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MAY 2 6 2000

510(k) Premarket Notification

BOSTON XO Contact Lens Material Ullb '7 SS


510(K) SUMMARY OF SAFETY AND EFFECTIVENESS


FOR


BOSTON XO


1.


2.


3.


4.


5.


SUBMITTER INFORMATION:


Polymer Technology

Global Vision Care

1400 N. Goodman Street

Rochester, New York 14603-0450


CONTACT PERSON:


Address


Telephone No.:

Fax No.:

E-mail Address


DEVICE IDENTIFICATION:


Debra Ketchum

Manager, Regulatory Affairs

1400 North Goodman Street

P.O. Box 450

Rochester, New York 14603-0450

(716) 338-8638

(716) 338-0702

dketchum@bausch.com


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


PREDICATE DEVICE:


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

BOSTON XO (hexafocon A).


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).
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;10(k) Premarket Notification

BOSTON XO Contact Lens 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 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.


Toxicolo4v:


In-Vitro Cytotoxicitx:

USP Agar Diffusion Cytotoxicity was completed in accordance with USP

XXII. 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.
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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 (UVlvis) 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. K943177 on August 25, 1994. The

difference between the two devices is a change in the components.


21 t

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

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



f l4nClt.


°4


x

s


ý`4


DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service


MAY 2 6 2000


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:


Food and Drug Administration

9200 Corporate Boulevard

Rockville MD 20850


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 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 preinarket 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.
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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.html".


Sincerely yours,


Nancy C. rogdon


Acting Director

Division of Ophthalmic and Ear,


Nose and Throat Devices

Office of Device Evaluation

Center for Devices and


Radiological Health
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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): k 000 
7'l`is/


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

510(k) Number A-ý 04 72-.5


/


APPX l .doc 

Oil
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service


MAY 2 6 2000


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: 11

Product Code: 86 HQD

Dated: March 10, 2000

Received: March 13, 2000


Dear Ms. Ketchum:


Food and Drug Administration

9200 Corporate Boulevard

Rockville MD 20850


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 11 (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.
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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.html".


Sincerely yours,


Nancy C. rogdon


Acting Director

Division of Ophthalmic and Ear,


Nose and Throat Devices

Office of Device Evaluation

Center for Devices and


Radiological Health
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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): k 000 
7!s/


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


i

(Division Sign-Off)

Division of Ophthalmic Devices


510(k) Number L'ý 40 7 ý_S


3

APPXl doc
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DEPARTMENT OF I-IlJALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration


Memorandum

From: Reviewer(s) - Names) ý�,--


Subject: 510(k) Number ((066 
75-S"'


To: The Record - It is my recommendation that the subject 510(k) Notification:


El Refused to accept.


ORequires additional information (other than refuse to accept).


RIs substantially equivalent to marketed devices.


LLiNOT substantially equivalent to marketed devices.


D-e Novo Classification Candidate? -.., ., EI YES NO

UOther (e.g., exempt by regulation, not a device, duplicate, etc.)


Is this device subject to Postmarket Surveillance? YES ý NO

Is this device subject to the Tracking Regulation? E] YES 10 NO

Was clinical data necessary to support the review of this 510(k)? W YES ONO

Is this a prescription device? W YES El NO


Was this 510(k) reviewed by a Third Party? DYES El NO


Special 510(k)? 1:1 YES NO

Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers DYES ® NO


This 510(k) contains:


Truthful and Accurate Statement 0 Requested ® Enclosed

(required for originals received 3-14-95 and after)


1ýfA 510(k) summary OR EIA 510(k) stateiuent


0 The required certification and summary for class III devices


R The indication for use form (required for originals received 1-1-9G and after)

Material of Biological Origin 0 YES aNO


The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):


No Confidentiality 0 Confidentiality for 90 days 0 Continued Confidentiality exceeding 90 days


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


$ 6 H Q c taA s i


Vcvicw:

(Branch


!`111,11 Review:

(Divisio Di


revised:si 1 71199


(branch Code)
 (fate)


(Date)
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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.).


"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION


K p a0 7C(.'


Reviewer: _. `e,&,�.c 14. 1;ýA.-11,,


Division/Branch: D dý 1 DSO


Device Name: 13 as ýrA ýhtaCG ýocý (s.c,ý- L.hs


Product To Which Compared (510(x) Number If Known): ýq$6ý yý


YES NO


1.
 Is Product A Device
 ./
 If
 NO
 = Stop


2.
 Is Device Subject To 510(k)?
 ./
 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?

t,-'


If
 YES
 = Go To 7


6.
 Could The New Characteristics Affect
 v,.
 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?
 If
 NO
 = Stop NE


10.
 Performance Data Available?
 If
 NO
 = Request


Data


11.
 Data Demonstrate Equivalence?
 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.


b
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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 is 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 biological

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


Explain why not a device:


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


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 is 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:
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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

equivalent to the predicate device.


ATTACH ADDITIONAL SUPPORTING INFORMATION
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Date: May 18, 2000


From: Eleanor M. Felton, HFZ-460


To: Record


Subject: BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens for Daily

Wear

Review of Amendment and Decision Memo

K000795


On May 17, 20001 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.
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Date: May 11, 2000


From: Eleanor M. Felton, HFZ-460


To: Record


Subject: BOSTON XO (hexafocon A) Rigid Gas Permeable Contact Lens for Daily

Wear

Review 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.


J'0
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Food and Dwfl Administration
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Dlnvestigate D File


Division Directors Office -301 594-2205


Diagnostic and Surgical Devices Branch 301 594-2018

Vitreoretinal and Extraocular Devices Branch 301 594-1744


Intraocular and Corneal Implants Branch 301 594-2053


Mail Code: HFZ 460


THIS DOCUMENT IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED


AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL AND PROTECTED


FROM DISCLOSURE UNDER APPLICABLE LAW. If you are not the addressee, or a person authorized


to deliver the document to the addressee, you are hereby notified that any review, disclosure


dissemination, copying, or other action based on the content of this communication is not

authorized. If you have received this document in error, please immediately notify us by telephone

and return it to us at the above address by mail. Thank you.


Please advise if transmission is illegible
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Date: April 17, 2000


From: Eleanor M. Felton, HFZ-460


To: Record


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

K000795

Memo of Telephone Conversation


On April 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:


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

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).


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 tonic).


I,??

(b)(4)
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FROM: Daniel W. C. Brown, Ph.D., Ophthalmic 
Toxicologist 

J


w


K000795 Boston XO Contact Lens Material


TOXICOLOGICAL REVIEW and RECOMMENDATION


CYTOTOXICITY


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


ACUTE SYSTEMIC TOXICITY


Result: Non-toxic.


PRIMARY OCULAR IRRITATION


i4

(b)(4)

(b)(4)

(b)(4)
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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.


IS
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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.


rýýýýouu


Tn M. Chen, Ph.D.


n

(b)(4)
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(b)(4) Schematic drawing
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(b)(4) Schematic drawing
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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, 

Component
 Weight %
 Mole %
 Function


Comment: Satisfactory


2. Manufacturing information, 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,   

Care regimen tested:    
     

(b)(4)

(b)(4)

(b)(4)

(b)(4)

(
b
)
(
4
)

(b)(4)
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Results: P61-124

The parameters were not significantly changed after 30 cycles.


Comment: Satisfactory


4. Physicochemical properties comparison, 

Physicochemical 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 recommended from a


manufacturing/chemistry perspective.


-r-ý.., . cc, ý-/

N Chen, Ph.D.
A IN

(b)(4)

(b)(4)
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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, tonic, 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 II

(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


zý
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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

(b)(4)
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'"Other is not explained or specified.


Discontinued Patients


(b)(4)
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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:


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

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).


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. aspheri bifocal, and toric).


Concur :i L(. / Cý 4
livýG'ýI w iY ate:


7ý

(b)(4)
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Screening Checklist

For all Premarket Notification 510(k) Submissions


Device Name: gas>ý.�, A-D 1ýt^c4.(.,u.. A- P ý.ý.ý
 Koeo?ý5

Submitter (Company):


A
 T

B
 R


S B
 A

R
 D


E E
 I

C V
 T


Items which should be included
 I I
 I


(circle missing & needed information)

A


L T

O

N
 r IF ITEM


E
 A
 IS

D
 L
 NEEDED


YES
 NO YES
 NO
 YES NO
 AND IS


1. Cover Letter clearly identifies Submission as:
 MISSING

"


a) "Special 510(k): Device Modification


b) "Abbreviated 
510(k)"


c) Traditiona1510(k)
 z3 
2ý5°"


To#2

4,5


2. GENERAL INFORMATION: REQUIRED IN ALL 510(K) SUBMISSIONS 
r IF ITEM IS


NEEDED

Financial Certification or Disclosure Statement for 510(k)s with a NA YES NO

Clinical Study 807.87(i) 4-1


SPECIALS
 ABBREVIATED TRADITIONAL
 AND IS


YES
 NO
 YES NO YES
 NO
 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 classification request; see coordinator

c) identification of legally marketed equivalent device
 NA


d) compliance with Section 514 - performance standards
 NA

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 III Certification & Summary (FOR ALL CLASS Ill DEVICES)

j) Description of device (or modification) including diagrams,


engineering drawings, photographs, service manuals


k) Proposed Labeling:

i package labeling user info

ii statement of intended use

iii advertisements or promotional materials

i MRI compatibility if claimed
 '>


I) Comparison Information (similarities and differences) to named

I


legally marketed equivalent device (table preferred) should include:

.


i Labelin
 .x

ii intended use

iii h sical characteristics

iv anatomical sites of use

v performance bench animal clinical testing
 NA

vi safe characteristics
 NA '1


m If kit kit certification
 '"ý; 3, �;;3
,

3. "SPECIALS" - ONLY FOR MODIFICATIONS TO MANUFACTURER'S OWN CLASS 11 , III OR RESERVED CLASS
I DEVICE

a) Name & 510(k) number of legally marketed


(unmodified) predicate device
 _
ý

b) STATEMENT -INTENDED USE AND INDICATIONS FOR
 ' ¬
 ` 

If no - STOP not a special
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USE OF MODIFIED DEVICE AS DESCRIBED IN ITS

LABELING HAVE NOT CHANGED*


c) STATEMENT - FUNDAMENTAL SCIENTIFIC
 ' If no - SOP not a special


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


ii) 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 controls.

