact lens-corrected vision: Reduced vision correction
unrelated to changes in refractive error may be due to lens warpage, front
surface deposits, or switched lenses.

Repeated lens breakage: Lens breakage problems may be due to
careless handling or storage procedures (see Patient Instructions booklet)
or the use of lenses having less-than-recommended center, edge or
junction thickness, especially for patients having poor manual dexterity.
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CONSIDERATIONS FOR BIFOCAL/MULTIFOCAL LENSES:

Presbyopic patients who are considering bifocal/multifocal contact lenses should
be informed of the benefits as well as the problems they may encounter while
adapting to bifocal lens wear.

The following areas should be discussed with the patients.

1.

Adaptation
Both bifocal spectacle and bifocal/multifocal contact lens wearers need to

learn to adapt to proper head positioning. The patient must position the
head upright while rotating the eyes downward to read. Once the patient
has adapted, proper positioning becomes effortless.

Driving at Night
Patients wearing bifocal/muitifocal contact lenses should experience night

vision before actually driving while wearing their lenses.

Flare at Night

Patients wearing bifocal/multifocal contact lenses may experience flare at
night. This may occur with certain lens designs (high seg positions or
small distance fields). With time, patients adapt to this situation.

Visual Expectation
Patients wearing bifocal/multifocal contact lenses may experience visual
acuities less than what could be achieved with bifocal spectacles.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CAUTION: Federal Law prohibits
dispensing without prescription

See package insert for important safety information.

The BOSTON® Lens material manufactured by:
pPolymer Technotogy. Wilmington, MA 01887

Do not accept this BOSTON Lens order if the Autharized
Manufacturer insignia is not intact.

21999 THE BOSTON LENS BOSTON EQUALENS ENVISION
BOSTON RXD BOSTON ES BOSTON 7 and BOSTON Muitivision
are tragemarks of Polymer Technology

‘HPR Data

My Practitioner

Bastan'f'

o

Boston

The #1 Doctor Recommended
RGP Material*

PRACTITIONER NOTE: The BOSTON Lenses are
not sterile when shipped from the Authorized
Manufacturer. Prior to dispensing, clean and
disinfect the lensies) according to the
appropriate lens care regimen.

Do not accept
this BOSTON Lens order if the
Authorized Manufacturer insignia
1s not intact.

IN CASE OF EMERGENCY

| am wearing the BOSTON®

Contact Lens. | use The BOSTON® Solutions

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment A — Details of Eyes with VA Line Decreases of 2 or More Snellen Lines
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Table 8. C
Details of Symptoms/Complaints
R
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Table 10.¢C
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Attachment B — Corrected Page 198

Table 10.C
Details of Unscheduled Lens Replacements Reported as Other
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Spherical Lens Designs

2
o
,,,,,, ~ Parameter Range
v POWER | -20.00to +20.00 D
DIAM = Overall Diameter 7.0t0 11.5 mm
BC = Base Curve Radius 5.00 to 9.00 mm
BOZ = Back Optical Zone N/A
e FOZ = Front Optical Zone N/A
i CT = Center Thickness N/A
SR JT = Junction Thickness N/A
ET = Edge Thickness N/A
=l o
7S R
Aspherical Lens Designs
I
: Parameter Range
- o o POWER | -20.00 to +20.00 D
DIAM = Overall Diameter 7.0t0 11.5 mm
BC = Base Curve Radius 6.00 t0 9.20 mm
BOZ = Back Optical Zone N/A
FOZ = Front Optical Zone N/A
. e CT = Center Thickness N/A
= ‘ ‘ - JT = Junction Thickness N/A
——e H ET = Edge Thickness N/A
]

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Toric Lens Designs

<
Ny T Parameter Range
. POWER | -20.00 to +20.00 D
FoA TORICITY Up109.00D
s DIAM = QOverall Diameter 7.0t0 11.5 mm
: | BC = Effective Base Curve Radius 6.80 t0 9.50 mm
BC FLAT = Flat Base Curve Radius N/A
. - BC STEEP = Steep Base Curve Radius N/A
‘ BOZ = Back Optical Zone N/A
. FOZ = Front Optical Zone N/A
. CT = Center Thickness N/A
e JT = Junction Thickness /A
N ET = Edge Thickness N/A
L;,?‘»Z - '
7O p
Bifocal Lens Designs
o - Parameter Range
POWER | -20.00 to +20.00 D
e ‘ ADD POWERS | +1.00to+3.75D
Y SEGMENT HEIGHTS | -2.00 to +1.00 mm
PRISM BALLAST | 0.5t03.5 prism D
DIAM = Overall Diameter | 8.5to 11.5 mm
. BC = Base Curve Radius | 6.30 t0 9.50 mm
: | | BOZ = Back Optical Zone N/A
e e FOZ = Front Optical Zone N/A
CT = Center Thickness N/A
o JT = Junction Thickness N/A
i ET = Edge Thickness N/A
N
L7// < — —t
J/ o I &

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND RHUHMANC §RI T eaquest #2016-1776 Regggief (! #dla'feh Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 13, 2000 Rockville, Maryland 20850
POLYMER TECHNOLOGY 510(k) Number: K000795

GLOBAL VISION CARE Received: 13-MAR-2000

1400 N GOODMAN STREET Product: RIGID GAS PERMEABLE

P.0O. BOX 450 CONTACT LENS

ROCHESTER, NY 14603
ATTN: DEBRA L.B. KETCHUM

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification

510(k) Regulatory Requirements for Medical Devices" available from DSMA.

If you have other procedural or policy questions, or want information on

how to check on the status of your submission (after 90 days from the

receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html

or me at (301) 594-1190.
Sincerely yours, cﬂ

Marjorie Shulman
Consumer Safety Officer
Premarket Notification Staff
Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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March 10, 2000

Office of Device Evaluation

Document Mail Center (HFZ-401)
Center for Devices & Radiological Health
Food and Drug Administration

9200 Corporate Boulevard

Rockville, MD 20850

RE: 510(k) Premarket Notification
BOSTON XO Contact Lens Material j —

Dear Sir or Madam:

Pursuant to 21 CFR Part 807, we are submitting the subject premarket
notification for your review prior to market introduction.

The information marked as confidential and contained in the body of the
submission is considered to be confidential within the meaning as set forth in 21

CFR Part 20.

Note: For the convenience of the Reviewer, an additional copy of the
Indications Statement Form, and the 510(k) Summary were placed
at the front of the attached submission.

Should you have any questions, please do not hesitate to telephone me at (716)
338-8638 or Douglas Fortunato at (716) 338-5477.

Sincerely,

Qe 30, Kedhum

Debra L.B. Ketchum
Manager, Regulatory Affairs

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Premarket Submission Cover Sheet

Date of Submission:

FDA Document Number:

Section A

Type of Submission

510(k)

[] 510(k) Add’l information

L]
L]
.
]

IDE [] pma

IDE Amendment |:] PMA Amendment
IDE Supplement D Report

IDE Report

PMA Supplement - Regular
PMA Supplement - Special
PMA Supplement - 30 day

Cl
]
]

D PMA Supplement - Panel Track

Section Bl

Reason for Submission - 510(k)s Only

D New device

Other reason (specify):
Modified Device

l_—_] Additional or expanded

indications

D Change in technology, design, materials
or manufacturing process

Section B2

Reason for Submission - PMAs Only

l:l New device
D Withdrawal

D Additional or expanded indications

D Licensing agreement

D Labeling change:

[:I Indications
D Instructions

L]
]
]

D Other (specify below)

Shelf life

Trade name

D Change in ownership
D Change in correspondent

D Other reason (specify):

Performance Characteristics

D Change in design, component

or specification:

E:] Software
] cotor aaditive
L]

Other (specify below)

]

Process change:

]
D Sterilizer
|:| Packager

Manufacturer

Request for applicant hold
Request for removal of applicant hold

Request for extension

NN

Request to move or add manufacturing site

Response to FDA correspondence (specify below)

{:I Location change:
D Manufacturer
D Sterilizer
EI Packager
]

Distributor

D Report submission::

Annual or periodic

Adverse reaction
Device defect
Amendment‘*w

ey

U
]
]
L
L1

Post-approval study

Section B3

Reason for Submission - IDEs Only

New device

Addition of institution
Expansion/extension of study
IRB certification

Request hearing

Request waiver

Termination of study
Withdrawal of application
Unanticipated adverse effect

Emergency use:

ENENNENEEE

[:] Notification of

emergency use

D Additional information

L

Other Reason (specify):

D Change in:

Correspondent
Design

Informed consent
Manufacturer
Manufacturing
Protocol - feasibility
Protocol - other

D Sponsor

D Report submission:

INNNEEN

Current investigator
Annual progress

Site waiver limit reached

OO0

Final

E:I Response to FDA letter concerning:

D Conditional approval

D Deemed approved
D Deficient final report

B Deficient progress report

D Disapproval

D Request extension of
time to respond to FDA

D Request meeting

E] IOL submissions only:

D Change in IOL style:
E] Request for protocol waiver

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section C Product Classification

C.F. R. Section
21 CFR 886.5916

Device Class

] crass1
] class

Product code:
86 HQD

(lassification Panel:

Class II
D Unclassified

Ophthalmic Devices

Section D Information on 510(k) Submissions

Product codes of devices to which substantial equivalence is claimed:

Summary of, or statement
concerning, safety and
data.

i 86 HQD 2 3 : 4 r_—x_-l 510(k) summary attached

5 6 7 8

‘:] 510(k) statement

{nformation on devices to which substantial equivalence is claimed:

310(k) Number Trade or preprietary or model name Manufacturer

I K980741 I BOSTON EO (enflufocon B) Lens Material 1 Polymer Technology
2 2 2
3 3 3
4 4 4

o
(7]
th

6 6 6

Section E Product Information - Applicable to All Applications

Common or usual name or classification name:

Trade or proprietary or model name Model number

1 Rigid Gas Permeable Contact Lens 1 Not Applicable

"~
=

3 3

4 4

5 5

6 6

FDA document numbers of all prior related submissions (regardless of outcome):

I K943177 2 3 4 5 6
7 8 9 10 11 12

Data inciuded in submission:

E:l Human trials

Laboratory Testing D Animal trials

indications (from labeling):

BOSTON XO (hexafocon A) contact lens is indicated for daily wear for the correction of refractive ametropia (hyperopic

and myopic, non-aphakic, presbyopic) patients with non-diseased eyes.

N

ii

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DA Document Number:

Section F Manufacturing / Packaging / Sterilization Sites
m Original FDA establishment registration number: ‘:z Manufacturer D Contract sterilizer
D Add D Delete 1281950 I:l Contract Manufacturer D Repackager/Relabeler !

Company / Institution name:
POLYMER TECHNOLOGY

Division name (if applicable): Phone number (include area code):

n/a ’ (716) 338-8638

Stre't't address: FAX number (include area code):

100 Research Drive (716) 338-0702

City: State / Province: . Country: Z1P / Postat Code:
Wilmington MA United States 01887

Contact name:
Debra LLB. Ketchum

( ontact title:
Muanager, Regulatory Affairs

D Original FDA establishment registration number: D Manufacturer D Contract sterilizer
[:l Add B Delete D Contract Manufacturer l:l Repackager/Relabeler

Company / Institution name:

Division name (if applicable): Phone number (include area code):
street address: FAX number (include area code):
City: State / Province: Country: ZIP / Postal Code:

Contact name:

Contact title:

[:I Original FDA establishment registration number: I:' Manufacturer D Contract sterilizer
D Add [::I Delete I:] Contract Manufacturer D Repackager/Relabeler

Company / Institution name:

Division name (if applicable): ) Phone number (include area code):

Street address: FAX number (include area code):

Contact name:

Contact title: ()@

iii

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section G

Applicant or Sponsor

Company / lastitution name:

POLYMER TECHNOLOGY

FDA establishment registration number:

1313525

Division name (if applicable):

Global Vision Care

Phone number (include area code):’

(716) 338-8638

Street address:

1400 N. Goodman Street. P.Q). Box 450

FAX number (include area code):

(716) 338-0702

City: State / Province: Country: ZIP / Postal Code:
Rochester New York United States 14603-0450
Signature:

Name:

Debra L.B. Ketchum

Title:
Manager. Regulatory Affairs

Section H

Submission correspondent (if different from above)

Company / Institution name:

Division name (if applicable):

Phone number (include area code):

street address:

FAX number (include area code):

City:

State / Province:

Country:

ZIP / Postal Code:

Contact name:

Contact title:

Your voluntary completion of this Premarket Submission Cover Sheet
will not affect any FDA decision concerning your submission, but will
help FDA's Center for Devices and Radiological Health process your
submission more efficiently. The information you provide should apply
only to a single accompanying submission. Please do not send cover
sheets for any previous submissions. See the instructions for additional
information on completing the cover sheet. If you have a question
concerning completion of the cover sheet, please contact the Division of
Small Manufacturers Assistance at (800) 638-2041 or (301) 443-6597.

iv

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




510(k) Elements List
Reference: Instructions for Premarket Submission Cover Sheet - March 14, 1995

Records processed under FOIA Request #2016-1776 Released ON 8/31/16

Authority Page
510(k) Elements (21 CFR) Number
"Device trade or proprietary name 807.87 4
Device common or usual name or classification 807.87 4
Lstablishment registration number (only applies if establishment is registered) 807.87 3
(lass in which the device has been put under section 513 of the act and, if known,
the appropriate panel; or if the owner or operator determines that the device has not
been classified under such section, a statement of that determination and the basis 4
tor the person’s determination that the device is not so classified.
Action taken by the party required to register to comply with the requirements of the 807.87 4
act under Section 514 for special controls.
Proposed labels, labeling and advertisements sufficient to describe the device, its 807.87 22-49
intended use, and the directions for its use. (Blue Book Memo #G91-1).
510(k) summary or a 510(k) statement. 807.87(h) 209 - 211
For class Il only, a class 1II certification and class III summary. 807.87(I) N/a
Photographs of the device. 807.87 N/a
Engineering drawings of the device. 807.87 N/a
Identification of the marketed device(s) to which equivalence is claimed during 807.87 8
labeling and description of the device. Affiliated 510(k) numbers and product codes
are voluntary in cover sheet.
Statement of similarities and/or differences with marketed devices. 807.87 8-9
Data to show consequences and effects of a modified device. 807.87 10
Submuitter’s name and address. 807.87 3
Contact person. telephone number and fax number 807.87 3
Representative/Consultant if applicable 807.87 n/a
Table of Contents 807.87 Vi~ viii
Name and address of manufacturing/packaging/sterilization facilities. 807.87 3
Registration number of each facility when one exists.
Comparison table of the new device to the marketed device(s) 807.87 8- 10
Action taken to comply with voluntary standards. 807.87 4
Performance data (bench, animal, clinical) 807.87 10- 18
Sterilization information (Blue Book Memo #K90-1) 807.87 7
Software information (Blue Book Memo #K91-1) 807.87 n/a
Hardware information 807.87 n/a
Information requested in specific guidance documents (if applicable for this device) 807.87 *
Kit Certification Statement (for kit submission only) 807.87 n/a
Truthful and Accurate Statement 807.87 ]

*Premarket Notification (510(k)) Guidance Document for Contact Lens Care Products, May 1, 1997.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BOSTON XO Contact Lens Material
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Premarket Notification

Truthful and Accurate Statement

| certify that in my capacity as Manager, Regulatory Affairs, Polymer Technology,
| believe to the best of my knowledge, that all data and information submitted in
this premarket notification are truthful and accurate and no material fact has
been omitted.

- - O
Debra L.B. Ketchum Date
Manager, Regulatory Affairs
Polymer Technology
1400 N. Goodman Street
P.O. Box 450

Rochester, New York 14603-0450

[Premarket Notification (510(k)) Number]

T&ASTMT .doc

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Descriptive Information
about New or Marketed
Device Requested
as Needed

Records processed under FOIA Request #2016-1776 Released ON 8/31/16

A3 - 510(k) "Substantial Equivalence"
Decision-Making Process (Detailed)

Yes

" Not Substantially
Equivalent*
Determination

New Device Has New —— O
Intended Use

Do Accepted Scientific Methods
Exist for Assessing Effects of —
the New Characteristics? No

Yes

Are Performance Data Available No

4
—e Performance Data Demonstrate, = ()—on
Equivalence? Yes
No

ro ()

WQ o Yes

“Substantially Equivalent®
Determination

between marketed and "predicate” devices is unclear.

s

*** Data may be in the 510(k), other 510(k)s, the Center’s classification files, or the litcrature.

to Assess Effects of New
Characteristics?***
Yes
Performance
Data
Required
Perfor Data Demonstrate o

Fquivalence?

No

r0 (2

510(k) submissions comparc new devices to marketed devices. FDA requests additional information if the relationship

This decision is normally based on descriptive information alonc, but limited testing information is sometimes required.

91

Ge2

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) PREMARKET NOTIFICATION

for

BOSTON XO Contact Lens Material

DATE:

INTRODUCTION:

The purpose of this 510(k) Premarket Notification submission is to seek
clearance for a daily wear rigid gas permeable contact lens material.

1.

SUBMITTER:
Address:

Tel.:
Fax:

MANUFACTURER INFORMATION:

Company Name:

Address:

Establishment
Registration:

MANUFACTURING SITE INFORMATION:

Company:
Address:

Establishment
Registration:

NTA ERSON:
Tel.:
Fax:
E-mail;

REASON FOR 51 MISS!

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

Company Name:

Polymer Technology

Global Vision Care

1400 North Goodman Street

P.O. Box 450

Rochester, New York 14603-0450
(716) 338-8638

(716) 338-0702

Polymer Technology
1400 N. Goodman Street
Rochester, New York 14603-0450

1313525

Polymer Technology
100 Research Drive
Wilmington, MA 01887

1281950

Debra L.B. Ketchum
Manager, Regulatory Affairs
(716) 338-8638

(716) 338-0702

dketchum@bausch.com

New Product

L

003
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6. DEVICE IDENTIFICATION:
Classification

Name: Rigid Gas Permeable (hydrophobic) Contact Lens

Proprietary Name:  Boston XO Contact Lens Material

Common Name: Fluoro silicone acrylate rigid gas permeable contact
lens material

Development Name: Quantum Ii, RD-171 and B7-100

7. CLASSIFICATION NAME AND REFERENCE:
21 CFR 886.5916

Class Il Ophthalmic Device

Daily wear contact lenses were reclassified from Class Ill to Class ||
medical devices under 59 FR 94 - 10397, March 4, 1994,

Class: These devices are Group I, Hydrophobic Material.

Device Panel and Product Code:
Ophthalmic: 86 HQD

8. PERFORMANCE STANDARDS:
No performance standards for this device have been promulgated under
Section 514, Federal Food, Drug and Cosmetic Act (the Act).

Polymer Technology followed the CDRH guidelines Prerharket Notification
(510(k)) Guidance Document for Daily Wear Contact Lenses, May 1994
and Testing Guidelines for Class lll Contact Lenses, April, 1988.

9. INDICATIONS FOR USE:
The Boston XO is indicated for daily wear for the correction of refractive
ametropia (myopia, hyperopia, astigmatism and presbyopia) in aphakic
and not-aphakic persons with nondiseased eyes. The lens may be
disinfected using a chemical disinfection system only.

The Statement of Indications for Use can be found in Appendix 1.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10.

1.

12,

DESCRIPTION OF T EVICE:
The Boston XO contact lens material, hexafocon A, is composed of
aliphatic siloxany! fluoro methacrylate copolymer.

The color additives conform to 21 CFR Part 74.3206. The hexafocon A
material has an Oxygen Permeability of 100, a specific gravity of 1.27,
and the lens visible light transmittance of at least 70%. The hexafocon A
name has been adopted by the United States Adopted Names Council
(USAN). A copy of the letter from USAN adopting the hexafocon A name
can be found in Appendix 2.

PROPOSED LABELING AND PACKAGING

Proposed draft labeling or the Boston XO (hexafocon A) contact lens
material can be found in Appendix 3. This includes the package insert,
professional fitting and information guide, and patient instructions.
Advertising for the Boston XO (hexafocon A) contact lens material has not

been developed at this time.

MANUFACTURING INFORMATION:

12.1 Chemical Composition

Component Name Weight % | Mole% | Purpose

130

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O 0 5
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12.2 Below is a description of the basic operations, procedures, and
controls used in the routine manufacturing and packaging of the
Boston X0 (hexafocon A).

The following list outlines the typical procedures followed to
manufacture Boston XO (hexafocon A) contact lens material.

A manufacturing flow chart can be found in Appendix 4.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Packaging Materials and Meth

Printing, packaging, and labeling are performed in accordance with
documented operating procedures, which are the same procedures
utilized for previously approved BOSTON materials. All accepted
contact lens blanks are packaged in polyethylene bags or plastic
tubes or containers and corrugated cardboard boxes for shipment.

The packaging components for the Boston XO (hexafocon A)
contact lens blanks and contact lenses are the same as those
approved for other approved BOSTON materials such as BOSTON
ES (enflufocon A). BOSTON ES (enflufocon A) was cleared on
August 25, 1994 in 510(k) Premarket Notification No K943177.
The packaging components includes the following:

polyethylene bags standard plastic contact lens cases
plastic tubes and caps package inserts
corrugated cardboard boxes patient care guide

fitting guide

13. SHELF LIFE:

The Boston XO (hexafocon A) is a hydrophobic contact lens material with
<1% water content. Based on the Premarket Notification Guidance
Document for Daily Wear Contact Lenses, May 12, 1994, shelf-life studies
are not required for clearance of this material.

14. STERILIZATION

Boston XO (hexafocon A) contact lens materials are shipped dry and
labeled non-sterile, so therefore they are not required to be sterilized.
Additionally, the proposed labeling includes the statement “Practitioner
Note: The BOSTON lenses are not sterile when shipped from the
authorized manufacturer. Prior to dispensing, clean and disinfect the
lens(es) according to the appropriate lens care regimen.”

Contact lens finishing laboratories that are authorized to manufacture the
BOSTON XO (hexafocon A) contact lens materials are required to be in
compliance with bioburden testing requirements. Guidance for this testing
can be found in the Premarket Notification (510(k)) Guidance Document
for Daily Wear Contact Lenses, May 1994. Contact lens finishing
laboratories must demonstrate an average bioburden level of <100
CFU/lens.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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15. MARKETED TANTIALL VALENT DEVICE

15.1

15.2

Introduction:

The BOSTON XO (hexafocon A) contact lens material is
substantially equivalent to the currently marketed BOSTON ES
(enflufocon A) contact lens material cleared on August 25, 1994 in
510(k) Premarket Notification No K943177. The differences
between the two devices are monomers and monomer ratios.

Basis of Equivalence:

The BOSTON XO contact lens material and the currently marketed
BOSTON ES contact lens material are indicated for daily wear for
the correction of refractive ametropia (myopia, hyperopia
astigmatism and presbyopia) in aphakic and not-aphakic persons
with nondiseased eyes. A copy of the proposed Iabellng can be
found in Appendix 3.

Any other differences that do exist between the BOSTON XO and
the predicate device, BOSTON ES, will not have any adverse effect
on the safety and efficacy of the device. A substantial equivalence
summary is presented below:

u nti ivalen mparison Summ
Similarities
Feature BOSTON XO BOSTON ES

Daily Wear Indication Same Same
Indications for use Same Same
Contact Lens Material Same Same
Type (Hydrophobic)

Water content <1.0% <1.0%
Manufacturing Process Same Same

| %D

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 0 8
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Differences

Feature BOSTON XO BOSTON ES
USAN polymer hexafocon A enflufocon A
*Oxygen Permeability 100 18

A comparison of the physicochemical properties of BOSTON XO
(hexafocon A) contact lens material and the predicate device,
BOSTON ES (enflufocon A) contact lens material is presented
below:

Physi hemical Pr i rison Summ

Physicochemical

Properties BOSTON XO BOSTON ES
Refractive Index 1.415 +£.002 1.443 £ .003
*Light Absorbance 46+04 10.2+0.06
(blue) (blue)
Water content <1.0% <1.0%
Specific Gravity 1.26 + 0.01 1.22 £0.02
Wetting Angle 49° 52°
(Captive Air Bubble)
Dry Hardness 110 -115 117 - 120
(Rockwell)
**Oxygen 100 18
Permeability

* ABS units per inch
* (x10"(cm?®0, - cm)/(cm? - sec - mmHg) @ 35°C) (ISO/Fatt)

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O O 9
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Mechanical Properties BOSTON XO BOSTON ES

Average Std.Dev. Average Std. Dev.

Modulus of elasticity (MPa) 1229 104 1888 41
Elongation at break (%) 5.48 1.26 4.46 0.41
(reported as max. Strain)

Toughness 1.669 0.484 1.795 0.280
(MPa x min.)

Flexural Strength (MPa) 51.81 1.74 71.51 25

(reported as max. stress)

16. SAFETY AND EFFICACY INF T

16.1 Introduction:

A series of preclinical and clinical testing was performed to
demonstrate the safety and effectiveness of the BOSTON XO
contact lens material. The clinical study was designed to
demonstrate the safety and effectiveness of the device when used
for daily wear.

Preservative Uptake/Release, Kligman Maximization Study, Three
Week Ocular Safety in Rabbits, and the Clinical Study were
conducted using QUANTUM |1, (hexafocon A) contact lens
material. QUANTUM Il and BOSTON XO are the same product
with the exception of BOSTON XO contains 0.5% of a
polymerizable UV blocker, 4-methacryloxy-2-hydroxy
benzophenone (MHB). The polymerizable UV monomer does not
have the ability to disperse because it is tied into the matrix of the
material, which is supported by Cytotoxicity, Systemic Injection,
Acute Eye Irritation, Total Extractables, and Residual Monomer.

A summary of results from the preclinical and clinical tests is
provided below. Full test reports for the preclinical tests described
below can be found in Appendix 5 - 7. The clinical test report can
be found in Appendix 8.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 l 0
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16.2 Leachability:

The final chemical composition of the BOSTON XO (hexafocon A)
contact lens materials contains the polymers, additives, oligomers
and residual monomer. The residual monomers and oligomers are
not part of the lens material matrix, but are not water soluble and
therefore, do not leach out into tears or contact lens care solutions.

Additives:

[B/ﬂ
) 011

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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16.4 Residual Monomers

16.5 Total Extractables

16.6

Determination of Extractables Components

_ 2

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 1 2
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16.7 Preservativ ke/Rel e

16.8 Physicochemical Properties

The data representing the properties of BOSTON XO (hexafocon
A) contact lens material are based on three (3) lots of material.
The procedures used to evaluate the BOSTON XO contact lens
material are summarized below.

Color and Light Absorbance:

Refractive Index:

|3

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 1 3
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Water Content:
The water content determination for the BOSTON XO

(hexafocon A) contact lens material was done by a gravimetric
method and found to be <1 %.

Wetting Angle:

The in vitro wetting angle of the BOSTON XO (hexafocon A)
contact lens material was found to be 49° + 3° in accordance with
the standard method published by the Contact Lens Manufacturers

Association.
Oxygen-Permeability:

The oxygen permeability of the BOSTON XO (hexafocon A)
contact lens material was measured using the ISO/Fatt method
(ISO/DIS 9913-1.2). Four finely lapped disks of 12.8 mm diameter
and thicknesses 0.2mm, 0.3mm, 0.4mm, and 0.5mm +/- 0.05 mm
were measured twice. The resulting average Dk of the material
was 100 x 10" (cm®0, - cm)/cm? * sec - mmHg) @ 35° C (ISO/Fatt
method).

Mechanical Properties:

21
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16.9 Toxicology Testing

In support of the claim of substantial equivalence to BOSTON ES
(enflufocon A) contact lens material, the sponsor has conducted
the toxicology testing on the BOSTON XO (hexafocon A) contact
lens material according to the FDA Premarket Notification (510(k)
Guidance document for Daily Wear Contact Lenses, May 12,1994
and the FDA draft guideline, “Testing Guidelines for Class I
Contact Lenses, April, 1988".

Cytotoxicity Test (USP)
BOSTON X0 (hexafocon A) BIIIEIGTGG

. Therefore the test article is considered non-cytotoxic.
A copy of the report can be found in Appendix 7.

",

015
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Appendix 7.
Acute Eye lIrritation Test (USP)

Additional Recommen Testin

Preservative Uptake and Release testing was conducted, refer to
section 16.7, because the BOSTON XO, (hexafocon A), contact
lens material and the lens care regimen preservative systems do
not carry the same electric charge.

Kliaman Maximizati t

[l

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 1 6
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16.10 Clinical Testing

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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A copy of the final report can be found in Appendix 8.

17. SUMMARY OF SAFETY AND EFFECTIVENESS
A Summary of Safety and Effectiveness is contained in Appendix 9.

18.  REQUEST FOR CONFIDENTIALITY
Information marked as confidential and contained in the body of the
submission is considered confidential by Polymer Technology within the
meaning as set forth in 21 CFR Part 20.

018
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APPENDIX 1

INDICATIONS FOR USE STATEMENT

U
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Polymer Technology
1400 North Goodman Street
P.O. Box 450
Rochester, NY 14603-0450

Indications for Use Statement

510(k) Number (if known):

Device Name: BOSTON XO

Indications for Use:

BOSTON XO (hexafocon A) Contact Lens Material is indicated for daily wear for
the correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes. The
lens may be disinfected using a chemical disinfecting system only.

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter-Use

APPX1.doc

019
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APPENDIX 2

UNITED STATES ADOPTED NAMES COUNCIL
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v American Medical Association
515 North State Street
Chicago, lllinois 60610

= UNITED STATES ADOPTED NAMES COUNCIL June 25, 1997 Telefax: 312-464-4184

E-mail: Sophia_Fuerst@ama-assn.org
SOPHIA V. FUERST, Assaciate Secretary

312) 464;'.‘?_% 4

Polymer Technology, a division of Wilmington Partners, L.P.
1400 North Goodman Street
Rochester, New York 14692

Attn: Debra Ketchum
Manager, Regulatory Affaics
Dear Ms. Ketchum:

It is my pleasure to inform you that the USAN Council adopted hexafocon A as the United States
Adopted Name for Quantum®II, Polymer Technology’s hydrophobic contact lens material.

Enclosed is a copy of the Statement of Adoption on hexafocon A. I plan to schedule publication

of this information in the journal of Clinical Pharmacology and Therapeutics unless you request a
delay within the next thirty days. Please use the enclosed statement to provide comments or

additions. If this information is accurate, and may be published, please initial the statement and
— return it to me.

Sincerely yours,

g VT

Sophia V. Fuerst
Associate Secretary
USAN Council

SF

Enclosure: N97;51

. 1

SPONSORS: American Medical Association /American Pharmaceutical Association /U.S. Pharmacopeial Convention, Inc.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 , O 2 O
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51
June 25, 1997
STATEMENT ON A NONPROPRIETARY NAME ADOPTED BY THE USAN COUNCIL:
USAN (JJ-64) HEXAFOCON A
- PRONUNCIATION hex a foe” kon
INGREDIENT FUNCTION contact lens material (hydrophobic)

CHEMICAL NAMES

)

@)

STRUCTURAL FORMULA

(See page 2)

MOLECULAR FORMULA

TRADEMARK
MANUFACTURER

WATER CONTENT

at ambient temperature (23+2°C)

OXYGEN PERMEABILITY
at 35°C (Dk Value)

CAS REGISTRY NUMBER

!

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 D 2 1
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APPENDIX 3

PROFESSIONAL FITTING AND INFORMATION GUIDE

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PROFESSIONAL
FITTING AND
INFORMATION
GUIDE

BOSTON° XO

(hexafocon A)

Spherical & Aspherical Contact
Lenses for Myopia & Hyperopia,
Bifocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphakic Persons

CAUTION:
Federal Law Prohibits Dispensing
Without a Prescription
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INTRODUCTION

BOSTON® X0 (hexafocon A) Contact Lenses are
made from fluoro silicone acrylate with a water
content of <1% by weight.

For a complete listing of available lens parameters,
please refer to LENS PARAMETERS AVAILABLE.