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.


"i IF ITEM


IS

SPECIALS ABBREVIATED TRADITIONAL 

NEEDED
F- 
AND IS


YES NO YES NO YES NO MISSING


4. ABBREVIATED 510(K): SPECIAL CONTROLSICONFORMANCE 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 foam 102 (rev. 04/13/98 4:19 PM) 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 Des
ign Controls)

a) Biocompatibility data for all patient-contacting materials,


OR certification of identical material/formulation:

i component & material

ii identify patient-contacting materials

iii biocom atibili of final sterilized product


b) Sterilization and expiration dating information:

0 sterilization method

ii SAL

iii packaging

iv s eci ro en free

v ETO residues

vi radiation dose


c) Software validation & verification:

0 hazard analysis

ii level of concern

iii 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 before acceptance o he document.


Passed Screening / Yes No Reviewer:

Date: 31 [ I o-,) Concurrence by Review Branch:


f
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Internal Administrative Form


YES NO

1. Did the firm request expedited review?
 r

2. Did we grant expedited review?

3. Have you verified that the Document is labeled Class III for GMP


purposes?

4. If, not, has POS been notified?

5. Is the product a device?
 ,ý.

6. Is the device exempt from 510(k) by regulation or policy?

7. Is the device subject to review by CDRH?

8. Are you aware that this device has been the subject of a previous NSE
 ý,.


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. If, yes, consult the ODE Integrity Officer.

12. Has the ODE Integrity Officer given permission to proceed with the


review? (Blue Book Memo #191-2 and Federal Register 90N0332,

September 10, 1991.


A
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MAY-17-2000 07:37 REGULATORY AFFA I RS


TELEFAX

Vision Care Regulatory Affairs

1400 North Goodman Street


Rochester, NY 14609


Tel: 001-716-338-8638


Fax: 001-716-338..0702


716 338 0702 P.01/28


POLYMER TECHNOLOGY


To: Eleanor Felton


Fax: 301 480 4201


From: Debra Ketchum


Date: 5/17/00


Pages including this

cover page: 31


Dear Eleanor,


Attached is 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".


a. 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. "#1 Doctor Recommended RGP Material" has been removed from the flat pack card.


Should you have any questions, please contact me.


Sincerely,

ý0.


Debra Ketchurn

Manager, Regulatory Affairs
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PROFESSIONAL

FITTING AND


INFORMATION

GUIDE


BosTOIT, xo

(Mexafocon A)


Spherical ,& A spher ical Contact

Lenses for lllyopia &, Hypetopia,


Bdocal;NtrItifocal Conaact Lanses tot

Presbyoprla and Tonic Lenses


to Correct Asti9rn,7trsnr in

Not apriahic arid Aphahic Persons


CAUTION:

Fcrlarat Lavr Prohibits Dispensing


Without a Prescription
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MAY-17-12-000 07:1=I7 - _ý-j _i-cT iýFFiý:tý _ -._ý 0ý02 P.0 21=


TAB" OF COHTOM


Introduction

Product Description - BOSTDN® k0

Lens Parameters Available -BOSTON®XO

Actions

indications

Contralndlcations- Warnings, Precautions,


and Adverse Reactions

Selection of Patients


Fitting Procedure Outline


Pre-Fitting Examination

Initial Lens Diameter Selection

Initial Lens ease curve selection

initial Lens Evaluation

Initial Lens Power Selection

Initial Lens Center Thickness Selection

Remaining Lens Paramemr Selection


Follow-up care

in-Office care of Trial Lenses

Recommended Initial Wearing Schedule

Clinical Assessment


Criteria of a Well-fittpd Lens

Opdmi7Jng Fltbng Characteristics

Problem Solving


Blfncal/Multifocal Fitting Procedure

MonovWon Fitting Guidelines

Patient Lens Care Directions

Care for a Sticking (Non-Moving) Lens

laboratory tens Cleaner

in-Office Lens Modifications

Removal of Surface Deposits


Reporting of Adverse Reactions

How supplied


PRODUCT D65CRIPTION - BOSTON XD


The BOSTON XO Contact Lens material. hexafocon Ar

Is composed of aliphatic slloxanvl


fluoromethacay-latE copolymer with an ultraviolet absorber. The

tinted lenses contain the following color additives;


cow COW Adze

Ice Blue D & C Green No. 6


Violet D & C Violet No. 2


The BOSTON x0 Contact lenses are a hemispheri:2l

shell of the following dimensions,


Sohericiall Lam Dodo

Polder Range -20.00D to +20.001)


In 0.251) Increments

Diameter 7.0 mm to 11.5 mm

Base Curve Range 5,00 mm to 9.m mm


in.01 mm Increments


Aqýlhs'iW Lam Desbm

(Some of these *eslgns are panted;


manufacture of rllega (enSes fn lion xo

olexafecw AJ materials are aucnortzed to


Ncensed tabs only)

Power Range -20.MD to +20.001)


in 0.25D Increments

Diameter 7.d mm to 11.5 mm

Base Curve Range 6.00 mm m 9_20 mm


In 0.01 cram Increments


BIIFOa1IIIrIW1131Fad Lam oesil>m

Come of ON= designs am paC6nteq.


manufadtue of these tenses In aaton )N

mexaAooan AJ materials are autnpr9w to


xcensed labs orWl

Power Range -20.001) to +20.ODp


in 0250 Increments

Diameter 8.5 mm to 11.5 mm

Base Curve Range 6.30 mm to 9.50 mm


In ti.oi mm Increments

Segment Heights -2.00 MM to +1.00 MM


In 0.5 mm increments

ACd Powers +1.oDD to +3.751)


in 0.51) Increnmnts

Prism Ballast 0.5 to 3.5 Prism diopmrs


in 0511) Incements


Tort Lam OMNM

Power Range -20.000 to +20.(00


In 0_251) inqornents

Diameter 7.0 mm to 11.5 mm

Base Curve Range 6.817 MM to 9.50 mm


In 0.01 MM Increments

ToricAty UP to 9.00 DiopMM _j


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.

Tire opdd I P ii; ý of fife liý aR

specific Gravity 1.27

Refractive Index 1.415


LIB 
nice (640 ram) 4.6 Ice Blue


5.5 Violet

Light Transmfttance' 92%

Average %T (400-a0Dnm1


surface Character Hydrophobic

Wetting Angle 49'


Water Content <1%

Oxygen Permeability 

140' (100'"1

tic 10^, (cm° a, . aryl/(cm' - sec . mmHg) ® 35' Cl


"Polarographic methoQ 1150/FetrJ


2 1 3
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BOSTDN' XO


° 
Comes


m


m

0

aye so w wr r ým r


ý9ý hwl

BmM 7m - 0.07 mm thick B05M Xo (Ice Bluer

COMA - Human cornea from a 2a-year-old


per-son as described In Lamxan, 5.. Radiant n=v and

the Eve. MacrAillan, New York 1 9W, p. 5a.

CtYSTALIOE L&16 - Human crystalline lens from

a 25-yeor-old person as desoibed in Waxier. M..

Hitu#tins, V.M.. Qat(cal ellatfon and V t at H®I

CRC Press, coo Raton. I, 19136, p. 79, figure 5


The ePFectiveness of wearing uV-absorbing contact

lenses in preventing or reducing the Incidence of

ocular disorders associated with exposure m UV

light has not been established at this


time-_wAFSOM


UV-absorbing contact lenses are Wff substitutes

for protective W-absorbing eyewwr such as


UV-absorbing goggles or sung. Persons should

continue to use their protective tlV-absorbing

eyewear as directed.


BOSTON XO Contact tenses when placed on the

cornea act as a refracting medium to focus light

rays on the retina.


BOSTON x0 Contact Lenses are Indicated for laity

weerfor the mITection of refractive arnetropia

(myopia. hYDerOoa, astigmatism and presbyopia) in

aphakk and not aph*c persons with non-disease

eves.1hese Wsses may be dlslrfedod using a

chemical disinfecting system only.