PRODUCT DESCRIPTION - BOSTON X0

The BOSTON X0 Cantact Lens material, hexafocon A,
is composed of aliphatic siloxanyt fluoromethacry-
late copotymer with an ultraviolet absorber. The
tinted lenses contain the following color additives:

Color Color Additive
Ice Blue D & C Creen No. 6
Violet D & C violet No. 2

The BOSTON X0 Spherical Contact Lens is a hemi-
spherical shell of the following dimensions:

LENS PARAMETERS AVARLABLE

Power Range -20.000 to +20.00D
in 0.25D increments
Diameter 7.0 mm to 11.5mm

5.00 mm to 9.00 mm
in 0.1 mm increments

Base Curve Range

The lenses described above can have a center thick-
ness of 0.07 to 0.65 mm that will vary with lens
design, power and diameter.

The physical/optical properties of the lens are:

Specific Gravity 1.27
Refractive index 1.415

Light Absorbance (640 nm) 46 Ice Blue
(absorbance units/inch 5.5 Violet
Surface Character Hydrophobic
Wetting Angle 49°

Water Content <1%

Oxygen Permeability 140* (100**)

{x10™ (cm* 0, . cm)/(cn? - sec. mmHg) @ 35° C}

**polarographic method (ISO/Fatt)

L T
L5
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10 BOSTON® XO

60 1

Cornea

% Transmission

Lens

Wavelength {nm)
BOSTON XO - 0.07 mm thick BOSTON XO (ice Blue)
CORNEA - Human cornea from a 24-vear-old per-
50N as described in Lerman, S., Radiant Energy and
the Eve, MacMillan, New York, 1980, p. 58,
CRYSTALLINE LENS - Human crystalline lens from
a 25-year-ald person as described in Waxler, M.,
Hitchins, V.M., Optical Radiation and Visual Health

CRC Press, Boca Raton, Florida, 1986, p. 19, figure S.

NOTE

The effectiveness of wearing UV-absorbing contact
lenses in preventing or redudng the incidence of
ocutar disorders associated with exposure to UV
light has not been established at this time.

WARNING

UV-absorbing contact lenses are NOT substitutes
for protective UV-absorbing eyewear such as UV-
absorbing goggles or sunglasses. Persons should

continue to use their protective UV-absorbing
eyewear as directed.

ACTIONS

BOSTON X0 Contact Lenses when placed on the
cornea act as a refracting medium to focus light
rays on the retina.

INDICATIONS

Recory 6-1776 Released ON 8/31/16

* Allergy to any ingredient in a solution which
is to be used to care for the BOSTON XC Cantact
Lenses

* Any active corneal infection (bacterial, fungal, or viral)
* Red or irritated eyes
WARNINGS

Patients should be advised of the foliowing warnings
pertaining to contact lens wear:

*» Problems with contact lenses and lens care prod-
ucts couid result in serious injury to the eye. it
is essential that patients follow their eyecare
practitioner’s directions and alf labeling instruc-
tions for proper use of lenses and lens care prod-
ucts, including the lens case. Eye problems,
including corneal ulcers, can develop rapidly and
lead to loss OF vision.

» Daily wear lenses are not indicated for overnight
wear, and patients should be instructed not to wear
lenses while sleeping. Clinical studies have shown
that the risk of serious adverse reactions is increased
when daily wear lenses are worn overnight.

» Studies have shown that contact lens wearers
who are smokers have a higher incidence of
adverse reactions than nonsmokers.

* If a patient experiences eye discomfort, excessive
tearing, vision changes, or redness of the eye,
the patient should be instructed to immediately
remove lenses and prompty contact his or her
eyecare practitioner.

PRECAUTIONS

Practitioner Note: BOSTON X0 Contact Lenses
are not sterile when shipped from the
Authorized BOSTON Manufacturer. Prior to dis-
pensing, clean and disinfect the lensles) accord-
ing to the appropriate lens care regimen.

* Patients may experience a reduction in visibility while

BOSTON X0 Contact Lenses are indicated for daily ! ) - Y )
wear for the correction of refractive ametropia weanng these lenges in conditions of Iow‘allummaA q
{myopia, hyperopia, astigmatism and presbyapia) in tion for the following color and center thickness: /
aphakic and not aphakic persons with non-diseased Color Center Thickness e

eves. These lenses may be disinfected using a Ice Blue >0.65 mm

chemical disinfecting system only. Violet >0.65 mm

CONTRAINDICATIONS (REASONS NOT TO USE) Spedial Precautions for Eyecare Practitioners:

DO NOT USE BOSTON XO Contact Lenses when any
of the following conditions exist:

* Due to the small number of patients enrolied in
dlinical investigation of lenses, all refractive pow-
ers, design configurations, or lens parameters
available in the lens material are not evaluated in
significant numbers. Consequently, when select-
ing an appropriate lens design and parameters,
the eyecare practitioner should consider all char-
acteristics of the lens that can affect lens perfor-
mance and ocular heaith, induding oxygen per-
meability, wettability, central and peripheral thick-
ness, and optic zone diameter.

= Acute or subacute inflammation or infection of
the anterior chamber of the eye

* Any eye disease, injury, or abnormality that
affects the cornea, conjunctiva, or eyelids

* Severe insuffidiency of lacrimal secretion (dry
eyes)

* Corneal hypoesthesia (reduced corneal sensitivity),
if not aphakic

The potential impact of these factors on the

patient’s ocular health should be carefully

weighed against the patient's need for refractive

correction; therefore, the continuing ocular i
health of the patient and lens performance on )

the eve should be carefully monitored by the i 5/2/

prescribing eyecare practitioner.

* Anvy systemic disease that may affect the eye or
be exaggerated by wearing contact lenses

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

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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« Patients who wear contact lenses to correct pres-
byopia may not achieve the best corrected visual
acuity for either far or near vision. Visual reguire-
ments vary with the individual and should be
considered when selecting the most appropriate
type of lens for each patient,

= Aphakic patients should not be fitted with
BOSTON® XO Contact Lenses until the determina-
tion is made that the eve has healed completely.

* Before leaving the evecare practitioner’s office,
the patient should be able to properly remove
lenses or should have someone else available who
can remove the lenses for him or her.

= Eyecare practitioners should instruct the patient
to remove the lenses immediately if the eye
becomes red or irritated.

* The presence of the ultraviolet (UV) light absorber
in the BOSTON X0 Contact Lenses may require
equipment enhancement to visualize fluorescein
patterns adequately. (Refer to the FITTING PROCE-
DURE for detailed instructions.)

Eyecare practitioners should carefully instruct
patients about the following care regimen and
safety precautions:

« Different solutions often cannat be used
together, and not all solutions are safe for use
with all lenses. Use only recommended soiutions.

- Do not heat the conditioning/storage solution
and lenses. Keep them away from extreme heat.

~ Always use firesh unexpired lens care solutions.

- Always follow directions in the package inserts
for the use of contact lens solutions.

- Use only a chemical (not heat) lens care system.
Use of a heat (thermal) care system can warp
the BOSTON X0 Contact Lenses.

- Sterile unpreserved solfutions, when used,
should be discarded after the time specified in
the fabeling directions.

- Do not use saliva or anything other than the
recommended solutions for |ubricating or
wetting lenses.

— Always keep the lenses completely immersed in
the recommended storage solution when the
lenses are not being worn (stored). dry stor-
age Is desired to store the lenses for a longer
period of time, they must first be deaneq,
rinsed with water and carefully dried by blotting
with a soft lint-free tissue prior to being placed
in a clean, dry lens storage case. ideally, these
lenses should be deaned and disinfected prior to
insertion.

i the lens sticks (stops moving) on the eve, fol-
low the recommended directions on Care for 2
Sticking Lens. The lens should move freely on the
eye for the continued heaith of the eye. i non-
movement of the lens continues, the patient
should be instructed to immediately consult his
or her evecare practitioner.

Recoremmrovesussnmeonnokeioetiisotudioaloasad ON 83148

* Always wash and rinse hands before handling
lenses. Do not get cosmetics, Iotions, SQaps,
creams, deodorants, or sprays in the Byes or on
the lenses. It is best to put on lenses before putting
on makeup. Water-based cosmetics are jess likely
to damage lenses than oil-based products,

* Do not touch contact lenses with the fingers or
hands if the hands are not free of foreign materi-
als, as microscopic scratches on the lenses may
occur, causing distarted vision and/or injury to
the eye.

* Carefully follow the handling, insertion, removal,
cleaning, disinfecting, storing and wearing
instructions in the Patient Instructions for
BOSTON X0 Contact Lenses and those instructions
provided by the eyecare practitioner.

* Never wear lenses beyond the period recom-
mended by the eyecare practitioner.

* If aerosol products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes closed until the spray has settled.

« Always handle lenses gently and avoid dropping
them on hard surfaces.

= Avoid all harmful or irritating vapors and fumes
while wearing lenses.

* Ask the eyecare practitioner about wearing lenses
during water activities and other sports.

» iInform the patient to alert their health care prac-
titioner (doctor) that they wear contact lenses.

» Never use tweezers or other tools to remove
lenses from the lens case unless spedifically indi-
cated for that use. To remove the lens from the
case, pour the solution containing the lens into
the palm of your hand.

» Do not touch the lens with fingernails.

* Always contact the eyecare practitioner before
using any medicine in the eyes.

* Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment or may require that the
patient not wear contact lenses.

= As with any contact lens, follow-up visits are
necessary to assure the continuing health of the
patient’s eyes. The patient should be instructed
as to a recommended follow-up schedule.

ADVERSE EFFECTS

The patient should be informed that the following
problems may occur:

* Comfort is less than when lens was first placed
on the eye

* Feeling of something in the eye such as a foreign
body, scratched area

* Excessive watering (tearing) of the eyes

ff the patient notices any of the above symptoms,
he or she should be instructed to:

15

025

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



RS S TSR oauesi S iuiitaRalossacal a5,

Immediately remove lenses HTTING PROCEDURE
If the discomfort or problem stops, then 1. Prefitting Examination

Closely Inspect the tens. if 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 eyecare practltioner.

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 thor-
oughly clean, rinse, and disinfect the lenses;
then reinsert them. After reinsertion, If the
probiem continues, the patient should imme-
diately remove the lenses and cansuit the eye
care practitioner.

The patient should be Informed that the fol-
lowing problems may also occur:

* Eyes stinging, burning, itching {irritation), or
other eye pain

* Redness of the eyes
* Reduced sharpness of vision (poor visual aculty)

* Blurred vislon, rainbows, or halos around
objects

= Sensitivity to light (photophobia)
* Dry eyes

If the patient notices any of the above symp-
tons, he or she shouid be instructed to:

immediately remove lenses

When any of the above problems accur, a seri-
ous condition such as infection, corneal uicer,
neovascularization, or iritls may be present.
The patient should be Instructed to keep the
lens off the eye and seek Immediate profes-
sional Identification of the problem and
prompt treatment to avoid serious eye damage.

SELECTION OF PATIENTS

BOSTON® X0 Contact Lenses are rigid gas perme-
able lenses for the daily wear patient who may
require the correction of visual acuity for myopia,
hyperopia, astigmatism or presbyopia. BOSTON X0
lenses are suitable for patients who have never
worn contact lenses, for current PMMA wearers,
for patients wanting to upgrade their current rigid
gas permeable lenses, as well as for some patients
who have been unsuccessful with soft contact
lenses.

FITTING PROCEDURE OUTLINE

1. Pre-Fitting Examination

2. Initial Lens Diameter Selection

3. Initial Lens Base Curve Selection

4. initial Lens Evaluation

5. Initiat Lens Power Selection

6. initiat Lens Center Thickness Selection
7. Remaining Lens Parameter Selection
8. Follow-Up Care

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

A pre-fitting patient history and examination are
necessary to;

* determine whether a patient is a suitable can-
didate for daily wear or extended wear contact
lenses (consider patient hygiene and mental
and physicai state),

* make ocular measurements for initial contact
lens parameter selection,

» collect and record baseline dinical information
to which post-fitting examination results can
be compared,

A pre-fitting examination should include distance
and reading refraction, keratometry and slit
lamp evaluation to rule out any contraindications
to contact lens wear. Careful assessment of the
cornea, lids, conjunctiva and precorneal tear film
establishes a baseline against which the practition-
er can compare any changes resuiting from con-
tact lens wear.

2. Initial Lens Diameter Selection

For minus lenses, an initial lens diameter of

9.6 mm is recommended. For pius lenses, an
initial lens diameter of 9.2 mm is recommended. it
is important that the optical zone of the lens cov-
ers the pupil adeguately, even in dim illumination.

3. initial Lens Base Curve Radius Selection

The initial base curve radius selection is primarily
a function of the lens diameter selected and the
amount of corneal astigmatism present:

Step One:
Measure central corneal curvature and identify
the Flat K (lowest dioptric power).

Example:

K =4275/44.75 @ 90 Flat K = 42.75D (7.90mm)
The "flat K" is used as a reference point from
which the Base Curve Radius is chosen.

Step Two:
Calculate the corneal astigmatism (difference
between the flat and steep K.

in This Example:
K=42.75/44.75 @ 90 Corneal Astigmatism =
2.00D

Step Three:

Calculate the Base Curve Radius by referring to
the Corneal Astigmatism Factor Chart for a given
lens diameter.

Example: K = 42.75/44.75 @ 90 Flat K = 7.90 mm

¢ Corneal Astigmatism = 2.000
* Lens Diameter = 9.6 mm
« Initial Base Curve:

Flat K 42.75D0 7.90 mm
+ Corneal Astigmatism Factor 0.25D fatter than fiat ¢
= Initial Base Curve 42 500

* Base Curve Radius 42.500 = 7.94 mm

5
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Select 9.2 mm or 9.6 mm initial diameter.
Choose base curve according to chart.
Ornedt Asagmatsm Facto
Cormeal 9.2mm 96 mm
Astigmatism | Diameter Diameter
0.00to 0.500 § 0.50D flatter | ©.75D Flatter
0.75t@1.250 | 0250 Aatter | C 50D flatter
1,50 to 2.000 on fiat *K* Q.25D flatter
22510 2.750 | 0.25D steeper on flat 'K~
3.00to 3.500 } 0.50D steeper | 0.25D steeper

“This chart assumes an optical zane that is
1.4 - 1.6 mm smaller than the lens diameter.

4. Initial Lens Evaluation

A Lens Positioning
Patient comfort is largely determined by lens
pasitioning on the cornea. A slightly superior,
lid-attachment positioning is generally preferred
to enhance comfort and encourage norma!
blinking patterns. Ideally, the upper edge of the
lens should be located at or near the superior
limbus and remain covered during each blink.
A central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge lift and edge contours that are
rolled slightly inward to reduce blink-related
sensation. inferior lens positioning, which inter-
feres with normal blinking and promotes lens
binding and 3-8 staining, should be avoided.

Note for fitting the hyperopic eye:

Single-cut pius lenses tend to position low. if the
inferior decentration is modest, this design may
be preferable, espedially for smaller corneas. in
many cases, lenticular-designed pius lenses offer
better centration and more predictable biink-
induced lens movement. Special attention must
be directed to the edge design of interpalpebral
lenticular tenses to insure that they provide min-
imal lid sensation by being well-tapered and
rolied slightly inward.

B. Fluorescein Pattern
Typically, the fluorescein pattern of the final lens
should show some mild apical bearing (“feather”
touch) or alignment and the absence of periph-
eral bearing over more than 180° of its drcum-
ference. Excessive apical pooling or bearing
should be avoided. A moderate edge fift is nec-
essary to permit the edge of the lens to siide
aver the corneal surface with minimal resistance.

The presence of the UV-absorber in the BOSTON®
X0 (hexafocon A) Contact Lenses may require
equipment enhancement to visualize fluorescein
patterns adequately. A simple, inexpensive
approach is the use of an auxiliary yellow Kodak
Wratten #12 filter in conjunction with the cobalt
blue filter of the biomicroscope.

Skt Lamp Appilication (if desired):

1. All customary light intensities and filter
settings (Cobalt Blue) are ieft in place.

2. The Kodak Wratten Filter #12* (yellow) is
secured an the patient side of the slit lamp
microscope with a small piece of adhesive
tape.

Burton Lamp Application (necessary):

1. Replace blue bulbs with ordinary white bulbs.

2. Place Kodak Wratten Filter #47* (blue) over
white bulb area.

3. Place Kodak Wratten Filter #12 (yellow) over
patient side of viewing iens.

4. Use system in usual manner.

kmportant Note: Use of the Wratten filters
will also enhance the view of non-uV rigid
tenses and corneal fluorescein evaluation.