11M WEAMW Wr 1t) UUD


DO NOT USE BOSTON XO Contact Lenses when am

of the following mndilons exist

" Acute or subaarte Inflammation or Infection of


the anterior Chamber of the eve

" Any eye disease. iroury. or abnormality that


affects the cornea. coNunctiva, or eyelids

" severe Insufficiency of lacrlmal seantlon (dry


eyes)

" comeai hYDoesthesla (reduced corneal sensitivity),


If not aphaklc

" Any systemic deem that may, affect the eve or


be a rag9ef d by ng contact lenses

" Allergic reactions of ocular stIfacos or adnexa


that may be Induced or exaggerated by wearing

oonaa 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

Lenses


" Any active corneal Infection lbaciterial, fungal. or viral)

" Red or irritated eyes


WARNM


Patients should be advised of the following warnings

pertaining to contact lard wear:

" Problems with contact lenses and lens care


prod-ucts could result In safoS k*sy to the eye. it

Is essential that patients follow rhelr eyeare

practitioner's direýons and all labeling


Instruc-tions for proper use of lenses and lens care

prod-ucts, Including the lens case. Eye problems.


including wmeal ulcers, ran develop rapidly and

lead to logy of viaioK


" O* wear lens are M indicated for overnight

wear. and Paclen should be Inaructiad not to wear

lenses wide sleeping. Cllrrd --:h idles have shown

that the risk of serious adverse rexiors is Ircrissed

when daffy wear leers aria worn meright


" studies have shown that contact lens wearers

who are smokers have a higher Incidence of

adverse reactions than


nonsmokers-" f a patient experiences eye discomfort, excessive

tearing. vision changes, or redness of the eye,

the patient should be lnscrucW to fnedbOh

rerrwe MM and promptly co, ttact his or her.

eyec^are practitioner.


PraýL' MWM SM70N XO Contact Lenses

are not sterile when shipped from the

Autilorize0 BOSTON Manufacturer. Prior to


dis-pensing. dean and disinýed the lerrsiew

accorc-Ing to the appropriate fens care regimen-


- Patients may egeiem a reduction In uMbity while

wearing these lels$ In mnddons of low


flhxrina-6on for the following color and otter thidcnM:


Ire Blue a0.65 mm

Violet X0.65 mm


Special Precautions for Eyecare Practitioners:

" Due to the small number of Patients enrolled In


dlniral kwestrgadon of lenses, all reilractlve

pow-ers. design configurations, or lens parameters


available In the lens material are not evaluated in

significant numbms. Consequently, when


select-ing an appropriate lens design and parameters,

the eyecare practitioner should consider all char.

acberlstla of the lens that tan affect lens


petfor-manoe and oaUar health, Including oxygen per.

meablNty. wettabidty. central and Peripheral thick

new, and optic zone diameter.


" The potential Impact of these Ncmrs on the

patient's ocular health should be carefully

weighed against the patients need for refraalve

correction: therefore, the continuing 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 correct

prLs-byopia may not abtleve the best cvrrecteýd 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

BOSTONs XO Contact Lenses until the


determina-tion Is made that the eve has healed aompletsqy.


Before leaving the eyecare practitioners office.

the patient should be able to properly remove

lenses or should have someone else avaWe who

on remove the lenses for him or her. 

19
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" Eyecare practitioners should instruct the patient

to remove the lenses Immediately if the eye

becomes red or Irritated.


" The Dresence 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


PROCE-DURE far detailed VIStructions.)


Evemre practitioners should carefully instruct

patients about the following ore regimen and

safety precautions:


" Different solutions often cannot be used

together, and not all solutions are safe for use

with all lemes. Use only recommended solutions.

- Do not heat the conditioning/storage soiuUon


and lenses. Keep them away from extreme heat

- Aherays use 111eM lard 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 Ithermal) care system can warp

the 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 obw than the

recommended solutions for lubricating or

wetting lenses.


- euways keep the lenses aompletruy immersed in

the reaomrnended storage solution when the

lenses are not being warn (stored). If dry


stor-age is desired to stue the lenses for a longer

period of time. they must first be cleaned,

rinsed witch water and careFtlty dried by blotting

with a soft lint-free tissue prior to being placed

in a clean. dry lem storage case, Ideally. theme

knss should la; d®ned and dtsirifected prior to

Insertion.


- if the lens sticks (stops mowing) on the eye. foi.

low the recommended directions on care fur a

sticking Lens. The lens should move frviely 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 eVerare practitioner.


- Always wash and rinse hands before handling

lees Do not get cosmetics, IdJons, soaps.

creams, deodorants, a sprays In toe eyes or on

the lenses. It Is best to put on lapses before putting

on makeup. water-based aosrnedcs are less llketv

m damage lenses than oil -lýsed products.


- Do not touch contact lenses with the fingers or

hands If the hands are not free of foreign rnaterl.

ails. as microscopic scatx#Ies on tile lenses may

occur, causing distorted vlslon and/or Inlury to

the eye.


" Carefully follow the handling, Insertion, removal,

cleaning, dlslnfecting, storing and wearing

InstriCtions in the Patient Instructions for

BOSTON XO Contact Lenses and those instructions

provided by tile eyecare practitioner.


- Never wear lenses beyond the period

recom-mended by the eVec-are pracdtloner.


" 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 gently and avoid dropping

them on hard surfaces.


" Avoid all harmful or Irritating vapors and fumes

whlie wearing lenses.


" Ask the eyecare praczldoner 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


lenses from the lens case unless spedflcally indl,

ated for that use. To remove the lens from the

race, pour the solution containing the lens Into

the palm of your hand.


" Do not touch the lens with flngernalls.


" Always mntact the evecare practitioner before

using any medicine In the gym.


" 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.


" Its with any contact lens, follow-up vislt3 are

necessary to assure the continuing health of the

padenrs eyes, The patient should be Instructed

as in a recommended follow-up schedule.


ADVIM OFFEC15


The patient should be Informed that the following

problems may occur:

" Comfort is less than when lens was first placed


an the eye


" Feeling of something in the eye such as a foreign

body, scratched area


" Fxcessive watering (tearing) of the eyes


W the patient riodrps any of the above symptoms,

he a she should be Instructed to:


faro" WWW


1F the aiscorrifort or problems stops, then

closely inspect the lens. If the lens is in any

way damaged, do not put the tens back on the

eye. Place the lens in the storage case and

contact the eyecare practitioner.


It the lens has dirt, an eyelash, or other foreign

body on it, or me problem stops and the lens

appears undamaged, tile patient should


thor-oughly clean, rinse. and disirlfecl: the lenses;

then reinsert them. After relnserbon, If the

problem continues. the patient should


Imme-aiaoely remove me lenses and consult the eye

rare p2ctrtloner_


The paaent 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 acu0.y)

" 8lurrea vision, rainbows, or halos around


aDiects

" sensitivity to light (photophobla)

" Dry eyes


If the patient notices any of the above

sVmp-tons, he or she snoultil be Instructed to:


when any of the above problems occur, a

sort-GUS condition such as Infieetlon, corneal ulcer,


neovascularlzataon, or Irltis may be present.

line patient should be Instructed to keep the

lens off the eye and seek Immediate


protes-slonal Identification of the problem and

prompt treatment 1D avoid serious eye damage.
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SELECTION OF VATS

eOSTON® XO Contact lenses are rlgld gas


perme-able lenses for the daily Wear patient who may

require the correction of visual acuity for myopia,

hyperopla. astigmatism or prespyopla. BOSTON x0

lenses are suitable for patents who have never

worn contact lenses, for current PMMA wearers,

for patients wanting to upgrade their current rlgld

gas permeable lenses, as well as for some patients

who have been unsucxessful with soft contact

lenses.


FITTING PROMIJRE OUTLIE


1. Pre-Flttlng Examination

2- Initial Lens Diameter Selection

3. Initial Lens Base Curve Selection

4. Initial Lens Evaluation

5. Initial Lens Power Selection

6, Initial Lens Center Thickness 5eiecdon

7. Remaining Lens Parameter Suction

e. Follow-Up Care

RTT1111111111C PROCURE

1- P1effllbg ®ralMdrwtýe


A pre-Mng patient history and examination are

necessary to:

" detwmlne 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 measurement's for Initial contact

lens paraRt" soon,


" aAect and record baseline clinical Information

to which post-fitting sramirratian results can

be compared,


A pre-fitting exarnkatioh should lflclUde distance

and reading rdracwn, ketatornetry and silt

lamp evaluation to rule out arw cantr&dkadom

to contact Inns wear. Careful assessment of the

cornea, lists- mrgunctlva and prammeal tear film

estahlishes a baseline against which the


practition-er ran compare any dyarrges resulf hz,m

mn-taact km wear.


Z 
Irr- - 

Lens paw eerediola


For minus lenses, an Initial lens diameter of

9.6 mm Is recommended. For plus lem"s, an

initial ions dbmecer of 9.2 corn is recommended. it

Is Important that the optical torte of the lerss


cov-ers tile pupil adequately, even in dim Illumination.


3101 Lelrs am 09rWA milts Saierýion


The Initial base curve radius selection Is primariN

a function of the lens diameter selected and the

amount of mmeal astigmatism present


step tine

Measure central corneal turvadxe and identify

the Rat K (lowest dioprric


powed-Exampfe-K = 42.75/44.75 p 90 Flat K = 42,75D (7.9ornml

The ̀ flat K" is used as a reFerence point from

which the Base Curve Radius is chosen.


SfAp ha

Calculate the corneal astigmatism (difference

between the flat arid steep K).


In Tn(s Wmple:

K=42.75/44.75 ® 90 Corneal AsdgmatJhrn


--2.OOD


sum

Calculate the Base Curve Radius by referring to

the Corneal Astigmatism Factor Chart for a given

lens diameter.

Example.- K = 42.75/44.75 ® go Rat K = 7.90 corn

" Corneal Astigmatism a 2.00D


" Lens Diameter = 9.6 mm

" Initial Base Curve:


Flat K 42.75D 7.90 mm

* Coffmal AAgmatism FKmr 0.25D tea,., PA K

= Initial Base Curve 42.50D

Base Curve Radius 42,50D = 7.94 rnrn


d NM LO1! MMA0n

0. LAW Pod" isO


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. IdeaNy. the upper edge of the

lens shou<d be located at or near the superior

limbus and remain covered during each blink.

A central lens positioning Is aomptable but

mqukm the lens periphery to be deslgned with

minimal edge lift and edge contours that are

rolled slightly Inward to reduce blink-raiated

sensation. Inferior lens positioning, which


inter-feres with normal b Inking and promotes lens

binding and 3-9 staining, should be avoided.

Note for fitting the hyperopic eye:

Single-cut plus Wrsses tend to position low. If the

IrrtefW decentration Is modest this design may

be preferable, especially for smaller ors. In

many casya, lendrular-designed plus lenses Offer

betbsr centration and more predictable 
blink-Induced lens movement special attention must

be drecd to the edge design of Ints alpebral

lentiaukar lenses to Insure that they provide


min-irrol lid sensation by teeing well-tapered and

rolled slightly Inward.


R I1111Id'1111SCIM MUM
 1

Tvplcal)y. the f(uorescein Pattern of tire final lens

should stow some mild aplcaf bring ("f®ther

touch) or alignment and the absence of


periph-oral bearing oar more than 1 Bo, of its

cirwm-ference. Exaesse apical pooling or b®rlng


should be avoided. A moderate edge Oft Is

nec-essary to permit the edge of the lens to slide


over tile corneal surface with mlrirmal resistance.

-Rye presence of the W-absorber In f 9oS(ONm

XO (herafopvn Al contact tenses may require

equipment enhanoernent to vlsLrlaNze fiuoresaain

pOM116 adequat*. A simple, Inexpensive

approach is the u9e of an auxiliary yellow Kodak

Wratten (i12 fitter In conkurxtion with the oobait

blue filter of the blornirsosaope.


ýýAPPOCObin 
gfd1 0 0


1. All custnrnary W Intensftles and Filter

settings (Cobalt Blue) are left In platy,


2. The Kodak Wratten Filter 1112" (yellow) Is

seared on the patient side of the silt lamp

microscope with a small piece of adhesive

tape.


8txVM lMW A7 tllMMMMVI:

1. Replace blue bulbs with ordinary white bulbs.

2. Place Kodak Wramen Niter #47' (blue) over


white bulb area,

3. Place Kodak Wratten Rlter (t12 (Yellowl over


patient side of viewing lens. 

3 
q
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4. Use system in usual manner.


WpmrWlt Nato Use of the Wmtten filters

will also enhance the view of non-UV rigid

lenses and corneal ftuorasoein evaluation


-Wratten #12 and #47 filters are available from

Authorized BOSTON Manufacturers In the

following kits; #7503 Sit Lamp Filter Klt, 17502

Burton Lamp Modification Kit.


rL Irteal WM POWW 814eedýon


A- 
Bs' ' 1 FIUWQ


step am

Follow the steps for INITIAL LENS DIAMETER and

BASE CURVE RADIUS SELECTION.


SM TV=

Employ the rules of SAM (steeper add mlnusl or

FAP (tlattw add plus) to determine lens power


Example:

Spectacle Rx: -3.0o-1.50 a 180

K Readings: a2-75/44.75 ® go


Flat K = 42.75D (7 90mm)


Corneal Astigmatism; = 2.00D

Lens Diameter = 9.6mm


Eý Ilniml Lens Co.balThidaless selection

For best clinical results, the evecare practitioner

should always specify center thickness as pan:

of the complete prescription. The stability and

flexural r2sIsmnCe of BOSTDNs X0 gtamfocon A)

permit the use of a wide range of center


thicic-nesses and designs.


For eyes With less than 1.25 diopters of corneal

tnridty consider the following standard thickness

table:


Initial Base Curve:

Flat K - 42.75D 7.90 mm In uses where mmeal toricty Is 1.50 dlopter or

+ CorneWAsdgmadsm Factor 0,25D ýý r great. consider adding o-01 mm of thickness per

= Initial Base curve 42.50D dloptar of cyAnder to tine center thldtress table to

Base curve Radius 42.50D = 7.94 mm


Shoe the base curve (s 0.250 flatter than K,

ernnlov tine FAP prlndpie to determine contact

lens power,


Base Curve: 42.500 *-s roils uR, nmt

Sph power of spec Rx: -3.ODD


SAP adjustment 41+0-25D)

Lens Power -2.7SD

The lens in this trample would be ordered as:


Base curve: 42.50D

Power: -2.750

DlarnetEr: 9.6mrn


B T11W "Ittill!
1p


Perform a spherical refiacdon over the

best-fitting trial lens,


If the spherical power of the over-refraction is

greater than 4.75D, mrred for the vartac distance.


E"mple: -5-WD at 12 mm=-4.750 at the cornea

Z.ty7D at 12 mm=.5,37D at tile cornea


stSeP ý

combine the spherical over-refraction (corrected

for vertex distance If appropriate) with the power

of the trial leas to obtain the f1nal contact lens

power ordered.


aample: Trial lens -3.00D

over-refraction (+)+1.000


Power to older -2.o0D


7. Renrd"nirq L9tW ft-ntsM !elemm


The frtal prescription should be provided to the

Authorized BOSTON Manufacturer In a format

which Includes:


" base curve " center thickness

" diameter " optic zone

" power " palpheraj curves


By specifying the complete design, practitioner

sucmess and patent satisfaction are Increased. The

following suggested designs have proven


sua2sss-ful In dinirai testing. raW Aillghadmg MOST"

1ftWAW*AWM" goo~ due

PUN Mh low a .0


SCwr mmatrang lleem

parameters: o0cal cone e

pWpn"l reogel


oWgn-aa - 82 WR

opft fhb


Ins&uct rrlanLd1jcWrer to blend

to fnlsfied size


!W t

22mn 1111A - DS MM


Perbhm hiss laahdraf tý

cane l ac


wldW 03 corn o3 mm W1M o.3 mm o.3 mm


0.8 mm 2.3 mm 0t1rr 1.2 mm 2.0 mm

'Aýero'urfaG 'Rattýtnan6,t


8 Felowa1P 13M


a. Follow-up examinations are necessary to

ensure continued suocpssfui contact lens

wear. From the day of dispensing, a


oonven-tionai follow-up schedule for daily wear should

be maintained.


b, Prior to a follow-up examination, the contact

lenses should the worn for at least 2


cnntlnu-ous hours and the patient should be 

asked
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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 closely for surface


deposi-tion and/or damage,


d, after the lens rem", conduct a thorough

biornicroscmpy examination.


11 The presence of veMml corneal striae in the

posterior central cornea and/or corneal

neovdscularizadon is indicative of excessive

corneal edema,


21 The presence of domeal staining and/or

timbal-cnNuncxivral hyperemia can be


Indica-tive of an unclean lens. a reaction to

solu-tion preservatives. excessive lens wear,


and/or a poorly fitting lens.


PapHlaty mdunctival changes may be

Indra-tlve of an unclean and/or damaged lens.


!f any of the above observations are Judged

abnormal. various professional judgmenft are

necossary ho alleviate the problem and restore

the eye to optimal conditions. If the CRITERIA of

A WELL-FITTED LENS are not satiIled during any

follow-up emmiretlon, the patient should be


re-fitted with a more aDpropiate lens.


INMMI CAIN OF TEM ILEMM


Eysare praa9doners should educate oxnract lens

technicians mnoerning proper cam of trial lenses.


Prior to reusing In a diagnostic procedure or

before dispensing to a patient, lenses should be

surface de-aned and disinfected.


Pr=dtionw Mots The WSTON" x0 Contact

Lenses are not sterile when shlppw from the

Authorized BOSTON Manufacturer. Prior m


dis-pensing, dean and dislrdiect tile lenscessl

accord-ing to the appropriaw lens care regimen.


V 1 MWrM SCHEDULE

Although many practitmners have developed their

own initial wearing schedules, the following

sequence Is reaornmended as a gui4silne. Patients

should be cautioned to c3r&dly follow the wearing

schedule recommended by the eyevre


practtrion-er regardless of how comfortable the lenses feel.

BOSTON x0 Contact lenses are Indlcared for daW

Wow. Toe emfsalt suggested wearing time for

these lenses Is:


DAY TM (Marmsr

1 d 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 ilk Waking Hours

*if the lenses continue m be well-tolerated


t01lNICAL ASSMUMMM


WAAUM: BOSTON x0 Contact tenses are WIY1

intended for ovemight (extended) wear,


i. cirleerM of a welfh2ed ass

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, tire upper edge of the

lens should be looted at or near the Superior

Iimbus and remain covered during each bknk A


central lens positioning is acceptable but

requires the lens periphery to be designed with

minimal edge lift and edge contours that are

rolled sllghtiv Inward to reduce blink-related


sen-sation- Inferior lens positioning, which Interferes

with normal blinking and promotes lens binding

and 3-9 stainlhq, should be avoided.