“Wratten #12 and #47 filters are available from
Authorized BOSTON Manufacturers in the
following kits: #7503 Slit Lamp Filter Kit, #7502
Burton Lamp Modification Kit.

5. Initial Lens Power Selection

A Empirical Fitti
Step One:

Follow the steps for INITIAL LENS DIAMETER and
BASE CURVE RADIUS SELECTION.

Step Two:
Empioy the rules of SAM (steeper add minus) or
FAP (flatter add plus) to determine lens power.

Example:
Spectacle Rx: -3.00-1.50 cx 180
K Readings: 42.75/44.75 @ 30

Flat K = 42.75D (7.90mm)

Corneal Astigmatism: = 2.00D
Lens Diameter = 9.6mm

Initial Base Curve:

Flat K = 42750 7.90 mm
+ Corneal Astigmatism Factor 0.25D Ratter than Fat ¢
= Initial Base Curve 42 .50D

Base Curve Radius 42.50D = 7.94 mm

Since the base curve is 0.25D flatter than K,
employ the FAP principle to determine contact
lens power.

Base Curve: 42.50D 025 fatter than Fiat x
Sph power of spec Rx: -3.000
FAP adjustment ++0.25D)
Lens Power -2.75D
The lens in this example would be ordered as:
Base curve: 42.50D
Power: -2.75D
Diameter: 9.6mm
B. Trial Fitting
Step One:

Perform a spherical refraction over the best-
fitting trial lens.

Step Two:
If the spherical power of the over-refraction is
greater than 4.75D, correct for the vertex distance,

Exampile: -5.00D at 12 mm=-4.75D at the cormnea
+5.000 at 12 mm=+5.37D at the cornea

52
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Step Three:

Combine the spherical over-refraction (corrected
for vertex distance if appropriate) with the power
of the trial lens to obtain the final contact lens
power ordered.

Example: Trial lens -3.000
Over-refraction (+)+1.00D

Power ta order -2.00D

Vertex Conversion Chart
{12 mam distance)
For minus powers reduce by amount sitowi.
For plus powers increase by amount showi.
+Spherical
over-refraction (D)

Corresponding
Power
Compensation (D}

6. Initial Lens Center Thickness Selection
For best clinical results, the eyecare practitioner
should always specify center thickness as part
of the complete prescription. The stability and
flexural resistance of BOSTON® X0 (hexafocon A)
permit the use of a wide range of center thick-
nesses and designs.

Far eyes with less than 1.25 diopters of corneal
taricity consider the following standard thickness

table:
Minus Lens
Center Thickness

Lens Recommended
Power Thickness
Plano 018
-1.00 017
-2.00 Q.16
-3.00 015
-4.00 014
-5.00 013
-6.00 0.12
-7.00 0.1
-8.00 0.10

In cases where corneal toricity is 1.50 diopter or
greater, consider adding 0.01 mm of thickness per
diopter of cylinder to the center thickness table to
control blink-induced flexure.

7. Remaining Lens Parameter Selection

The final prescription should be provided to the
Authorized BOSTON Manufacturer in a format
which includes:

* base curve « center thickness
« diameter ¢ optic zone
« power » peripheral curves

By specifying the complete design, practitioner
success and patient satisfaction are increased. The
following suggested designs have proven success-
ful in dinical testing. Your Authorized BOSTON
Manufacturer may also offer suggestions
regarding lens design.

Select remaining lens
parameters: optical zone &
peripheral tedge) design.

Specify 8.0 - 82 mm
optic zone
instruct manufacturer to blend

Lo finished size

Specif "
T Semasiolows |
for for

92mm 94-96mm
diameter diameter
Peripheral Curves Peripheral Curves
15t d st 2a

WiKith  03mm  03mm [Width  03mm 03 mm
Radius* 08 mm 23mm |Radius® 1.2mm 28mm
*flatter than B.C. *flatter than B.C

8. Follow-up Care

a. Follow-up examinations are necessary to
ensure continued successful contact lens
wear. From the day of dispensing, a conven-
tional follow-up schedule for daily wear should
be maintained.

b. Prior to a follow-up examination, the contact
lenses should be worn for at least 2 continu-
ous hours and the patient should be asked to
identify any problems which might be occur-
ring related to contact lens wear.

(e}

. With lenses in place on the eyes, evaluate fit-
ting performance to assure that CRITERIA OF
A WELL-FTTED LENS continue to be satisfied.
Examine the lenses closely for surface deposi-
tion and/or damage.

d. After the lens removal, conduct a thorough
biomicroscopy examination.

1) The presence of vertical corneal striag in the
posterior central cornea and/or corneai
neovascularization is indicative of excessive
corneal edema.

2) The presence of corneal staining and/or
limbal-conjunctival hyperemia can be indica-
tive of an unclean lens, a reaction to solu-
tion preservatives, excessive lens wear,
and/or a poorly fitting lens.

3) Papillary conjunctival changes may be indica-
tive of an unclean and/or damaged lens.

If any of the above observations are judged
abnormal, various professional judgments are
necessary to alleviate the problem and restare
the eye to optimal conditions. If the CRITERIA OF
A WELL-FITTED LENS are not satisfied during any
follow-up examination, the patient should be re-
fitted with 3 more appropriate lens.

IN-OFFICE CARE OF TRIAL LENSES

Evecare practitioners should educate contact lens
technicians concerning proper care of trial lenses.

Prior to reusing in a diagnostic procedure or i
before dispensing to a patient, lenses shouid be }

surface cleaned and disinfected.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O 2 8
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Practitioner Note: The BOSTON® X0 Contact
Lenses are not sterile when shipped from the
Authorized BOSTON Manufacturer. Prior to dis-
pensing, dean and disinfect the lens(es) accord-
ing to the appropriate lens care regimen.

RECOMMENDED INITIAL WEARING SCHEDULE

Although many practitioners have developed their
own initial wearing schedules, the following
sequence is recommended as a guideline. Patients
should be cautioned to carefully foliow the wearing
schedule recommended by the eyecare practition-
er regardiess of how comfortable the lenses feel,

BOSTON XO Contact Lenses are indicated for daity
wear The maximum suggested wearing time for
these lenses is:

DAY WEARING TIME (Hours
1 4 to 8 hours
2 6 to 10 hours
3 8 to 14 hours
4 10 to 15 hours

5 12 to All Waking Hours
6 and after All Waking Hours
*if the lenses continue to be well-tolerated.

CLINHCAL ASSESSMENT

INITIAL LENS ASSESSMENT
Optimum Too Steep Too Fat
Fluorescen Parallel to Sight  Excessive Apical Excessive
Pattern Apical Bearing Pogling Apical Bearing
Moderate Edge  Minimum Fdge Excessive Edge
Lift Lift Lift
Position Centered ta Superior
Slightly Superior  Inferior Unstable
Movement 1-2 mm Less Than 1 mm  More Than 2 mm
Comfort Slight initial initially Uncomfortable
Sensation Comfortable
Disposition  Prescripe Select Flatter Select Steeper
Base Curve Base Curve
or smaller ar farger
diameter diameter

WARNING: BOSTON X0 Contact Lenses are NOT
intended for overnight (extended) wear.

1. Criteria of a WellFitted Lens

Patient comfort is fargely determined by iens
paositioning on the cornea. A slightly superior,
lid-attachment positioning is generally preferred
to enhance comfort and encourage normal
blinking patterns. Ideally, the upper edge of the
lens should be located at or near the superior
limbus and remain covered during each blink. A
central lens positioning is acceptable but
requires the lens periphery to be designed with
minimal edge lift and edge contours that are
rolled slightly inward to reduce blink-related sen-
sation. inferior lens positioning, which interferes
with normat blinking and promotes lens binding
and 3-9 staining, should be avoided.
Typically, the fluorescein pattern of the lens
should show some mild apical bearing (“feather”
touch) or alignment and the absence of periph-
erat bearing over more than 180° of its circum-
ference. Excessive apical pooling or bearing
shouid be avoided. A moderate edge Iift is nec-
essary ta permit the edge of the lens to slide
aver the corneal surface with minimal resistance.
2. Optimizing Fitting Characteristics
In order to achieve optimal perfarmance, it is
often necessary to modify the initial lens para-
meters. Practitioner observations and interpreta-
tion of lens positioning, fluarescein patterns,
and lens movement are essential to this process.
The following chart summarizes common fitting
relationships.

3. Problem Solving

Persistent excessive lens awareness: This
problem may be due to: the use of incompatible
care products; improper use of care products
(i.e., lens cleaning just prior to insertion); three
and nine o'dock staining; deposits on the con-
cave lens surface; accumuiation of mucus under
the lens; poor edge design, incomplete blinking
or steeply fitted lenses.

Three and nine o'clock staining: If the lens
positions low, it should be redesigned to achieve
a higher position so as to avoid a false blink pat-
tern. The lens periphery should be well tapered
and its edge rolled slightly inward to minimize
upper lid sensation and avoid incomplete reflex
blinks. If the lens positions centrally, the diame-
ter should be reduced, the periphery well
tapered and the edge rolled slightly inward.
Complete blinking should be encouraged. Above
all, be certain that the lens has not been fitted
too steeply.

Generalized corneal staining: in cases of
diffuse staining not apparently related to back
surface deposits on the lens, solution or preser-
vative incompatibility should be ruled out.

Ocular redness without staining: This prab-
lem may be caused by some component of
the care solutions such as preservatives or the
presence of pingueculae, infectious or allergic
conjunctivitis, or inadequate lens lubrication,
including excessive mucus accumulation as
occurs in dry eves.

Excessive development of lens deposits:
This unusual problem may be related to:
increased mucus production, i.e., GPC, keratitis
sicca, chronic allergies, etc. The more frequent
use of the BOSTON® Rewetting Drops may be
hetpful in these cases. However, excessive depo-
sition has been found to be maost often refated
to inappropriately polished lens surfaces which
simulate an orange peel appearance visible only
with magnification of 20X or greater. In many
cases, deposits are easily removed by cleaning
with original BOSTON Cleaner, BOSTON Advance
Cleaner and/or BOSTON ONE STEP Liquid
Enzymatic Cleaner. However, in extreme cases, it
may be necessary to lightty polish the lenses
with the BOSTON Cleaning Palish. In the event
that deposits cannot be removed by cleaning or
polishing, the lens should be replaced.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 o .
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Lens surface dry spots: The presence of dis-
crete non-wetting areas on a new or recently
modified or polished lens are usually due to the
persistence of hydrophobic products used dur-
ing lens fabrication. These hydrophobic contami-
nants have a greater affinity for BOSTON® X0
{hexafocan A) polymers and if not removed with
the BOSTON® Laboratory Lens Cleaner, the lens-
es should be returned to the Authorized
BOSTON® Manufacturer for a special solvent
deaning.

Other causes of loss of surface wettability
include: surface contamination with cosmetics,
hair spray, skin preparations; inadequate tear
lubrication; incomplete blinking: the use of
incompatible preserved care solutions; and dry
lens storage.

Unstable vision: This problem may be due to
excessive blink-induced lens flexure resulting
fram a steep fit. Unstable vision may also result
from excessive blink-induced lens movement, an
excessively small optical zone diameter, or sur-
face dry spots.

Reduced contact lens-corrected yision:
Reduced vision correction unrelated to changes
in refractive error may be due to lens warpage,
front surface deposits, or switched lenses.

Repeated lens breakage: Lens breakage prob-
lems may be due to careless handling or storage
procedures (see Patient Instructions booklet).

MONOVISION HITTING GUIDELINES
1. Patient Selection
A. Manovision Needs Assessment
For a good prognosis the patient should have
adeguately corrected distance and near visual
acuity in each eye. The amblyopic patient may
not be a good candidate for monavision with
the BOSTON X0 Contact Lenses.

Qccupational and environmental visual
demands should be considered. if the patient
requires critical vision (visual acuity and
stereopsis), it should be determined by trial
whether this patient can function adequately
with monovision. Monovisian contact lens
wear may not be optimal for such activities as:

(1 visually demanding situations such as oper-
ating potentially dangercus machinery or
performing other potentially hazardous
activities; and

(2) driving automobiles (e.g., driving at night).
Patients who cannot pass their state drivers
license requirements with monovision cor-
rection should be advised not to drive with
this correction, OR may require that addi-
tional over-correction be prescribed.

B. Patient Education
All patients do not function equally well with
monovision correction. Patients may not per-
form as well for certain tasks with this correc-
tion as they have with bifocal reading glasses.
Each patient should understand that mono-
vision, as well as other presbyopic contact
lenses, or other alternatives, can create a
vision compromise that may reduce visual

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

acuity and depth perception for distance and
near tasks. During the fitting process it is nec-
essary for the patient to realize the disadvan-
tages as well as the advantages of dear near
vision in straight ahead and upward gaze that
monovision contact ienses provide.

2. Eye Selection
Generally, the nondominant eye is corrected for
near vision. The following test for eye domi-
nance can be used.

A. Ocular Preference Determination Methods

Method 1 - Determine which eye is the "domi-
nate eye.” Have the patient point to an object
at the far end of the room. Cover one eve. If
the patient is still pointing directly at the
object, the eve being used is the dominant
(sighting) eye.

Method 2 - Determine which eye will accept
the added power with the least reduction in
vision. Place the appropriate plus power trial
spectacle lens in front of one eye and then
the other while the distance refractive error
correction is in place for both eyes. Determine
whether the patient functions best with the
plus power trial lens over the right or left eye.

B. Refractive Error Method

For anisometropic corrections, it is generally
best to fit the more hyperopic less myopic)
eye for distance and the more myopic (less
hyperopic eye) for near.

C.Visual Demands Method

Consider the patient’s occupation during the
eve selection process to determine the critical
vision requirements. If a patient's gaze for
near tasks is usually in one direction, consider
correcting the eye on that side for near.

Example:
A secretary who places copy to the left side of
the desk may function best with the near lens
on the left eye.
3. Special Fitting Considerations
Unilateral Lens Correction
There are dircumstances where only one contact
lens is required. As an example, an emmetropic
patient would only require a near fens while a
bilateral myope may require only a distance lens.

Example:

A presbyopic emmetropic patient who requires
a +1.75 diopter add would have a +1.75 lens on
the near eye and no lens on the other eye.

A presbyopic patient requiring a +1.50 diopter
add who is -2.50 diopters myopic in the right
eye and -1.50 diopters myopic in the left eye
may have the right eye corrected for distance
and the left eye uncorrected for near.

4. Near Add Determination

Always prescribe the lens power for the near eye
that provides optimal near acuity at the mid-
point of the patient’s habitual reading distance.
However, when more than one power provides }Qge?
optimal reading performance, prescribe the

least plus imost minus) of the powers.
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5. Trial Lens Fitting

A trial fitting can be performed in the office to
allow the patient to experience manovision cor-
rection. Lenses are fit according to the direc-
tions in the general fitting guidetines and base
curve selection described earlier in the guide.

Case history and standard clinical evaluation pro-
cedure should be used to determine the prog-
nosis. Determine which eye is to be corrected
for distance and which eye is to be corrected for
near. Next determine the near add. With triai
lenses of the proper power in place, abserve the
reaction to this mode of correction. !mmediately
after the correct power lenses are in place, walk
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 familiar near objects such as a
watch face or fingernails. Again assess the reac-
tion. As the patient continues to look around
the room at both near and distance objects,
observe the reactions. Only after these visual
tasks are completed should the patient be asked
to read print. Evaluate the patient’s reaction to
large print (e.g. typewritten copy) at first and
then graduate to news print and finatly smaller
type sizes.

After the patient's performance under the
above conditions is completed, tests of visual
acuity and reading ability under conditions of
moderately dim iliumination should be attempted.

An initial unfavorabie response in the office, while
indicative of a guarded prognosis, should not

immediately rule out a more extensive trial under
the usual conditions in which a patient functions.

& Adaptation

Visually demanding situations should be avoided
during the initial wearing period. A patient may
at first experience some mildly blurred vision,
dizziness, headaches, and a feeling of slight
imbalance. You should explain the adaptational
symptoms to the patient. These symptoms may
last for only minutes or for several weeks. The
longer these symptoms persist, the poorer the
prognasis for successful adaptation.