TypImNy, the fluoremein pattern of the lens

should show some mild appal bearing ('feather'

tDLK:7) or alignment and the absence of


periph-eral bearing over more than 18V or its

circum-ference, Excosswe apical pooling or bearing


should be avoided. A moderate edge lift Is

nec-essary to permit the edge of the lens to slide


aver the corneal surface with minimal resistance,


In order to achieve optimal performance. It is

Often necessary m modify the Initial lens


paara-metfIrs- PraWtloner observations and

Int:ercires-tian or lens posfNng, fluorescein pafrns.


and lens movement are essential to this process.

The following chart summarizes common fitting

relationships.


M6 1,
 Tad Oft=
 Too FIX


Fluoa®e" PiraW W
 EMMlve Arms
Ewe

Pattern Aold B®rkip
 =
 AWmI ý
rw
der,ý0e Eripe
*r
Inkrrim E4gc
 E4ge
EMMMdW


ý
 ý


l

11at 1-2 mm
 I.s TYun 1 mm 11a9 live 2 mm

CDM(q't 91ght Intf


swlon

lnhially

corttaltyDle


ýnmnfwlýtle


t)1rion prexp1b r
 soled Pat6cr


or

ftrarmr


a logo


f. Pniblon saftoft

Pemoshre /errs aworenats This

problem may be due M; tile use of Incompatible

ode ProdLld5; knproPW use of care products

U.e.. lens dearIMV just prior to InswtioN: three

and nine o'clock staining; deposits on the


con-caw lens surface: acnumuladon of mucus under

the lens; poor edge design, Irrcnmplem bUnking

or staeplv tTttiý lenses.

7711e0 2" fine "91111 C1 it sfairýra If the lens

positions low. It should be redesigned to achieve

a Ngher position so as to avoid a false blink pat.

tem. 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 tile lens has not been 8ttied

too steeplv.

t7Hflalliged rsarmil In cases of

diffuse staining not apparently related to back

surface deposits on the lens, solution or


preser-vative Incompatibility should be ruled out.

OGAW redflmwAVfM MMnlM This


prob-lem may be caused by some component; of

the care solutions such as preservatives or the

presence of plnpuedrlae, infectious or allergic

mrijunctivitis. or Inadequate lens lubrication.

including excessive mucus accumulation as

occurs In dry eyes.

EAewelaprnoK of lens i epo

This unusual problem may be related to:

increases/ mucus production, Le., GPC, keratitis

si®. chronic allergies, etc. The more fr>quent

use of the 805TON® Ru#mtdng Drops maybe
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helpful in these uses, However, excessive

depo-sltIon has been found to be most often related


to Inappropriately pdlshed 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. 80570N Advance

Cleaner and/or BOSTON ONE STEP liquid

Enzymatic Cleaner. How~. In extreme cases. It

may be nary to lightly polish the lenses

with the BOSTON Cleaning Polish- in tile event

that deposits cannot be removed by cleaning or

polishing, the lens should be replaced.

Left M1111M fry fpols The presence of


dis-oreft non-wedlng arms on a new or recently

modified or polished lens are usually due to the

perMstenae of hydrophobic products used


dur-Ing lens fabrication. These hydrophobic

contami-nants have a greater affinity for eOSTONe )co


ihexafooon A) polymers and if not removed with

the BOSTON® laboratory lass Clearw, the lenses

should be returned to the Authorized B05TONO

Manufacturer for a spedal solvent cleaning,

other causes of loss of surface wettablllty

Include: sums contamination with cosmetics,

hair spray. skin Preparations; inadeouate tear

lubrication; Incomplete blinking: the use of

Incompatible preserved rare solutions: and dry

lens storage,

WiStAle rMmt This problem matt be due to

erosive blink-induced tens flexure resulting

from a steep fit unstable vision may also result

from excessive blink-induced tens movement. an

excesdveH small optical zone diameter. or sue.

face dry spats.

hoed a110Ct lenscarmcbd vkioat

Reduced vision o'rrertiah unrelated to changes

In rdracthe error may be due to lens warpage,

front surface deposits, or switched lenses.


Repaid Ibis dnI- oiupc Lens breakage

prob-lems may be due to careless handling or storage


procedures flee Patent instructions booklet).


UWDW.Af1(1UMAL WMACT Litrli FMW

PROC11" FOR 1W 110111111111111111111V PAIM

There are two categories of presbyoplc lens

designs discussed In this MUM guide. bifocal


after-nating vWon designs and multffocal simultaneous

vision designs. Fitting Infortnatlon for each design

Is dlswssed In the following sections.


1. Pn"*Mro ExIrinatlm


A omfitting patient history and examination are

necessary to:

" determine whether a patient is a suitable can


dictate 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 Informaton

to whldh post-fitting examination results can

be compared.


A prefltdng examination should Include distance

and near (efraction, kerabometry and slit lamp

evaluation to rule out any ndlcations to

contact lens wear. Careful assessment of the

cornea, lids. conjunctiva and premrneal rear film

establishes a baseline against which the


practi-tioner can compare any changes resulting from

contact lens wear.


2 AVMI MWoil DWtla


a. The first alternating vision design has a spheri

cal base curve. a segment for distance correc

lion and a segment for near correction. For


distance vision, the majority of the pupil Is

covered by the distance zone. For hear vision.

the malorlty of the DupN Is covered by the

near zone as the lens translates (moves

upward) In downgaze. This design Is prism

ballasted to enhance stabiiitation,


Fitting Principles


1) Trial fitting is always recommended.


2) The base arrive radius and distance powers

are chosen using conventional techniques,


3) The near add power is based on the patient's

rehacdon.


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) witty blinking the lens should move 1-2 mm.

The segment line will raise above the Inferior

pupil margin but should drop quickly. If rift

distance vision will be adversdy affected.


6) Decreasing lens movement will generally

improve distanon vision. The following fitting

ad usVII generally dýc1 B movement

- Inaease dlametý

- Staeepen Base Curve

- Increm Prism Baltasting


71 increasing lens movement wIU generally

Improve near vision. "The folkwOng fitting

acllusbmrds may Inovase movement

- Decrease otamew

- Flatten Base Curve

- Decrease Prism eallastirxg


b. The second alternating vision lens design has a

spherical base calve corresponding to the

near point power and a sbeepw spherical

curve segment mn^espondlng to tile distance

power. For dlsmruor vision, the majority of the

pupil Is covered by the dish zone sag

rnent For near vision, the mWorlty of the

pupil Is covered by the near zone as the lens


translate; (moves upward) In clowngaze- This


design is prism ballasoed Arid may have a small

1nfwW truncation to enhance


stabOzation-Htting Prihdples


1) Trial fitting Is always remrnmended.


21 The base curve radius Is chosen using con

ventional techniques.


3) Determine the distance spherical power to

obtain optimum visual acuity.


4) The diameter Is chosen to correctly position

the distance seg In front of the pupil In


dis-tance gaze. This can be visualized easily with

fluoresceln since tine stimper distance seg

pools with fluoresceln.


5) The distance zone segment radius is

calculat-ed by multiplying tile add revulrement by 2.


This Is added m the base curve (dloptg's).


Exam: Base Curve dfi.oo

Add t2.0o f Z . 4.00


47-DO cdlstm mm axwani

fi) Calculate the power of the near zone (which


corresponds to the base curve) by adding tile

distance Dower determined In step 3 to the

add requirement.

WTpre: - 3,500 Idistwm power)


Ia1 +2 OoD IaQO WWeA


-ý.sou

7) Calculate the power of the distance zone seg.


by adding 3 times the add power has minus)

to the near zone power,


3ý
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Example: 3 x -(2,00) -8.00 3 a add power

Ncar ZOne


7.5 Distance Zone


B) Specify the near and distance zone curvy

tyres and powers.

Example; 43,00 I 47= -1,50/4.0


43.OOI-'I,50

47,o1-7.50


c. The third alternating vision design Is an

alternating vhon bifod lens with a spherical

anterior surface and aspherical posterior


sur-face. For distance vision, the majority of the

pupil Is covered by the near zone as the lens

translates (moves upward) In downgaze.

Prism ballasfng and a small Inferior


trunca-tion are inmrporated to enhance orientational

stability and translation In dowrigaze,


Pitting Principles


1) Trial fittng is always recommended


2) Initial Base Curve Selection


The Inldal tie curve sdecdon is primarily a

function of the amount of mrrrtteal cyMnder

present. This bifocal lens with aspheric


poste-rior surface will gerwalty be fitted steeper

(approximately 0.10 mmi than a similar


diam-eter spherical lens.


a) For Minus Lenses -


Select a base curve radius equal to the radius

of the flacoest kaatnmatmr reading fur

axi with less than 1 WD of corneal torldrY.

For corneas wO 1.WD or greater corneal

toridty, select a base curve radius equal to

the mean of the two ke-atameter readings.

Fumplr. K a 61,44 146,00 0
Mean K = 4S-OW . 7,50 rnm (We mrrasivn chrtl


7.50 rnm hm =oft Rid hers

(if conversion of dlopuas to mullmeWs

results in a base curve parameter not avail

able, select the next available leper base

curve.)


b For Plus Lenses -


Select a base curve raqlus equal to the

corneal radius for spherical mmeas, For toxic

corm, select a Isase curve radius equal to

the n1Mll Of the taro kerdtometEs - readings.


3) Dbce the tats on the eye and allow it m

set-tie tapproxdrnately 5 - 1o minutes).