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

Some patients feel that automobile driving per-
formance may not be optimal during the adap-
tation process. This is particularly true when dri-
ving at night. Before driving a motor vehidle, it
may be recommended that the patient be a pas-
senger first to make sure that their vision is sat-
isfactory for operating an automobite. During
the first several weeks of wear (when adaptation
Is occurring), it may be advisable for the patient
to drive only during optimal driving conditions.
After adaptation and success with these activi-
ties, the patient should be able ta drive under
other conditions with caution.

RecoriumresssussrmmeomnSiinnesuttiintituirRalassatuabh il s

7. Other Suggestions
The success of the manovision technique may
be further improved by having your patient
follow the suggestions below.

* Having a third contact lens (distance power) to

use when criticat distance viewing is needed.

* Having a third contact lens (near pawer) ta use

when critical near viewing is needed.

* Having supplemental spectacles to wear over
the monovision contact lenses for specific

visual tasks may improve the success of mono-

vision correction. This is particuiarly applicable
for those patients who cannot meet state
licensing reguirements with a monavision
correction.

* Make use of proper illumination when carrying

out visual tasks.

Success in fitting monovision can be improved
by the following suggestions.

» Reverse the distance and near eves if a patient

is having trouble adapting.

= Refine the lens powers if there is trouble with
adaptation. Accurate lens power is critical for
presbyopic patients.

* Emphasize the benefits of the clear near
vision in straight ahead and upward gaze with
monovision.

‘The decision to it a patient with a mono-

vision correction is most appropriately left

to the eyecare practitioner in conjunction

with the patient after carefully considering

the patient's neects.

*All patients should be supplied with a copy

of the Patient Instructions.
PATIENT LENS CARE DIRECTIONS
Eyecare practitioners should review with the

patient all lens care directions, including both basic

lens care information and spedific instructions on
the lens care regimen recommended for the
patient: = Er
General Lens Care

(First Clean and Rinse, Then Disinfect Lenses)
Basic instructions:

Always wash, rinse, and dry hands before handling
contact lenses.

* Always use fresh unexpired lens care solutions.

* Use the recommended system of lens care,
chemical {not heat) and carefully follow instruc-
tions on solution labeling. Different solutions
often cannot be used together, and not all solu-
tions are safe for use with all lenses. Do not
alternate or mix lens care systems unless
indicated on sokrtion fabeling or instructed
by the eyecare practitioner.

= Do not use saliva or anything other than the
recommended solutions for lubricating or
rewetting your lenses. Do not put lenses in the
mouth.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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* Lenses should be cleaned, rinsed, and disinfect-
ed each time they are removed. Cleaning and
rinsing are necessary to remove mucus and film
from the iens surface. Disinfecting is necessary ta
destroy harmful germs,

= Always remove, dean, rinse, and disinfect lenses
according to the schedule prescribed by the eye-
care practitioner. The use of an enzyme or a clean-
ing solution does not substitute for
Nisinfecth
The lens care products listed below are recommend-
ed by Polymer Technology for use with BOSTON® X0
Contact Lenses. Evecare practitioners may recom-
mend alternate products that are appropriate for the
patient’s use with his or her lensies).

LENS CARE TABLE

Product Lens Care System

Purpose Chemical (Not Heat)

Clean BOSTON Advance® Cleaner ar
BOSTON® Cleaner

Disinfect BOSTON Advance® Comfort
Formula Conditioning Solution or
BOSTONe® Conditioning Solution

Store BOSTON Advance® Comfort
Formula Conditioning Solution or
BOSTON® Conditioning Sotution

Multi-Action BOSTON Simplicity® Mutti-

{Clean, Condition, Action Solution
Disinfect, Rinse
and Cushion)

Lubricate/Rewet  BOSTON® Rewetting Drops
Weekly BOSTON® ONE STEP Liquid
Enzymatic Enzymatic Cleaner
Cleaner

* Note: Some solutions may have more than one
function, which wilt be indicated on the label.
Read the label on the solution bottie, and follow
instructions.

» Clean one lens first (always the same lens first to
avoid mix-ups), rinse the lens thoroughly as
recommended by the eyecare practitioner to
remove the deaning solution, mucus, and film
from the lens surface, and put that lens into the
correct chamber of the lens storage case. Then
repeat the procedure for the second lens.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

* After deaning, disinfect lenses using the sys-
tem recommended by the manufacturer
and/or the eyecare practitioner. Follow the
instructions provided in the Disinfection
Solution Packaging.

To store lenses, disinfect and leave them in
the closed/unopened case until ready to wear.
If lenses are not to be used immediately fol-
lowing disinfection, the patient should be
instructed to consult the Package Insert or the
evecare practitioner for information on stor-
age of lenses.

After removing the lenses from the lens case,
empty and rinse the lens storage case with
solution as recommended by the lens case
manufacturer or the eyecare practitioner: then
allow the lens case to air dry. When the case is
used again, refill it with storage solution.
Replace lens case at reqular intervals as recom-
mended by the lens case manufacturer or the
eyecare practitioner,

Evecare practitioners may recommend a lubri-
cating/rewetting solution which can be used
to wet {lubricate) lenses while they are being
worn to make them more comfortable.

Eyecare practitioners may recommend a
Weekly Enzymatic Cleaner which can be used
to effectively remove protein deposits from
BOSTON X0 Contact Lenses.

* BOSTON XO Contact Lenses cannot be heat
{thermally) disinfected.
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CARE FOR A STICKING (NONMOVING) LENS

if the lens sticks (stops moving/cannot be
removed), the patient should be instructed to
apply one to three drops of a recommended lubri-
cating or rewetting solution directly to the eye and
wait until the lens begins to move freely on the
eye before removing it. f nonmovement of the
lens continues after 5 minutes, the patient shouid
immediately consult the eyecare practitioner.

LABORATORY LENS CLEANER
Residue left by body oils, househald solvents,
and personal care products may be removed
with an enhanced deaning agent such as
BOSTON Laboratory Lens Cleaner. This clear,
colorless surfactant is for taboratory and
in-office use only. When lenses are received
from the Authorized BOSTON Manufacturer,
they should be cleaned with BOSTON Laboratory
Lens Cleaner prior to use of the BOSTON Care
System and an overnight soak. Lenses exhibiting
a nonwetting surface should be deaned with
BOSTON Laboratory Lens Cleaner as a method of
first choice. The BOSTON Laboratory Lens
Cleaner is intended for PROFESSIONAL USE
ONLY. It is not available for resale or distrib-

ution to patients.

IN-OFFICE LENS MODIFICATIONS

Edge reshaping and surface repolishing can be
performed by conventional techniques if the fol-
lowing precautions are observed: 1) avoid polishing
compounds or cleaners that contain ammonia,
alcohol or organic solvents;* 2) completely remove
all traces of adhesive (if double-backed tape is
used) with the spedal authorized solvent** (The
use of any other solvent may cause surface break-
down.) Minimize exposure to the solvent and
immediately remove all traces with BOSTON®
Cleaner or BOSTON Advance® Cleaner foliowed by a
thorough water rinse. 3) perform the initial lens
modifications cautiously because the response of
this polymer to these procedures is more rapid
than that of silicone acrylate materials; 4) more
extensive modifications should not be attempted.
Best results will be obtained by using the BOSTON®
Cleaning Polish which is available from Autharized
BOSTON Manufacturers. 5) The Original BOSTON®
Care System, BOSTON Advance® Comfort Formula
Care System or BOSTON Simplicity Multi-Action Care
System induding the overnight soak shouid be
used prior to fens dispensing.

Cawrtion: Damage may result from improper
modification techniques. Please Note:BOSTON®
Envision® and BOSTON® Muitivision due to their
preformed back surface should not be modified.
Consult your Authorized BOSTON Manufacturer or
contact Polymer Technology for more detailed
information.

Recol OIA Request #2016-1776 Released ON 8/31/16

*Waming: Do not use solvents such as aicohals,
esters, ketones or chlorinated hydrocarbons
lincluding naphtha, lighter fluid, etc.) since they
may damage the lens surfaces and increase the
brittleness of the lens.

"*Use only the solvent supplied by your iens labora-
tory, and minimize sclvent exposure time by rub-
bing a solvent-saturated cloth over the lens sur-
faces and quickly removing the solvent with a
surfactant. Do not soak the lenses in the solvent

REMOVAL OF SURFACE DEPOSITS

Deposits are easily removed from the surfaces

of BOSTON® X0 (hexafocon A) Contact Lenses. These
deposits are best identified by inspecting the
dleaned and dried lens with a slit lamp in a dark
room using a medium-width iluminating beam.
Surface deposits should be gently removed with
BOSTON® Cleaning Polish, which is available in a kit
form with a polishing pad that permits practition-
ers to manually clean and polish their patient’s rigid
gas permeable lenses. THE BOSTON LENS® Cleaning
Polish and Manual Polishing Machine are available
from Authorized BOSTON Manufacturers.

Caurtion: Applying excessive and prolonged pres-
sure to the lens during the polishing procedure
may alter its surface optics.

0”
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REPORTING OF ADVERSE REACTIONS

All serious adverse reactions observed in patients
wearing BOSTON® X0 Contact Lenses or adverse
experiences with the lenses should be reported to-

Consumer Affairs

Polymer Technoiogy

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

HOW SUPPLIED

£ach lens is supplied (non-sterile) in a plastic lens
storage case. The case is fabeled with the base
curve, diopter power, diameter, center thickness,
color, UV-absorber (if present) and lot number.
Additional parameters of add power, segment
height, prism ballast and truncation may be
included for bifocal lenses.

1
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BOSTON XO Contact Lens Material

APPENDIX 3

PACKAGE INSERT

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PACKAGE
INSERT

BOSTON® XO
(hexafocon A)

Spherical & Aspherical Contact
Lenses for Myopia & Hyperopia,
Bifocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphakic Persons

Fluoro Silicone Acrylate
Rigid Gas Permeable
Contact Lenses

For

Daily Wear

IMPORTANT:

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

CAUTION:
Federal Law Prohibits Dispensing
Without a Prescription
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DESCRplPTlON

BOSTON® X0 (hexafocon Al material is used for the
manufacturing of daily wear rigid gas permeable
contact lenses. BOSTON X0 are wettable, non-
hydrophilic rigid gas permeable contact lenses that
are not surface treated and are made from silox-
anyl fluoromethacrylate copolymer containing an
utraviolet absorber. BOSTON X0 Contact Lenses are
available in ice blue and violet.

Color Color Additive
Ice Blue D & C Creen No. 6
Violet D & C Violet No. 2

The physical characteristics of the BOSTON X0
material was designed to facilitate the fabrication
of high-quality rigid gas permeable contact lenses
in a wide range of lens designs.

Spherical Lens Design
Pawer Range -20.000 to +20.000
in 0.25D increments
Diameter 7.0mmto 11.5 mm

Base Curve Range - 5.00.mm to 9.00 mm
in .01 mm increments

Toric Lens Designs
Power Range - -20.00D to +20.00D
in 0.25D increments
Diameter 8.25 mm to 11.5 mm

Base Curve Range 6.80 mm to 9.50 mm
in 0.05 mm increments
Toricity "~ Up to 9.00 Dicpters

Physical/Optical Properties of BOSTON XO:

Specific Gravity 1.27
Refractive index 1.415
Light Absarbance wbsarance uniesinch
1Ce BIUE with uv absorben 46
Violet with uv absorben 55
Surface Character Hydrophobic
Wetting Angle 43°
Water Content <1%
Oxygen Permeability 140* (100"

X10" (cm® Q.. cn)/lem? .« sec . mmHg) @ 35°C)

**polarographic method (1S0/Fatt}

1004 .
BOSTON X0
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BOSTON X0 - 0.07 mm thick BOSTON XO (Ice Blue)
CORNEA - Human cornea from a 24-year-old per-
son as described in Lerman, S., Radiant Eneray and
the Eye, MacMillan, New York, 1980, p. 58.
CRYSTALLINE LENS - Human crystailine lens from
a 25-year-old person as described in Waxler, M.,

Hitchins, V.M., Optical Radiation and Visual Health,

CRC Press, Boca Raton, Forida, 1986, p. 19, figure 5.
NOTE

The effectiveness of wearing UV-absorbing contact
lenses in preventing or reducing the incidence of
ocular disorders associated with exposure to UV
light has not been established at this time.

WARNING

UV-absorbing contact lenses are NOT substitutes
for protective Uv-absarbing eyewear such as UV-
absorbing goggles or sunglasses. Persons should

continue to use their protective Uv-absorbing
eyewear as directed.

ACTIONS

BOSTON XO Contact Lenses when placed on the
cornea act as a refracting medium to focus light
rays on the retina. The toric lens provides a more
even surface over the uneven astigmatic cornea
and thus helps to focus light rays on the retina.

INDICATIONS (USES)

BOSTON X0 Contact Lenses are indicated for daily
wear for the correction of refractive ametropia
{myopia, hyperopia, astigmatism and presbyopia} in
aphakic and not aphakic persons with non-diseased
eyes. These contact lenses may be disinfected
using a chemical disinfecting system only,

Quegtions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0 3 7



TIONS (REASONS NOT TO USE)

DO NQT USE BOSTON X0 Contact Lenses when any
of the foltowing conditions exist:

* Acute or subacute inflammation of the anterior
chamber of the eye

* Any eye disease, injury, or abnormality that
affects the cornea, conjunctiva, or eyelids

* Severe insufficiency of lacrimal secretion (dry
eyes)

« Corneal hypoesthesia (reduced corneal sensitivity),
if not aphakic

* Any systemic disease that may affect the eve or
be exaggerated by wearing contact lenses

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

s Allergy to any ingredient in a solution which
is to be used to care for the BOSTON X0 contact
lens materials.

« Any active corneal infection (bacterial, fungal,
or viral)

* Red or irritated eyes
WARNINGS

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

= Problems with contact lenses and lens care prod-

 ucts could result in serious inkary to the eve. It
is essential that patients follow their eyecare
practitioner’s directions and all labeling instruc-
tions for proper use of lenses and lens care prod-
ucts, including the lens case. Eye problems,
including corneal ulcers, can develap rapidly and
lead to loss of vision.

Daily wear lenses are not indicated for overnight
wear, and patients should be instructed not to
wear lenses while sleeping. Clinical studies have
shown that the risk of serious adverse reactions
is increased when these daily wear lenses are
worn overnight.

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

if a patient experiences eye discomfort, excessive
tearing, vision changes, or redness of the eye,
the patient should be instructed to immediatety
remove lenses and promptly contact his or her
eyecare practitioner.

PRECAUTIONS

Practitioner Note: BOSTON XO contact lenses
are not sterile when shipped from the
Authorized BOSTON® Manufacturer. Prior to dis-
pensing, dean and disinfect the lenstes) accord-
ing to the appropriate lens care regimen.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CONTRAINDICA

Special Precautions for Evecare Practitioners:

* Due to the small number of patients enrolted in
clinical investigation of lenses, all refractive pow-
ers, design configurations, or lens parameters
available in the lens material are not evaluated
in significant numbers. Consequently, when
selecting an appropriate lens design and parame-
ters, the eyecare practitioner should consider all
characteristics of the lens that can affect lens
performance and ocular health, induding oxygen
permeability, wettability, central and peripheral
thickness, and optic zone diameter.

The potential impact of these factors on the
patient’s ocular heaith should be carefully
weighed against the patient's need for refractive
carrection; therefore, the contiriuing ocular
health of the patient and lens performance on
the eye should be carefully monitored by the
prescribing eyecare practitioner.

* Patients who wear contact lenses to corract
presbyopia may not achieve the best corrected
visual acuity for either far or near vision. Visual
reguirements vary with the individual and should
be considered when selecting the most appropri-
ate type of lens for each patient.

« Aphakic patients should not be fitted with the
BOSTON X0 Contact Lenses until the determina-
tion is made that the eve has healed completaly.

* Before leaving the eyecare practitioner's office,
the patient should be able to properly remove
lenses or should have someone else available who
can remove the lenses for him or her.

* Eyecare practitioners should instruct the patient
ta remove the lenses immediately if the eve
becomes red or irritated.

* The presence of the ultraviolet (UV) light absorber
in the BOSTON X0 Contact Lenses may require
equipment enhancement to visualize fluorescein
patterns adequately. (Refer to the Fitting Guide for
detailed instructions.)

Eyecare practitioners should carefully instruct
patients about the following care regimen and
safety precautions:

* Different solutions often cannot be used togeth-
er, and not all solutions are safe for use with ali
lenses. Use only recommended solutions.

- Do not heat the conditioning/storage solution
and/or lenses. Keep them away from extreme
heat.

- Always use fresh unexpired lens care
solutions.

- Always follow directions in the package inserts
for the use of contact lens solutions,

- Use only a chemical inat heat) fens care system.
Use of a heat (thermal) care system can warp
the BOSTON X0 Contact Lenses.

- Do not use saliva or anything other than the
recommended solutions for lubricating or wet-
ting lenses. [
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- Sterile unpreserved solutions, when used,
should be discarded after the time spedified in
the labeling directions.

- Always keep the lenses completely immersed in
the recommended storage solution when the
lenses are not being worn (stored). if dry stor-
age is desired to store the lenses for a longer
period of time, they must first be deaned,
rinsed with water and carefully dried by blot-
ting with a soft lint-free tissue prior to being
placed in a dean, dry lens storage case. ideally,
these lenses should be cleaned and disinfected
prior to insertion.

* If the lens sticks {stops moving) on the eye, fol-
low the recommended directions on Care for a
Sticking 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 consuit his
or her eyecare practitioner.

Always wash and rinse hands before handling lens-
es. Do not get cosmetics, lotions, soaps, creams,
deodoranits, or sprays in the eyes or an the lenses.
It is best to put on lenses before putting on make-
up. Water-based cosmetics are less tHkely to dam-
age lenses than oil-based products.

Do not touch contact lenses with the fingers or

hands if the hands are not free of foreign materi-

als, as microscapic scratches on the fenses may
occur, causing distorted vision and/or injury to
the eve.

Carefully follow the handling, insertion, removal,
deaning, disinfecting, storing and wearing
instructions in the Patient Instructions for the
BOSTON XO Contact Lenses and in those pre-
scribed by the eyecare practitioner.

Never wear lenses beyond the period recom-
mended by the eyecare practitioner.

if aerosol products such as hair spray are used
while wearing lenses, exerdise caution and keep
eves dosed until the spray has setted.

Always handle lenses gently and avoid dropping
them on hard surfaces.

Avoid all harmful or irritating vapors and fumes
while wearing lenses.

Ask your eyecare practitioner about wearing lens-
es during water activities and ather sports.

inform your health care practitioner (doctor) that
you wear contact lenses.

Never use tweezers or other tools to remave
lenses from the lens case unless specifically indi-
cated for that use. To remove the lens from the
lens case, pour the solution containing the lens
into the palm of your hand.

Do not touch the lens with fingernails.

Always contact your eyecare practitioner before
using any medicine in the eves.

Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection equipment or may require that the
patient not wear contact lenses.

VI TO
* As with any contact lens, follow-up visits are
necessary to assure the continuing health of the
patient’s eyes. The patient should be instructed
as to a recommended follow-up scheduile.

ADVERSE EFFECTS

The patient should be informed that the following
problems may occur:

= Eyes stinging, burning, itching (irritation), or
other eye pain

* Comfort is less than when lens was first placed
on the eye

« Feeling of something in the eye such as a foreign
body, scratched area

* Excessive watering (tearing) of the eves

= Unusual eye secretions

» Redness of the eyes

* Reduced sharpness of vision (poor visual acuity)
« Blurred vision, rainbows, or halos around objects
* Sensitivity to light (photophobia)

* Ory eyes

If the patient notices any of the above, he or she
should be instructed to:

immediately remove lenses.

= If the discomfort or problem stops, then look
closely at the lens. If the lens is in any way dam-
aged, do not put the lens back on the eve. Place
the lens in the storage case and contact the eye-
care 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 thoroughty dean, rinse, and disinfect the
lenses; then reinsert them. After reinsertion, if
the problem continues, immediately remove
the lenses and consuit the eyecare practi-
tioner.,

When any of the above problems accur, a serious
condition such as infection, corneal ulcer, neovas-
cularization, or iritis may be present. The patient
should be instructed to keep the lens off the
eye and seek immediate professional identifica-
tion of the problem and prompt treatment to
avoid serious eye damage.

FTTING

Conventional methods of fitting contact lenses
apply to BOSTON X0 Contact Lenses. For a detailed
description of the fitting techniques, refer to the
BOSTON XQ Professional Fitting and Information
Guide, copies of which are available from:

Practitioner Marketing Representative
Polymer Technology
1400 North Coodman Street
Rochester, NY 14603-0450
1-800-225-1241

Professional Fitting Guides are also available
through your Authorized BOSTON® Manufacturer.

6%
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R
CRNERKING SEHEDULE LENS CARE TABLE
The wearing and replacement schedksles should Product Lens Care System
be determined by the eyecare practitioner. Purpose Chemical (Not Heat)
Patients tend to overwear the lenses initially‘ The Clean Boston ADVANCE® Cleaner or
evyecare practitioner should emphasize the impor- Boston® Cleaner
tance of adhering to the initial maximum wearing —

. Disinfect Boston ADVANCE® Comfort
schedule. Reg'LfIar checkups, as determnqed by the Formula Conditioning Solution
eyecare practitioner, are also extremely important. or Boston® Conditioning
BOSTON® XQ Contact Lenses are indicated for daily Solution
wear. The suggested wearing time for these lenses Store Boston ADVANCE® Comfort
IS: Formuia Conditioning Solution

DAY WEARING TIME (HoOwrsr or Boston Conditioning
1 4 to 8 hours Solution
2 6 to 10 hours Multi-Action ‘Boston SIMPLICITY® Multi-
3 8 to 14 hours (Clean, Condition, Action Solution
a 10 o 15 hours D'Sc'j“fect;,k'”se
5 12 to All Waking Hours and Cushion)
6 and after All Waking Hours Lubricate/Rewet  Boston® Rewetting Drops
*if the Ien§es continue to be well-tolerated. Weekly Boston® ONE STEP
WARNING: BOSTON XO Contact Lenses are NOT Enzymatic Liquid Enzymatic Cleaner
intended for overnight (extended) wear. Cleaner

LENS CARE DIRECTIONS

Evecare practitioners should review with the patient
lens care directions, including both basic lens care
information and spedific instructions on the lens care
regimen recommended for the patient:

General Lens Care

(First Clean and Rinse, Then Disinfect Lenses)
Basic mstructions:

Always wash, rinse, and dry hands before handiing
contact lenses.

* Always use fresh unexpired lens care solutions.

= Use the recommended system of lens care, chemi-
cal {not heat) and carefully follow instructions on
solution labeling. Different solutions often cannot
be used together, and not all solutions are safe for
use with all lenses. DO not alternate or mix lens
care systems uniess indicated on solution
abefing, or if advised by the eyecare practi-
tioner.

= Do not use saliva or anything other than the rec-
ommended solutions for ubricating or rewetting
lenses. Do not put lenses in the mouth.

* Lenses should be cleaned, rinsed, and disinfec-
ted each time they are removed. Cleaning and
rinsing are necessary to remove mucus and film
from the lens surface. Disinfecting is necessary to
destroy harmful germs.

= Always remove, dean, rinse, and disinfect lenses
according to the schedule prescribed by the eye-
care practitioner. The use of an enzyme or a clean-
ing solution does not substitute for
m‘ & !

The lens care products listed below are recommended by

Palymer Techrology for use with the BOSTON XO Contact

Lenses. Eyecare practitioners may recommend altermnate

products that are appropriate for the patient’s use with his

or her lensles).

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

* Notez 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.

Clean one lens first (always the same lens first
to avoid mix-ups), rinse the lens thoroughly
as directed by your eyecare practitioner to
remove the deaning solution, mucus, and film
from the lens surface, and put that lens into
the correct chamber of the lens storage case.
Then repeat the procedure for the second lens.

After cleaning, disinfect lenses using the sys-
tem recommended by the manufacturer
and/or the eyecare practitioner. Follow the
instructions provided in the disinfecting solu-
tion packaging.

Ta store lenses, disinfect and leave them in the
closed/unopened case until ready to wear. If
lenses are not to be used immediately follow-
ing disinfection, the patient should be instruct-
ed to consult the package insert or the eyecare
practitioner for information on storage of lenses.

After removing the lenses from the lens case,
empty and rinse the lens storage case with
solution as recommended by the lens case
manufacturer; then allow the lens case to air
dry. When the case is used again, refill it with
storage solution. Replace lens case at regular
intervals as recommended by the lens case
manufacturer or your eyecare practitioner.

Eyecare practitioners may recommend a lubri-
cating/rewetting sclution which can be used
to wet (lubricate) lenses while they are being
worn to make them more comfortable.

Eyecare practitioners may recommend a
weekly enzymatic cleaner which can be used
to effectively remave protein depaosits from
BOSTON® X0 Contact Lenses.

+ BOSTON XO Contact Lenses cannot be heat
{thermally) disinfected.
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LENS CASE CLEANING AND MAINTENANCE

Contact lens cases can be a source of bacterial
growth. Lens cases should be emptied, deaned,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner,
and allowed to air dry. Lens cases should be
replaced at regular intervals as recommended
by the lens case manufacturer or the eyecare
practitioner.

CARE FOR A STICKING (NONMOVING) LENS

If the lens sticks (stops moving/cannot be
removed), the patient should be instructed to
apply one to three drops of a recommended lubri-
cating or rewetting solution directly to the eye and
wait until the lens begins to mave freely on the
eye before removing it. f nonmovement of the
lens continues after S minutes, the patient shoutd
immediately consult the eyecare practitioner.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

EMERGENCIES

The patients should be informed that if chemicals
of any kind (household products, gardening solu-
tions, laboratory chemicals, etc.) are splashed into
the eyes, the patient should: FLUSH EYES IMMEDI-
ATELY WITH TAP WATER, THEN REMOVE LENSES
PROMPTLY, IF POSSIBLE, AND IMMEDIATELY CON-
TACT THE EYECARE PRACTITIONER OR VISIT A HOSP!-
TAL EMERGENCY ROOM WITHOUT DELAY.

HOW SUPPLIED

Each lens is supplied (nonsterile) in a plastic lens
storage case. The case is labeled with the base
curve, diopter power, diameter, center thickness,
color, UV-absorber (if present) and lot number.
Additional parameters of add power, segment
height, prism ballast and truncation may be
induded for bifocal lenses.

)70

041



R e R RS S S v G e el e usuin@iin g

REPORTING OF ADVERSE REACTIONS

All serious adverse reactions observed in patients
wearing the BOSTON® X0 Contact Lenses or
adverse experiences with the lenses should be
reported to:

Consumer Affairs

Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

© Polymer Technology

1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

® denotes registered trademarks of Polymer Technology.

Print Date: 02/00 LB6273/01

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BOSTON XO Contact Lens Material

APPENDIX 3

PATIENT INSTRUCTIONS

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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PATIENT
CARE
GUIDE

BOSTON® XO

(hexafocon A)

Spherical & Aspherical Contact
Lenses for Myopsa & Hyperopia,
Bifocal Contact Lenses for
Presbyopia and Toric Lenses

to Correct Astigmatism in

Not aphakic and Aphakic Persons

Fluoro Silicone Acrylate
Rigid Gas Permeable
Contact Lenses

For

Daily Wear

CAUTION:
Federal Law Prohibits
Dispensing Without a Prescription
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TABLE OF CONTENTS INTRODUCTION

introduction Your eyecare practitioner has fit you with contact
lenses known as BOSTON® XQ. BOSTON XQ spherical
and toric lenses are manufactured from BOSTON X0
Contraindications contact lens material. It is essential that you strictly
warnings follow the recommended handling, deaning and
Precautions storage procedures. Failure to do so may eventually
impair the performance of your lenses.
Adverse Effects

) ) WEARING RESTRICTIONS AND INDICATIONS
Personal Cleanliness and Lens Handling NG

prepar‘ng the Lens for Wearing BOSTON X0 Contact Lenses are indicated for dal‘y
wear for the correction of refractive ametropia

) {myopia, hyperopia, astigmatism and presbyopia) in
Placing the Lens on the Eve aphakic and not aphakic persons with nondiseased
Centering the Lens eyes. The lens may be disinfected using a chemical
Removing the Lens disinfection (not heat) system only.

Caring for Your Lenses BOSTON XO Contact Lenses described in this booklet
(Cleaning, Rinsing, Disinfecting, Storage should be removed from your eyes for routine
and Rewetting/Lubricating) deaning and disinfecting as prescribed by your eve-
care practitioner. DO NOT WEAR YOUR BOSTON X0
CONTACT LENSES WHILE SLEEPING.

CONTRAINDICATIONS (REASONS NOT TO USE)
00 NOT USE BOSTON X0 Contact Lenses when any

Wearing Restrictions and indications

Handling the Lenses

Basic Instructions
Care for a Sticking (Nonmoving} Lens
Lens Case Cleaning and Maintenance

Emergencies of the following conditions exist:

Instructions for Monovision Wearer . + Acute or subacute inflammation or infection of
Prescribed Wearing Schedule ‘ - the anterior chamber of the eye

Appointment Schedule « Any evye disease, injury, or abnormality that

. affects the cornea, conjunctiva, or eyelids

« Severe insuffidency of lacrimal secretion
(dry eves)

» Corneal hypoesthesia (reduced corneal sensitivity),

_if not aphakic

» Any systemic disease that may affect the eye or
be exaggerated by wearing contact lenses

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

« Allergy to any ingredient in a solution which is to
be used to care for the BOSTON XO contact lens
material

s Any active comeal infection (bacterial, fungal,
or viral)

* Red or irritated eyes

WARNINGS

» Probiems with contact lenses and lens care prod-
ucts could resuit in serious injury to the eye. It
is essential to follow your eyecare practitioner’s
directions and all labeling instructions for proper
use of lenses and lens care products, induding
the lens case. Eye problems, incduding corneal
ulcers, can develop rapidly and lead to loss of
vision.

« Daily wear lenses are not indicated for overnight
wear, and should not be worn while sleeping.
Clinical studies have shown that the risk of serious
adverse reactions is increased when these lenses
are worn overnight.

« Studies have shown that contact lens wearers
who are smokers have a higher incidence of
adverse reactions than nonsmokers.

« if you experience eye discomfort, excessive tear-
ing, vision changes, or redness of the eye, inwne-
diately remove letrses and promptly contact

g your eyecare practitioner.
Quesgons? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 O 4 4
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PRECAUTIONS

You should carefully adhere to the following care
regimen and safety precautions:

» Before leaving the eyecare practitioner’s office,
you should be able to properly remaove lenses or
should have someone else available who can
remove the lenses for you.

You should remove your lenses immediately if
your eyes become red or irritated.

Different solutions often cannot be used togeth-
er, and not all solutions are safe for use with all
lenses. Use only recommended solutions.

- Do not heat the wetting/soaking solution and
“lenses. Keep them away from extreme heat.

- Always use fresh unexpired lens care
solutions.

~ Always follow directions in the package insert
for the use of contact lens solutions.

- Use only a chemical (not heat) lens care system.
Use of a heat (thermali care system can warp
'BOSTON® X0 Contact Lenses.

- Sterile 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 solutions for {ubricating or wet-
ting lenses.

- Always keep the lenses completely immersed in
the recommended storage solution when the
lenses are not being worn (stored). if dry stor-
age is desired to store the lenses for a longer
period of time, they must first be cleaned,
rinsed with water and carefully dried by blot-
ting with a soft lint-free tissue prior to being
placed in a dean, dry lens storage case. Ideally,
these lenses should be cleaned and disinfected
overnight prior to insertion.

If the iens sticks (stops maving) on the eye, fol-
low the recommended directions on Care for a
Sticking Lens. The lens should move freely on the
eye for the continued health of the eye. if non-
moverment of the lens continues, immediately
consult your eyecare practitioner.

Always wash and rinse hands before handling
lenses. Do not get cosmetics, lotions, soaps,
creams, deodorants, or sprays in the eyes or on
the lenses. It is best to put on lenses before put-
ting on makeup. Water-based cosmetics are less
likely to damage lenses than oil-based products.

Do not touch contact lenses with the fingers or
hands if the hands are not free of foreign materi-
als, as microscopic scratches on the lenses may
occur, causing distorted vision and/or injury to
the eve.

Carefully follow the handling, insertion, removal,
deaning, disinfecting, storing and wearing
instructions that follow for the BOSTON X0
Contact Lenses and those provided by your eye-
care practitioner.

= Never wear lenses beyond the period recom-
mended by your eyecare practitioner.