3 skilustVice 1ýu11ý'vt:al in PC


The first slmuttaneaus vision multiFacal lens

design has an aspherie bade surface, which

progressively adds plus power from center to

edge. This Dower change is gradual. The


dis-tance and near power zones cover the Pupil

simubnemishr during distance and rear

gaze. During distance dewing, the patient

selectively alttiends to ft distance correction.

During near viewing. the patient selectively

attends to the rear 

correction-Fitting
Principles


1) Trial fitting is always recommended

2) The base curve radius Is d'WSEn using aunven


tional techNques, Due to the aspheric flat

tening of ttta lens bade surface, the base

curare chosen will be considerably steeper

than standard spherical single vWon 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 start

-Ing point;


F4t K + 3W power -1,00 0 + 1/t corneal astl9matrm.
Example: 42.00144.00 + 2 . 00 add

42.M a 2.00 a 1 . 1 . 46,00


centradon Is critical for this design. If proper

exact centration tan not be obtained. do not

fit this lens.


4) The distance power Is chosen using

conven-tional techniques. If more minus is required


at distance than predicte(t deoentratJon

might be the cause. When decentered. the

pupil Is covered by an intermediate (more

Plus) power zone. Deoentration should be

corrected rather than adjusting power.


b.The second simultaneous vision multifoml

lens design has an aspherlc front surface,

which very adds plus power from

center to edge. This power change k gradual.

The distance and near power zones cover the

pupil simultaneously during distance and

rear gaze, During distance viewing, ttte

patient selectively attends to the distance

con on. During near viewing, the patient

selectively atends to the near correction.


ratting Prindples


1) Trial fitting is always recommended,


2) The base curve radius Is chosen using

con-ventional t$dmiques.


3) centration is crftJcal for this design. If proper

exact ®ntradon ran not be obtained, do not

fit this lens.


a) The distance cower Is chosen using

conveh-donal techniques. tF more minus Is required


at distance than oredcmd, deoenbation

might be ft cause- When decentered, the

pupil is covered by an Iruwm(more

plus) power zone. DecentratJon should be

oDrreCýd rather than atllxdng power.


c. The third simultaneous vision muldfocal lens

design lens employs a bar* surface annular

design with a dlslinct distance and near zone.

The distance and near power zones coyer the

pupil simultaneously during distance and

near gaze. During distance viewing. the

patient selectively attends too the distance

correction, During near viewing, the patient

selectively attends to the near correcdon.


Fitting Wndples


1) Trial Riling is alwws ramrnmerrded,

2) The base cure radius is chosen using


con-ventional techniques,


3! centration Is critical for this design. If proper

exact centradon can not be obtained, do not

tit this lens,


4) The dlstanae power Is chosen using

-cnnven-doral techniques. If more minus Is required


at distance titan predicted, decentrstion

might be the cause, When deaentered, the

pupil Is covered by an Intermediate (more

plus) Dower zone. Deoentradon should be

mrrected rather than adjusting power.


d. The fourth simultaneous vision muhifocW

lens design employs a front surface annular

design with a distinct djand near zone.

The distance and near power zones cover the

pupil simultaneously during dlsmnoe and

near gaze. During distance viewing, the

patient selectively attends to the distance

mrrecxJon. 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


con-ventional techniques.

31 centratlon is critical for this design. IF proper


exact oentration can not be obtained, do not

fit this laps. -39-
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41 The distance power Is chosen using

conven-tional techniques. IF more minus Is required


at distance than predicted, decentration

might be the cause. When decxntered. the

pupil is covered Wan Intgmedatp 4 more

plus) power zone. Decentration should be

corrected rather than adiustJng power


d d71M Lens EV01111111ft1


A Lens Positioning


Patient comfort Is largely determined by lens

position on the cornea. Generally, a


well-flttBd lens edhlblts a central or sllghtfy

Inferior/central position.


Generality, an optimal aspherical fit will show a

thin: even layer of tears centrally which

extend to clear the edge wAere a moderate

amount of edge lift will ire observed. This

fluonesceJn pattern Is charaaetized by the

absence of a discernible Intermediate bearing

area wNdh Is commonly observed with ton

vendonal spherical designs.


B, Ruoresceln Pattern


Excessive apical pooling x bearing should be

avoided. A moderate edge Aft Is necessary to

permit the edge of the lens to slide over Die

corneal surface with minimal resistance.


The presence of tile UV-absorber in the

BOSTON lens may require equipment

enhancement m visuaNZe fluorescein


pat-terns adequately. A simple, Inexpensive

approach Is the use of an aulrillary yellow

Kodak WrallBn 11"12 I'11tEr in coNunalon with

tile cobalt blue filter of the blomiaoscope


slit Lamp Aaplicataon If desired:


1. Ail customary light Intensities and filter

set-tings (Cobalt eluel are left In place.


2. The Kodak written Filter #12' (yellow) Is

secured on the patient side of the slit lamp

mlcosmpe w10 a small piem of ad!halve tape.


Burton Lamp AWilcetion (neorswryl:


1. Red blue bulbs with ordinary whim bulbs


2. Place Kodak Written Filter "47" (blue) over

white bulb area.


3. Place Kodak Written Rite- #12 lyellow) over

patient side of vlewlng lens.


4. Use system In usual manner.


00 twit Nuft


Use of the written filtrrs will also enhance the

view of non-UV rigid lenses and cotter


fluores-aein evaluation.


WratlBn #47 and 012 Ftltars are avallable from

Authorized BOSTON Manufactures In the


fol-low1hp kits: #7SM slit Lamp niter KJt #75o2

Burton (amp ModIHcetion Kit


S Dtltetmb 111i Par1r no 01t6 alsilp eve Learn


Once tile appropriate base curve has been

selected, over-refract to determine the


appro-priate distance dloptric power for the final lens

order. Over-refiadjons of 4.001) or more should

be corrected for vertex distance (see conversion

table. The over-refraction should be added to

the power of the tsW lens ho arrive at the final

prescription.

Era"*: War-rerndon t03oD

TAW lem -3.000

Lens Power ordered -ZsoD

Add power should be based on the spectacle

add power required. Prior to dispensing the

lens, dean the lens with an approved deanet


and store the lens wet In an approved wetting

and soaking solution for at (past four hours to

ensure maximum Patient comfort. Upon


ds-Censlng.evaluate the patlentýs lens using the

same criteria previously described to evaluate

the trial lens fang.


a New pawn=


0. Generally, In ahrnatirtp vision designs the

near segment line should be positioned

slightly below the It ftlor margin of the

pupil. This Is achieved by varying the lens

base curve/ovmeal MM r>lafiDTISNp and/or

the segment height. Segment height is


sped-led 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.


B. To bias toward better distance vision

(decrease Instability and Improve acuity). less

movement. lower post-blink segment


Pod-tioning, and finer return tunes from post to

pre-tAin* positions are helpful. The following

may be hdpN:

- steepen Fit

- Lower Seg


C- To bias toward better near Aslon (Increase

acv". more movement and higher


Post-blink segment positioning are useful. The

foAovring may be helpful:

- iiatten Fit

- 123191- Seg


D. Louver segment positioning in mnluncdon

with flats- frddng may reprint the best

mmpromise bra dsUne and near visual

performance,


E. Visual verfomlancE will Improve with time as

the uadent learns to control the movement

and positioning of t lens. The following

Vatient Irons may be useful:

" Advise the patent that fluctuating vision at


distance aril near is possible, espedally at

first. Generally, brlnldng penny will improve

dlstanc8 vision.


" song blbsijng will improve near vision.

when reading, the eyt~s, not the head.

should turn downward.


DIOPTER TO MILLIMETER

CONVERSION'


Posterior Apice1 Radius

reratomeQ9c Radrw Ira'alartrevir: Radius

&calm ( lea

47.75D = 7.07 mm 43.750 = 7.72 mm

47.500 = 7.11 mm 43,500 ý 7.76 mm

47.250 = 7.14 mm 43.25D w 7.80 rnm

47.000 = 7.18 MM 43.00D = 7.85 mm

46.75D s 7.22 mm 42.75D ý 7.90 mm

46.500 = 7.26 mm 42.50D = 7.95 mm

46.25D « 7.30 MM 42.250 = 8.00 mm

46.oGD = 7.34 mm 42.00D = 8.04 mm

45.75D = 7.38 Mm 41.75D 8.08 mm

45.500 = 7.42 mm 41.500 = 8.13 mm

45.25D 7.36 mm 41.250 = 8.18 mm

45.00D = 7.50 mm 41.001- 8.23 mm

44.750 a 7.55 mm 40.75D = 9.28 MM

44.50D = 7.59 mm 4D.SOD - 9.33 mm

44.25D . 7.63 MM 40.2SD = 8.39 mm

44.000 = 7.67 mm 40.000 = 8.44 mm


Calculated


VERTEX DISTANCE CONVERSION

spectacle
 vertr% Oiaý at 12 MM
lens

Cxraction
 Plus LelrAS Minus Lersm

4.00
 4.25 3.97

4.50
 4.75 4.25

5,00

5,50


5.25 4.75

5.87 5.12


r
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6.00
 6.50
 5.62

6.50
 7.00
 6,00

7,00
 7.62
 6.50

7.50
 8.25
 6.87

8,00
 8.87
 7.25

8.50
 9.50
 7.75

9.00
 10.12
 8.12

9.50
 10.75
 8.50

10.00
 11.37
 8.87

10.50
 12.00
 9.37

11.00
 12.75
 9.72

11.50
 13.37
 10.12

12.00
 11.00
 10.50

12.50
 14.75
 10.87

13.00
 15.50
 11.25

13.50
 16.12
 11.62

14.00
 16.75
 12.00

141.50
 17.50
 12.37

15.00
 18.25
 12.75

15.50
 19.00
 13.00

16.00
 19.75
 13.50

16.50
 20.50
 13.75

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

7. FOb11RM taro


a. Follow-up examinations are necessary to

ensure continued sums contact lens

wear. From the day of dispersing, a


conven-tional follow-up schedule for dally wear

should be maintained.


b. Prior to a follow-up e%aminadon. the contact

lenses should be worn for at least 2


oondnu-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, evaluatn

frt-zing Dwtmanoe to assure that CRITERIA OF


A WELL FITTED LENS continue m be satisfied.

Examine the lenses do" for surface


drpo-sldon and/or damage.


d- After the lens Temoval, Instill sodium

luores-aein Into the eyes and conduct a thorough


blomltxosaopy examination.


ii The presence of vertical oomeal stnae In

the posterior central cornea and/or

corneal neovasaularizatJon is indicative of

excessive corneal edema.


21 The presence of corneal sUning and/or

llmbal-cohiunctival hyperernia on be

indcatlye of an unclean lens, a reaction to

solution preswvatim, eacassfve lens wear,

and/or a poorly fitting lens.


31 Papillary aonjunctlval 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 abeviatE the problem and

restore the eye to optima) conditions. If the

CRITERIA OF A WELL FITTED LENS are not sans

fled during any follow-up examination. the

patient should be refitted with a more

appropriate lens.


VII Off:= CARE OF TRJAL LEP6M


Prior to reusing In a diagnostic procedure or

before dispensing to a patient, lenses should be

surface deaned and dIsInfected,


Practitioner Note; The BOSTON RGP Contact Lenses

are not sterile when shipped from the authorized

manufacturer. Prior to dispensing, dean and


disin-fect the lensls) a=rcing to the appropriate lens

care regirnen.


Although many practitioners have developed their

own Initial wearing schedules, the following

sequence Ls recommended as a guideline. Patients

should be cautioned to oareiullyfollow the wearing

schedulerecommended by the eyetwe


practition-er regardless of how comfortable the lenses feel.


The BOSTON RCP Contact lenses are Indicated for

daily wear. The rnaftWrn suggesWd wearing time

for these lenses is:


pay
 Wearing Time tHoursl'


1
 4 m 8 Hours

2
 6 to 10 Hours

3
 8 to 14 Hot"

4
 10 to 15 Hours

5
 12 to All Waking Hours

6 and after
 All Waking Hours

'IF the lenses
continue loo be well tolerated.


WARNING: BOSTON RGP liýuailýtdt#Oml Contact Lenses

are not Inmnded for ouernlght (aft nded) wear.


CLOWAL ASSESWABIFP


1. optimizing Fktlng Characteristics


In order to ad,lere optimal performance. k Is

often necessay to modify the Initail trial lens

parameters. Practitioner observation and


Inter-pretation of fens positioning, AuoresaAn

Dat-terns, and lens movement are essential to this


process. The following surnmartzs

carn-monfitting relationships,


INITIAL. TRIAL LENS ASSESSMENT


1

Rum n I p1.r7i Býriýp P Taýdr


Maderam mwmm dacftshm

Edge Lift Edge Lot Edge lit


Position cenEwad m superior
SIIphW IýOerior Inferior ursMie

Mo.ernent 1,2 mm Ir= Iran 1mm 41m TW imm


ýarý
Comfort 9 I 
k 

W9331tar
sensation

uisoarltlon P1eszýri select Rafter select slapnt
ease curia 5sae ýuwe


or 31, QbN

diameter


2 Problem sowbo


rt Moai" km aýstelllC This

problem may be due to: the W of incompatible

care products: Improper use of care producs

(i.e., lens cleaning just prior to Insertion):


Inade-Quatelly blended pedot>eral curves; duee and

nine o'clock staining: deposb on the Concave

lens surface; aovimulation of mucus under the

lens; Poor edge design, Incomplete bIlnklng or

stmply fled leers.


1I1Rhee and nhr a1,1014 t Slab If the lens

positions low, It slTOUldto redesigned m achieve

a higher Position so as to avoid a false blink


pat-tern. The lens periphery should be web tapered

and its edge ro4ed slightly kmrd to minimize

upper lid sensation and avoid Inwmpietp reflex

blinks. If the tens 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 hot been

fitted too steeply,


Genaallaed aWnew saiiem in cases of

dif-fuse staining not apparently related to rear

sur-face deposits on the lens, solution or preserves


tive incompatibility should be ruled out. 
LN
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0cullar m4dnep with" This problem


may be caused by some component of the care

solutions such as preservatives or the presence of

plnguecvlae, Infectious or allergic corvunctivitis. or

Inadequate lens lubrication, including excessive

mucus accumulation as occurs In dry eyes.


Vaedsre develapelelrt of UM depofilft This

unusual problem may be related to: Increased

mucus production, l.e. GK. KeraGtis slag, 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 surface which simulate an orange

peel appearance visible only with magrrlfscadon of

20X or greater. In mast Cases, deposits are easily

removed by cleaning with the BOSTON Cleaner or

BOSTON Advance cleaner, however, In extreme

cases. It may be necassarv for the praetidom to

lightly polish the lenses with the BOa'fON Cleaning

Polish. In the event that deposits cannot be

removed by cleaning or polishing, the lens should

be replaced.


Lens :dry seals The presence of disaetp

non-wetting areas on a new or rMer'ttly 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 whir cm,dics, hair spray.

skin preparations; Inadequate tear lubrication;

Incomplete bYnklng; the use of incompatible


pre-served care solutions; and dry Lens storage


Reduced vision correction unrelated to changes in

rdractive erTor may be due to lens waroage. front

surface deposits, or switched lenses.


Repedbad ieAS I0J1rýIta9Et lens breakage carob

lems may be due to careless handling or storage

procedures Nee Patient Instrxtions booklets or

the use of lenses having less-than-recommended

center, edge orJunctlon thickness, espedaily for

patients having poor manual dextsity.


GDhiiýelAT1W FOR BIFOCAlllhllfiVW_11

LENOM


Presbyopic patients who are considering bovcaV

mul-tifocal contact lenses should be lrtfonred of the

ben-efits as well as the problems they may encounter


while adapting to blfoal/multfovl lens wear


The following areas should be discussed with the

patients,


1,


Both blfoal spectacle and bfml/mufdfool

contact lens wewers need to learn to adapt to

proper head positioning. The patient must


Dosl-tlon the head upright while rotating the eyes

downward to read, once the patient has


adapt-ed. proper positioning becomes e"ess.


2. Driving at Nlaht


Patients wearing blf=l/multfvml contact

lens-es should experience night vision before actually


driving while wearing their lenses.


3. Flare at Night


Patients wearing blfoal/muitlfocal Contact

lens-es may experience flare at night. This may


occur with oarflln lens designs (high seg

posi-tions or small distance fleldsi. With time,


patients adapt to this situation.

4. Visual Expectation


patients wearing bifocallmultfaal contact lens

es may experience visual acuities less than what

could be achieved with bifocal spectacles,


MONDVI510N RTM CIBDB.M


1. P*iBR S81eCfi0fI

A. Monovlslon Needs Assessment


For a good prognosis rte tent should have

adequately Corrected distance and near visual

acuity in each eye, The amblyople patient may

not be a good candidate for monovislon with

the BOSTON xo corfiart tense.


occupational and environmental visual

demands should be considered. If the patient

rehuuires critical vision tvisual awity and

stereopsis). It should be determined by trial

whether this patient ran function adequately

with monovision. Monovislon contact lens

wear may not be optimal for such activities as:

111 visually demanding situations such as


oper-ating patendblly dangerous machinery or

performing other potentWy hazardous

adIvitles; and


o driving autnrnobiles (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 mnectlon, OR may require that


add-tionnl over-mrradon be premed.

B. Patient Education


all patients do not function equally well with

monovislon correction. Patients may not


per-form as well! for certain tasks wilt this

correc-tion as they, have with bifocal reading glasses.


Farh patient should underhand do

mono-vision. as veil as other presbyopic contact


lenses. or odrer aiamNidvm, can create a

vision cornprurtlm that may reduce visual

acultv and deptt) peon for distance and

near tasks. During the fitting process h Is


nec-essary t=ot ft* patient to rtquza the

disadvan-tages as well as the advantages of dear near


vision In suaight ahead and udwwd gaze that

monovislon contact lenses provide.


ceneraky. the nondominant eye is corrected for

near vision, The following test fix eye


doml-nanoa on be used,

A. Ocular Preference Determination methods


Method 1 - Deoa'mine which eye Is the

"domi-nat8 eye." Have the patient point to an coed


at the far end of tile roan. cover one eye. IF

the patient is still vokrting directly at the

of the eye being used Is the dominant

(sighting)


eve-Metl-rod 2 - Deoermf which eye will accept

the added power with the least reduction In

Asian. Place the appropriate plus power trial

spectacle lens In front of one eve and then

the other while the dislarce, refractive error

mnecion is in plain for both eyes, Determine

whether the Wdent functions best with the

plus power erW lens over the right or left eye.