« If aerosol products such as hair spray are used
while wearing lenses, exercise caution and keep
eyes closed until the spray has settled.

« Always handle lenses gently and avoid dropping
them on hard surfaces.

.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

+ Avoid all harmful or irritating vapors and fumes
while wearing lenses.

« Ask your eyecare practitioner about wearing
lenses during water activities and other sports.

« inform your health care practitioner (doctor! that
you wear cantact lenses.

* Never use tweezers or other tools to remove
lenses from the lens case unless specifically indi-
cated for that use. To remove the lens from the
case, pour the solution containing the lens into
the palm of your hand.

* Do not touch the lens with fingernails.

« Always contact your eyecare practitioner before
using any medicine in the eyes.

= Always inform your employer that you wear con-
tact lenses. Some jobs may require use of eye
protection eguipment or may require that you
not wear contact lenses.

« As with any contact lens, follow-up visits are nec-
essary to assure the continuing heaith of your
evyes. Follow your eyecare practitioner’s instruc-
tion as to a recommended follow-up schedule.

ADVERSE EFFECTS

The following problems may occur:

= Eyes stinging, burning, itching firritation), or
other eye pain

» Comfort is less than when lens was first placed
on the eye

» Feeling of something in the eye such as a foreign
body, scratched area

* Excessive watering (tearing) of the eyes

* Unusual eye secretions

* Redness of the eyes

» Reduced sharpness of vision (poor visual acuity)

« Blurred vision, rainbows, or halos around objects

« Sensitivity to light (photophaobia)

* Dry eyes

i you notice any of the above:

immediately remove lenses.

« if the discomfort or problem stops, then look
closely at the lens. If the lens is in any way dam-
aged, do not put the lens back on the eye. Place
the lens in the storage case and contact your
eyecare practitioner. If the lens has dirt, an eye-
lash, or other foreign body on it, or the probiem
stops and the lens appears undamaged, you
should thoroughly clean, rinse, and disinfect the
lenses; then reinsert them. After reinsertion, if
the problem continues, immediately remove
the lenses and consult your eyecare practitioner.

When any of the above problems occur, a serious
condition such as infection, corneal ulcer, neovas-
cularization, or iritis may be present. You should
keep the lens off the eye and seek immediate
professional identification of the problem and
prompt treatment to avoid serious eye damage.

PERSONAL CLEANLINESS FOR LENS HANDLING

1. Preparing the Lens for Wearing
it is essential that you learn and use good
hygienic methods in the care and handling of
your new lenses. Cleanliness is the first and most
important aspect of proper contact lens care. in
particular, your hands should be clean and free
of any foreign substances when you handle your
lenses. The procedures are: [
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* Always wash your hands thoroughly with a
mild soap, rinse completely, and dry with a
lint-free towel before touching your lenses.

* Avoid the use of soaps containing cold cream,
lotion, or cily cosmetics before handling your
lenses, since these substances may come into
contact with the lenses and interfere with suc-
cessful wearing.

* Handle the lenses with your fingertips, and be
careful to avoid contact with fingernails. It is
helpful to keep your fingernails short and
smooth.

Start off correctly by getting into the habit of
always using proper hygiene procedures so that
they become automatic.

2. Handling the Lenses

« Develop the habit of always working with the
same lens first to avoid mix-ups.

* Remove the lens from its storage case and
examine it to be sure that it is moist, dean,
Clear, and free of any nicks or cracks.

3. Placing the Lens on the Eye

After tharoughly washing and rinsing your
hands, and after proper deaning and condition-
ing of the lens, follow these steps to insert the
lens:

« Remove the lens from its storage compart-
ment.

* Rinse the lens with fresh conditioning solution,
if desired.

¢ Inspect the lens to be sure that it is dean, uni-
formly wet and free of debris.

* Rub several drops of conditioning solution
over the lens surfaces.

* Place the lens on the top of the index finger
of your dominant hand. Place the middie fin-
ger of the same hand close to the lower lash
and hold down the lower lid.

» Use the forefinger or middie finger of your
other hand to lift the upper lid and then place
the lens on the eye. It is not necessary to press
the lens against the eye.

* Gently release the lids and blink. The lens will
center automatically. Always verify its proper
position by checking your vision immediately
after insertion.

» Use the same technigue or reverse the hand
when inserting the other lens.

There are ather methods of lens placement. If
the above method is difficult for you, your eve-
care practitioner will provide you with an alter-
nate method.

Nobe: If after placement of the lens, your vision
is blurred, check for the following:

» The lens is not centered on the eve (see
“Centering the Lens,” next in this booklet).

« If the lens is centered, remove the lens (see
“Removing the Lens” section) and check for
the following:

a. Cosmetics or oils on the lens. Clean, rinse,
disinfect, and place on the eye again.

b. The lens is on the wrong eve.

if you find that your vision is stilt blurred after
checking the above possibilities, remave both
lenses and consult your eyecare practitioner.

A

4. Centering the Lens

Very rarely, a lens that is on the cornea will be
displaced onto the white part of the eye during
lens wear. This can also occur during placement
and removal of the lenses if the correct tech-
niques are not performed properly. To center a
lens follow one of the procedures below.

» Ciose your eyelids and gently massage the lens
into place through the closed lids.

OR
= Gently push the off-centered lens onto the
cornea while the eye is open using finger pres-

sure on the upper or lower lid next to the
edge of the iens.

. Removing the Lens

Before removing your lenses, it is recommended
that you have the following items available:

1) A lens storage case.

2) Two Bottie Care System
Boston ADVANCE® Cleaner or
Boston® Cleaner. AND
Boston ADVANCE® Comfort Formula
Conditioning Solution or Boston®
Conditioning Solution.
o OR
One Bottle Care System
Boston: SIMPLICITY® Multi-Action Solution
(Clean, Condition, Disinfect, Rinse & Cushion)
3) A clean towel.

Always remove the same lens first.
a. Wash, rinse, and dry your hands thoroughty.
b. There are two suggested methads of lens removal:

TWO-FINGER METHOD
1) Place a towel under your eve to catch the iens.

2} Place the tip of the forefinger of one hand
on the middie of the upper lid margin and
the forefinger of the other hand on the
middle of the lower lid margin.

3) Press the lid margin inward and then
together. The lens should be wedged out
of your eye onto your hand or towel.

4} The lens may come out but remain on your
eyelid or hand or be decentered onto the
white part of your eye. If the latter occurs,
recenter the lens onto your cornea before
repeating the removal procedure.

BLINK METHOD

Seat yourself at a table covered with a dean
towel and lean over until you are looking down
at the surface.

1) Place your index finger at the outer junc-
tion of your upper and lower lids, stretch
the skin outward and slightly upward. (Do
not allow your lid to slide over the lens.)

2) Blink briskly. The lens will be pinched by the
pressure of your eyelids and the lens will
pop out onto the clean surface of the
towel, or you may catch the lens in the
palm of your hand.

c. Remove the other lens by following the same
procedure.

d. Follow the required lens care procedures
described under the heading, CARING FOR
YOUR LENSES (CLEANING, RINSING, DISINFECT-
ING, STORAGE AND REWETTING/LUBRICATING). 1

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Note: if these methods far removing your lens-
es are difficult for you, your eyecare practitioner
will provide you with an aiternate method.

CARING FOR YOUR LENSES (CLEANING,

RINSING, DISINFECTING, STORAGE

AND REWETTING/LUBRICATING)

1. Basic Instructions
For continued safe and comfartable wearing of
your lenses, it is important that you first clean
and rinse, then disinfect your lenses after each
removal, using the care regimen recommended
by your eyecare practitioner. Cleaning and rins-
ing are necessary to remove mucus, secretions,
films, or deposits which may have accumulated
during wear. The ideal time to dean your lenses
is immediately after removing them. Disinfecting
is necessary to destroy harmful germs.

You should adhere to the recommended care
regimen. Failure to follow the regimen may resuit
in development of serious ocular complications as
discussed in the WARNINGS section above.

if you require only vision correction, but will not
or cannot adhere to a recommended care regi-
men for your lenses, or are unable to place and
remove lenses and do not have someone avail-
able to place and remove them for you, you
should not attempt to wear contact lenses.

When you first get your lenses, be sure you can
place the lenses on your eyes and remove them
while you are in your eyecare practitioner's
office. At that time you will be provided with a
recommended deaning and disinfection regi-

men and instructions and warnings for lens care,

handling, cleaning, and disinfecting. Your eye-
care practitioner should instruct you about
appropriate and adequate procedures and prod-
ucts for your use, and provide you with a copy
of the Patient Instructions for the BOSTON® X0
Contact Lenses.

For safe contact lens wear, you should know and

always practice your lens care routine:

* Always wash, rinse, and dry hands before han-
diing contact lenses.

* Always use fresh unexpired lens care solutions.

* Use the recommended system of lens care
(chemical not heat) and carefully follow
instructions on solution iabeling. Different

solutions often cannot be used together, and
not ail solutions are safe for use with all lenses.

* Always remove, dean, rinse and disinfect your

lenses according to the schedule prescribed by

your eyecare practitioner. The use of an
enzyme or any deaning solution does not
substitute for disinfection.

+ Do not use saliva or anything other than the
recommended solutions for lubricating or
rewetting your lenses. Do not put lenses in
your mouth.

» The lens care products fisted below are recom-
mended by Polymer Technology for use with
your BOSTON X0 Contact Lenses. Your eyecare
practitioner may recommend alternate prod-
ucts that are appropriate for you to use with
your BOSTON X0 Contact Lenses.

LENS CARE TABLE

Product Lens Care System

Purpose Chemical (Not Heat)

Clean Boston ADVANCE® Cleaner
or Boston® Cleaner

Disinfect Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston® Conditioning Solution

Store Boston ADVANCE® Comfort
Formula Conditioning Solution
or Boston Conditioning Solution

Multi-Action Boston SIMPLICITYe

(Clean, Condition, Multi-Action Solution

Disinfect, Rinse

and Cushion)

Lubricate/Rewet  Boston® Rewetting Drops

Weekly Boston® ONE STEP

Enzymatic Liquid Enzymatic Cleaner

Cleaner

* 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.

Clean one lens first (aiways the same lens first
to avoid mix-ups) and rinse the lens thorough-
ly as recommended by your eyecare practition-
er to remove the deaning solution, mucus,
and film from the lens surface. Follow the
instructions provided in the deaning solution
labefing. Put that lens into the correct cham-
ber of the lens storage case. Then repeat the
procedure for the second lens.

* After cleaning, disinfect lenses using the above
recommended system by your eyecare practi-
tioner and/or the manufacturer. Follow the
instructions provided in the disinfection solu-
tion labeling.

To store lenses, disinfect and leave them in the
closed/unopened case until ready to wear. If
lenses are not to be used immediately follow-
ing disinfection, you should consuit the
Package Insert or your eyecare practitioner

for information on storage of your lenses.

Always keep your lenses completely immersed
in a recommended disinfecting/conditioning
solution when the lenses are not being worn.
ff you discontinue wearing your tenses, but
plan to begin wearing them again after a few
weeks, ask your eyecare practitioner for a rec-
ommendation on how to store your lenses.

BOSTON X0 Contact Lenses cannot be heat
{thermally) disinfected.

After removing your lenses from the lens case,
empty and rinse the lens storage case with
solution{s) recommended by the lens case
manufacturer or the eyecare practitioner; then
allow the lens case to air dry. When the case is
used again, refill it with fresh storage solution.
Lens cases shauld be replaced at regular inter-
vals as recommended by the lens case manu-
facturer or your eyecare practitioner.

Your eyecare practitioner may recommend a
lubricating/rewetting solution for your use.
Lubricating/Rewetting solutions can be used to
wet (lubricate) your lenses while you are wear-
ing them ta make them more comfortable.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 0
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» Your eyecare practitioner may recommend a
weekly enzymatic cleaner which can be used
to effectively remove protein deposits from
your BOSTON® XQ Contact Lenses.

2 Care for a Sticking (Nohmoving) Lens

if the lens sticks (stops moving/cannot be
removed), apply ane to three drops of a recom-
mended lubricating or rewetting solution direct-
ly to your eye and wait until the lens begins to
move freely on the eye before removing it. f
nonmovement of the lens continues after 5
minutes, you should immediately consult your
eyecare practitioner.

3. Lens Case Cleaning and Maintenance

Contact lens cases can be a source of bacterial
growth. Lens cases should be emptied, cleaned,
rinsed with solutions recommended by the lens
case manufacturer or the eyecare practitioner,
and allowed to air dry after each use. Lens cases

should be replaced at regular intervals as recom-

mended by the lens case manufacturer or the
evecare practitioner.

4. Emergendcies
if chemicals of any kind (household products,
gardening solutions, laboratory chemicals, etc.)
are splashed into your eyes, you should: FLUSH
YOUR EYES IMMEDIATELY WITH TAP WATER,
THEN REMOVE YOUR LENSES PROMPTLY, IF
POSSIBLE, AND IMMEDIATELY CONTACT YOUR
EYECARE PRACTITIONER OR VISIT A HOSPITAL
EMERGENCY ROOM WITHOUT DELAY.

INSTRUCTIONS FOR THE MONOVISION WEARER

» You should be aware that, as with any type of
lens correction, there are advantages and com-
promises to monovision contact lens therapy.
The benefit of clear near vision in all gazes that is
available with rmonovision may be accompanied
by a vision compromise that may reduce your
visual acuity and depth perception for distance
and near tasks. Some patients have experienced
difficulty adapting to monovision. Symptoms,
such as mild blurred vision, dizziness, headaches
and a feeling of slight imbalance, may last for a
brief minute or for several weeks as adaptation
takes place. The longer these symptoms persist,
the poorer is your prognosis for successful adap-
tation. You should avoid visually demanding situ-
ations during the initial adaptation period. it is
recommended that you first wear these contact
lenses in familiar situations which are not visually
demanding. For example, be a passenger rather
than a driver of an automobile during the first
few days of lens wear. It is recommended that
you only drive with monovision correction if you
pass your state drivers’ license requirements with
monovision correction.

Some monovision lens wearers will never be fully

comfortable functioning under low levels of illumi-

nation, such as driving at night. ¥ this happens,
discuss with your eyecare practitioner whether
you should have additional contact lenses pre-

scribed so that both eves are corrected for dis-
tance when sharp distance vision is required.

if you require very sharp near vision during pro-
longed dose work, you may want to discuss with
your eyecare practitioner having additional con-
tact lenses prescribed so that both eyes are cor-
rected for near when sharp near vision is required.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

* Same monovision lens wearers require supplemental
spectades to wear over the monovision correction
to provide the clearest vision for critical tasks. You
should discuss this with your eyecare practitioner.

= it is important that you follow your eyecare
practitioner's suggestions for adaptation to
monovision contact lens therapy. You should
discuss any concerns that you may have during
and after the adaptation period.

» The decision to be fit with a monovision
correction is most appropriately left to the
eyecare practitioner in confuinction with the
patient after carefully consitlering and
discussing your needs.

CONSIDERATIONS FOR BIFOCAL LENSES

Patients who are considering bifocal contact lenses
should be highly motivated and must be informed

of the benefits as well as the problems that may be
encountered while adapting to bifocal contact lens
wear. .

Your eyecare practitioner may discuss the
following with you:

1. Adaptation
Aoth bifocal spectacle and bifocal contact lens
wearers need to learn to adapt to proper head
positioning. The bifocal patient must position
the head upright while rotating the eyes down-
ward to read. Once the bifocal patient has
adapted, proper positioning becomes effortless.

2. Driving at Might
Bifocal contact lens wearers shouid experience
night vision before actually driving while wearing
their lenses.

3. Flare at Mght
Bifocal contact lenses wearers may experience
flare at night. This may occur with certain lens
designs. With time, bifocal contact lens wearers
adapt to this situation.

4. Visual Expectation
Bifocal contact lens wearers may experience
visual acuities less than could be achieved with
bifocal spectacles.

SAMPLE OF WEARING AND APPOINTMENT
SCHEDULES

Wearing Schedule

DAY WEARING TIME (Hours)
1 4 to 8 Hours
2 6 to 10 Hours
3 8 to 14 Hours
4 10 to 15 Hours
5 12 to All Waking Hours
6 and after All Waking Hours

*if the lenses continue to be well-tolerated.

WARNING: BOSTON XO Contact Lenses are NOT
intended for overnight (extended) wear.
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APPOINTMENT SCHEDULE
Minimum number of hours lenses to be worn at time of appointment:

Your appointments are on:

Month Year Time

PATIENT/EYECARE PRACTITIONER INFORMATION:

Eyecare Practitioner Information

Practitioner Name:

Practice Name:

Practitioner Address:

Practitioner Phone Number:

Recommended Lens Care Regimen:

Cleaning Solution:

Conditioning Solution:

Rewetting Solution:

Weekly Enzymatic Cleaner:

IMPORTANT: In the event that you experience any difficulty wearing your lenses or you do not understand
the instructions given you, DO NOT WAIT for your next appointment. TELEPHONE YOUR EYECARE

PRACTITIONER IMMEDIATELY.

© Polymer Technology
1400 North Goodman Street
Rochester, NY 14603-0450
1-800-333-4730

® denotes registered trademarks of Potymer Technology.

Print Date: 02/00

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BOSTON XO Contact Lens Material

APPENDIX 4

MANUFACTURING FLOW DIAGRAM

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Manufacturing Flow Chart for Boston XO
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APPENDIX 4

MANUFACTURING INFORMATION

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

/&Y



510(K) Premarket Retaieapignressed under FOIA Request #2016-1776 Released ON 8/31/16
BOSTON XO Contact Lens Material

APPENDIX 4

MANUFACTURING INFORMATION

Below is a description of the basic operations, procedures, and controls used in
the routine manufacturing and packaging of the BOSTON XO (hexafocon A).
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BOSTON XO Contact Lens Material

Packaging Materials and Methods
Printing, packaging, and labeling are performed in accordance with documented

operating procedures, which are the same procedures utilized for previously
approved BOSTON materials. All accepted contact lens blanks are packaged in
polyethylene bags or plastic tubes or containers and corrugated cardboard
boxes for shipment.

The packaging components for the BOSTON ES (enflufocon A) contact lens
blanks and contact lenses are the same as those approved for other approved
BOSTON materials such as BOSTON ES (enflufocon A). BOSTON ES
(enflufocon A) was cleared on August 25, 1984 in 510(k) Premarket Notification
No. K980741. The packaging components includes the following:

polyethylene bags standard plastic contact lens cases
plastic tubes and caps package inserts

corrugated cardboard boxes patient care guide

fitting guide

9
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Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BOSTON XO Contact Lens Material

APPENDIX 5

LEACHABILITY STUDY
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Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Polymer Technology

DETERMINATION OF LEACHABLE D&C GREEN #6 DYE, D&C VIOLET #2
DYE., AND MHB UV BLOCKER FROM BOSTON XO

Purpose:

This test is designed to detect the presence of leachable D&C Green #6 dye, D&C
Violet #2 dye, and MHB UV blocker in lenses manufactured from Boston XO material.

Experimental:
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Conclusions:

The summarized results are presented in Tables 1 and 2. No significant amounts
of D&C Green #6 Dye, D&C Violet #2 Dye, or MHB UV blocker were found to be
extracted into the saline over a two week period.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 1: Calibration Curve for D&C Green #6 Dye

DAL Green #6 Dye Calibration Curve

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 2: Calibration Curve for D&C Violet #2 Dye

D&C Violet #2 Dye Calibation Curve

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Figure 3: Calibration Curve for MHB UV Blocker

MHB UV Blocker Calibration Curve

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Table 1. Ice Blue Tinted Boston XO: D&C Green Dye #6 and MHB Leachability

Table 2. Violet Tinted Boston XO: D&C Violet Dye #2 and MHB Leachability

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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BOSTON XO Contact Lens Material

APPENDIX 6

LENS CYCLING STUDY

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Polymer Technology

LENS CYCLING STUDY OF BOSTON XO

Purpose:

This test was designed to evaluate the dimensional and optical stability of BOSTON XO
contact lenses after extended routine handling.

Experimental:

Boston XQ.Gyching VSR corHOCEDID At CDRH-FOISTATUS @fda.hhs.gov o 301-796-8118
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SUMMARY

Conclusion

Based on the data presented, the sponsor concludes that the Quantum I RGP Contact Lens is safe and
efficacious when used on a daily wear basis.

2/9
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l. INTRODUCTION
A, Purpose

The purpose of this 3-month study was to evaluate the safety and efficacy of the Quantum Il Rigid Gas
Permeable (RGP) contact lens when wom by myopic and hyperopic phakic contact lens wearers on a daily
wear basis. The study started in March, 1993 and concluded in May, 1994,

8. Methods

C. Safety and Efficacy Measures

Safety:

Adverse Events Symptoms/Complaints
Positive Slit Lamp Findings Keratometry Changes
Efficacy

Refractive Changes Lens Deposits

Lens Visual Acuity Lens Wettability

Lens VA Line Changes

. MAJOR STUDY CHARACTERISTICS
EDA
Device Cleared
Quantum |l Rigid Gas Permeable (RGP) Contact Lens (Test) No

Lens Characteristics:

This study allowed for the use of Quantum | RGP contact lenses with the following parameters:

Study Characteristics:

1. Ouration:

2. Number of Investigators:
3 Number Enrolled:

4 Number Completed:
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lil. PATIENT GROUPS

A.

B. Reasons for Discontinuation

3V
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V.

VL.
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FOLLOW-UP VISIT SCHEDULE

Foliow-up visits were required at 1 week, 2 weeks, 1 month, 2 months and 3 months after the Dispensing Visit. If a
patient missed two scheduled follow-up visits, they were discontinued from the study.

A,

Scheduled Follow-Up Visits

Table V-1, which follows, indicates the number of potential eye visits, paperwork not received, missed visits,
actual visits and-the missed visit rate for all Completed Eyes. Refer to Tables 4.A and 4.8, in Appendix A,
for detailed analysis of initial and scheduled follow-up visits for Completed and Discontinued Eyes,
respectively.

Table IV-1
Visit Analysis — Scheduled Follow-Up Visits
for Completed Eyes

Completed Eves
Potential Eye Visits 612
Paperwork Not Received . 8
Missed Visits 16
Actual Visits 588
Missed Visit Rate 2.60%

Unscheduled Follow-up Visits

There were 10 unscheduled follow-up visits reported during the study. However, no data was coilected
conceming the reasons for the visits.

STUDY POPULATION AND DESCRIPTIVE DATA

Patient recruitment was open to myopic and hyperopic phakic eyes requiring lens powers from +10.00D to -20.00D.
Table 5, in Appendix A, indicates that the ages of the 57 Enrolied Dispensed Patients ranged from 19 to 55, with a
mean age of 36.4. There were 34 females and 23 males, with a ratio of 1.48 females to every male.

SAFETY DATA
A. Adverse Events

There were no adverse events reported during the study.

Slit Lamp Findings

Table VI-1, which follows, presents a summary of slit lamp findings for Completed Eyes. Refer to Tables 6.A
and 6.B, in Appendix A, for detailed slit lamp findings by visit for Completed and Discontinued Eyes
(respectively) at scheduled and unscheduled follow-up visits.

35
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C. Study Related Symptoms/Complaints
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D. Keratometry Changes

Unscheduled Lens Replacements

Vil. EFFICACY DATA

A. Refractive Changes

Tables 11.A and 11.B, in Appendix A, provide summaries of refractive changes, comparing baseline
refraction to final visit refraction, for Completed and Discontinued Eyes, respectively. All refractive changes
for Completed Eyes were 1 Diopter or less.

-

B. Visual Acuity Results
1. Distribution of Visual Acuities

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 1 7 8
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C. Daily Wearing Time

Table Vil-3, which follows, presents a summary of the average reported daily wear times. Refer to Tables
14.A and 14.B, in Appendix A, for detailed average daily wear times by visit for Completed and Discontinued
Patients (respectively) at scheduled and unscheduled visits. The average daily wearing time across all visits
ranged from 13.3 to 14.0 hours per day for Completed Patients.

Table Vii-3
Average Daily Wear Times for Completed Patients
at Scheduled and Unscheduled Follow-Up Visits (Pooled)

Avg. Daily Wear

Time (Hr.} # %

10t04.0 6 24
411t06.0 o] 0.0
6.1t08.0 12 43
8110100 19 76
101t0120 33 13.1
121t0 140 50 19.9
141t016.0 118 47.0
16110 18.0 13 52

2)7
173
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VIIl. DISCUSSION

IX. CONCLUSION

Based on the data presented, the sponsor concludes that the Quantum It RGP Contact Lens is safe and efficacious

when used on a daily wear basis.

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 . 1 8 1
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Table 1
Patient sStudy Status by
Investigator and Eye

Table 2
Patient Accountability and Status by Eye

Table 3
Reasons for Discontinuation by Visit
(Patients)
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Table 4 .A
Analysis of Initial and Scheduled Follow-Up Visits
for Coampleted Eyes

Table 4.B
Analysis of Initial and Scheduled Follow-Up Visits
for Discontinued Eyes
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Table §
Patient Demographics
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Table 6.A
$lit Lamp Findings by Visit
for Camplaeted Eyes
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Table 6. A Cont’'d
Slit Lamp Findings by Visit
for Completed Byes

227
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Table 6.8
31it Lamp Findings by Viait
for Discontinued Eyes
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Table 6.8 Cont’d
Slit Lamp Findings by Visit
for Discontinued Eyes

22
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Table 7.A
Lens Comfort by Visit
for Completed Eyes

23[)
gov or 301-796-8118 - 1 9 0




QUANTUM II RGP CONTACT LENS (STUDY #001) FINAL REPORT
Records processed under FOIA Request #2016-1776 Released ON 8/31/16

Table 7.B
Lens Comfort by Visit
for Discontinued Eyes
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Table 8.A
Symptoms/Complaints by Visit
for Completed Ryes
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Tapble B8.B
Symptoms/Complaints by Visit
for Discontinued Eyes
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Table 8.C
Details of Symptoms/Complaints
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Table $.A

Keratometry Change (Absolute Value) from Baseline
to Final Visit by Meridian

for Completed es
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Table 10.A
Reasons for Unscheduled Lens Replacements by Visit
for Completed Ryes
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Table 10.B
Reasons for Unscheduled Lens Replacements by Visit
for Discontinued Byes

Questions? Contact FDA/CDRH/OCE/DID At CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

2327
197



o -

QUANTUM Il RGP CONTACT LENS (STUDY #001) FINAL REPORT
Records processed under FOIA Request #2016-1776 Released ON 8/31/16

Table 10.C
Details of Unscheduled Lens Replacements Reported as Other
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Table 11.A
Refractive Changes (Absolute Value) from Baseline
to Final Visit
for Completed Eyes
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Table 12.A
Visual Acuity: Initial Spherocylindrical Refractive VA
and Lens VA at Initial and All Follow-Up Visits
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Table 12.B
Visual Acuity: Initial Spherocylindrical Refractive VA
and Lens VA at Initial and All Follow-Up Visits
for Discontinued Eyes
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Table 13.A
Visual Acuity Line Changes: Comparison of Initial and Pollow-Up Lens VA
T to Initial Spherocylindrical Refractive VA
for Completad Eyes
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Table 13.B
Visual Acuity Line Changes: Comparison of Initial and Follow-Up Lens VA
to Initial Spherocylindrical Refractive VA
for Discontinued Eyes
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Table 15.A
Type and Percent Coverage of Lens Deposits
for Completed Eyes
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Table 15.B
Type and Percent Coverage of Lens Deposits
for Discontinued Eves
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Table 16.A
Degree of Lens Deposits by Visit
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Table 17
Descriptive Statistics for Lens Wettability Reports
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BOSTON XO Contact Lens Material

APPENDIX 9

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS
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510(K) SUMMARY OF SAFETY AND EFFECTIVENESS
FOR
BOSTON XO
1. SUBMITTER INFORMATION:
Polymer Technology
Global Vision Care

1400 N. Goodman Street
Rochester, New York 14603-0450

2. CONTACT PERSON: Debra Ketchum
Manager, Regulatory Affairs
Address: 1400 North Goodman Street
P.O. Box 450

Rochester, New York 14603-0450
Telephone No.: (716) 338-8638
Fax No.: (716) 338-0702
E-mail Address: dketchum@bausch.com

3. DEVICE IDENTIFICATION:

Classification Name: Rigid Gas Permeable (hydrophobic) Contact
Lens Material

Proprietary Name: BOSTON XO (hexafocon A) Contact Lens
Material

Common Name: fluoro silicone acrylate rigid gas permeable

contact lens material

4, PREDICATE DEVICE:

BOSTON ES (enflufocon A) has been selected as the predicate device for
BOSTON XO (hexafocon A).

5. DESCRIPTION OF THE DEVICE:

The BOSTON XO Contact Lens Material, hexafocon A, is composed of
aliphatic fluoroitaconate siloxanyl methacrylate copolymer.

The color additives conform to 21 CFR part 74.3206. The hexafocon A
material has an oxygen permeability, DK of 100, a specific gravity of 1.26,
and the lens visible light transmittance of at least 70%. The hexafocon A
name has been adopted by the United States Adopted Names Council

(USAN).
| 5@209
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6. INDICATIONS FOR USE:

The BOSTON XO contact lens material is indicated for daily wear for the
correction of refractive ametropia (myopia, hyperopia, astigmatism and
presbyopia) in aphakic and not-aphakic persons with nondiseased eyes.
The lens may be disinfected using a chemical disinfection system only.

7. DESCRIPTION OF SAFETY AND SUBSTANTIAL EQUIVALENCE:

A series of preclinical testing were performed to demonstrate the safety
and effectiveness of the BOSTON XO contact lens material. The results
of all testing demonstrated that the safety and effectiveness of the
BOSTON XO is equivalent to the currently marketed BOSTON ES contact
lens material. A summary of these results from the preclinical studies is
presented below.

Toxicology:
In-Vitro Cytotoxicity:

USP Agar Diffusion Cytotoxicity was completed in accordance with USP
XXIl. The test article meets the requirements of the Agar Diffusion Test.

Acute Ocular Irritation:
Acute Ocular Irritation test was performed and produced no ocular

irritation.
Systemic Injection

The lens material meets the requirements of the Systemic Injection Test
and is considered non-toxic.

Shelf Life:

The BOSTON XO (hexafocon A) is a hydrophobic rigid gas permeable
contact lens material with <1% water content. This material will be
shipped dry. The data presented supports substantial equivalence of this
BOSTON XO (hexafocon A) contact lens material to the already marketed
BOSTON ES (enflufocon A) contact lens material. Based on the
Premarket Notification Guidance Document for Daily Wear Contact
Lenses, May 12, 1994, shelf-life studies are not required for clearance of
this material.

210
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Solution Compatibility:
Studies were conducted on blue tinted lens material with the ultraviolet

light absorber. Lenses were run through 30 cycles of cleaning and
conditioning to establish the compatibility of the lens material with the
recommended care regimen. The parameters of ultraviolet and visible
light (UV/vis) spectra, base curve, lens diameter, power and surface
quality were recorded prior to and upon completion of 30 cycles. Initial
and final data were compared. There were no significant changes to lens
parameters after 30 complete cycles.

Clinical Testin

Below is a summary of the clinical study carried out to evaluate the safety
and efficacy of the BOSTON XO (hexafocon A) contact lens material
when used as a daily wear contact lens for the correction of visual acuity.

A total of 128 eyes (64 patients) were entered into the study by 3
Investigators. Prior to entry into this study each patient was required to
read and sign a Statement of Informed Consent. All patients who signed
a Statement of Informed Consent are accounted for in this report. Of the
128 eyes (64 patients enrolled), 102 eyes (51 patients) completed the
study.

The safety and efficacy measures for this study were:

Safety: Adverse Events, Positive Slit Lamp Findings,
Symptoms/Complaints and Keratometry Changes

Efficacy: Refractive Changes, Lens Visual Acuity, Lens VA Line
Changes, Lens Deposits, and Lens Wettability.

The sponsor concludes that BOSTON XO (hexafocon A) contact lens
material is equivalent in safety and efficacy to the predicate device,
Boston ES (enflufocon A).

8. SUBSTANTIAL EQUIVALENCE

The BOSTON XO contact lens material is substantially equivalent to the
currently marketed BOSTON ES contact lens material, which was cleared
in 510(k) Premarket Notification No. K943177 on August 25, 1994. The
difference between the two devices is a change in the components.
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