B. Refractive 6ror Method

For anlsomelropic cmrremons, It Is generally

best to fit the more hyperopic (less myopic)

eye for distance arid the more myopic gess

hyperoolc e* for near.


C.ursual Demands Method

consider tie padenVs orsupation during the

eye selection process m delenrrlne the critical

Asian requirements. if a patients gaze for

near tasks Is usually in arm dkertioh, consider

correcting the eye on that side for near.

Example;

A secretary who places CaDy ib the left side of

the desk may function best with the near lens

on the left eye. 

s
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3. Special Rtdnl fordliftmýCns


unilateral Lens Correction

There are circumstances where only one contact

lens Is required. As an example, an emmetTopic

patient would only require a near lens while a

bflataral myope may require only a distance lens.


Example:

A presbyopic emmetropic patient who requires

a +1.75 diopter add would have a +1.7S lens on

the near eye and no lens on the other eye


A presby0pic patient requiring a +1,50 diopter

add who Is -2.50 dlopters myopic In the right

eye and -1 -SO dioptErs myopic In the left eye

may have the right eve oorrect8d for dlstanoo

and the left eye uncorrected for near


4 IWr' Add oebami><alyM

Always prescribe the lens power for tre near eye

that provides optimal near acuity at tile 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.


STrk1Low rittill

A trial fitting can be pefrrrwd in the office to

allow die patient to experieno° monovislon
mr-recdon,


Lenses are fit acaordng to the drec

(ions In the general tng gtldefines and base

curve seleadon described earlier in tile guide


Case history and standard diniol evaluation

Pru-cedure should be used to determine the


prog-nosis- Dow Ire Which eye is loo be morrectsd

for distance and which eye Is to be mfrmtd for

near. Next determine the near add, With trial

lenses of ow proper power In place, observe the

reaction m this mode of correction. Immediaoeiy

after the correct power lenses are in ofaoe. walk

aCrnss the room and have the padertt took at

you- Assess the patlems reaction to distance

vision under these drcumsbnaes- Then have the


patent look at femllbr near objects such as a

watch Face or fingernails. Again assess the


reac-don. As the patient continues m look around

the room at boar near and distance objects,

obseve the reactions. only after dime visual

tasks am completed should ft Merit be asked

to read print ErahAWt the Paderirs reaction to

large print le.g. typeNrttttEn copy) at first and

them graduate to news print and finally smaller

type sizes.

After the patienrs performance under the

above conditions Is completed, tests of visual

aaulty and reading ability under conditions of

modeTa(* dim 1l"natim should be attempted.

An Initial rrrfauora* response In the office, while

Indilcattve of a guarded prognosis, should not

Imlrwdlately rule out a more extra trial under

the usual conditions In which a patient furictions


fý Malptildon


visually danandng situations should be avoided

during the initial wring period. A patient may

at first experience some mildly blurred vision.

dlaircess, headaches. and a feeling of slight

imbalance. You should exptaln the adaptabonal

syMGtoms to the patient. These symptoms may

last for only minutes or for several weeks, The

longer dwm symptoms persist, the poorer the

prognosis for successful adaptation.

To help In the adaptation process, the patient

on be advised to use the lenses first In a core

fvrtable farrifllar environment such as in the

home.

Some patients feel that automobile driving


per-formance may not be carnal during the

adap-faflon process, This Is particularly true when dri-


Ang at night. Before driving a motor vehide. It

may be recommended that the patient be a


pas-senger first to make sure that ttwir vision Is

sat-Isfactnry for opendng an automobile, During


the" sevaral weeks of wear (when adaptation

is occurring), It may be advisable fvr the patient

to drive only during optimal driving condldons.

After adaptation and suaeess wlth these


actIvi-ties. the oadent should be able to drive under

other conditions with caution,


7 other smps*vlee

The success of the monovislon tenique may

be further Improved by having your patient

follow the suggesdarts below.

" Having a third contact lens (dlstanoe power) to


use when critical distance viervlng Is need.

- Having a third contact lens (near power) to use


when critical near viewing is needed,

" Having supplemental spersades to wear over


the monovlsion contact lenses for speafic

visual tasks may Improve the sums of


mono-vision correction. This Is particularty applicable

for those patients who cannot meet state

licensing recyuimments with a monewsion


correction-make use of proper Illumination when carrying

out visual tasks


success In fitting r7lonoAsion on be Improved

by the following suggestions.

" Reverse the distan® and Clear eyes If a patient


is having trouhfe

adapting-- Refine the lens powers if these Is trouble witty


adaptation. Accurate lens power Is critical for

ixesbvovlc patients.


" Emphasize the benefits of the dear clear

vision In straight ahead and upward gaze with


monovislon-'ltse dabion to f* s l
 rlrlld a

ýs,no-wllifn Ca nwdon b pros( apes Wt


to blO offtwe p notil0 In C0*1td'bM

U"006 

1 1 
=WWVtxonlsbelillp


tie 9 "ll 
' 

fleadL

w11 p- shorw be iopred wiM a awr

of am Palest 1aonL


PATEW LOB CNN 0W0 r18

EVerare practitioners should review with the

patient all lens care directions, including both basic

lens care Information and speaifclnstrudions on

the lens care re0men remrrimended for the patient:

G09eal Lens Gee


CMM and 21111rue, Then Ohdililleft Lslaesl

C 111:11IFUCfloths


Always wash, rinse. and dry hands before handling

contact lenses.

" Always use Redh umeiea lens care solutions

- use the recommended system off lens care,


chemical (not heat! and carefully follow

Instruc-dons on solution labeling- DKfererit solutions


often cannot be used together, and not all

soiu-Hops are safe for use with all lenses, Do we


alkeet0 BM or a11 hm CW9 owshill 0 
mod al 11111164M 111111*09 CV insbuftd

by the eVeme p 'e'it"; lw:


" Do not uses saliva or anything other Man the

reoommerided solutions far lubricating or rewetting

your lenses. Do not put lenses In the mouth,


" lenses should be dkfalim, rliss4 one

ditie-isbed each time they are removed. OeoitD


8ý4 ritsild are necessary to remove mutts and

film from the lens surface, DWnieednp Is neces,

sary 1n destroy harmful germs. 

q
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" Always remove, dean, rinse, and disinfect lenses

according to the schedule prescribed by the


eye-care practitioner. The use of an enzyme or a

cleaning solution does riot SLMdJdft for

dkkniecdoR


The lens care products listed below art' recommend.

ed by polymer Technology for use with BOSTON* x0

Contact Lenses. Eyeare pracdttoners may


remm-maW abmate products that are appropriate for the

patlenrs use with his a her lens(es).


LHIR CJIM TABLE


la


plrveuet LMS CM 5"M I

Purpose Chemical (Not Heat


Clean BOSTON Advances Cleaner or

BOSTON' Cleaner


Disinfect B05TONAdvanoe Comfort

Formula conditioning solution

or sosTOnr Conditioning

Solution


store BOSTON Advance' comfort

FGfmUta Conditioning Solution

or BOSTON' condidonlng

solution


Muld-Action BOSTON SImpNdW

Multi-(CWan, Condition, Action Solution


Disinfect, Rinse

and Cushion)


WbtiatelRewet BOSTON' ReweWng Drops


Weekly BOSTON' ONE STEP UqWd

Enzymatic Enzymatic Cleaner

Cleaner


" Noft some solutions may have more than

one function, which will be Indicated on the

label. Read the label on the solution bottle,

and follow Ircstrucdons.


" clean one fens first (always the same lens first

to avoid mix-uW. rinse the lens thoroughly as

recommended by tire eyecare practitioner m

remove the cleaning solution, mucus, and film

from the lens surface, and put that lens Into

the correct ctomber of the lens storage case.

Then repeat tire procedure for the second

lens.


" After cleaning, disinfect lenses using the

sys-tem recommended by the manufacturer


and/or the eyacare practitioner. Follow the

instructions provided In this Disinfecton

Solution Packaging,


" To store lenses, disinfect and leave them In

the dosed/unopened case until ready to


wear-If lenses are not to be used Immediately

fol-lowing disfnfecdon, the patient should be


Instructed to consult the Package Insert or the

eyemre practAioner for Information on stor

age of lenses.


" After removing the lenses from the lens case,

empty and rinse the lens storage lose with

solution as mmmmwrded by the lens case

manufacturer err the eyeare practitioner: then

allow the lens mse to air dry. When the case is

used again, refill it with storage solution.

Replace lens case at regular inawuals as


remrn-mended by the lens case manufacturer or the

eyecare practitioner,


" Eyemre practitioners may recommend a

Iubri-cating/rewetting solution which can be used


to wet Hubrfcatel lenses while they are being

worn to make them more comfortable


r'1)D )38 07012 P. 15128


" Eyecare practitioners may remmmend a

Weekly Enzymatic Cleaner which can be used

to Wedive>y remove prpWn deposits from

BOSTON XO Contact Lenses.


" BOSTON XO Contact Lenses cannot to heat

Ithermallya dlsinfecMd


GAM FOR A ST1001G (II11011111111iCIPW1W) LHi6


If the lens sticks (slaps moving/cannot: be

removed). the patient should be Instr4d$d to

apply one to three drops of a nacommended

lubricating or rewetting solution dirahiy to the

eye and watt until the lens begins to move freely

on tine eye before removing it. If nonmovement

of the )arts continues after 5 minutes, the patient

should Immediately mnsult the eyecare


practi-donar.


VIM LAW CILL11111M

Residue left by body olis, household solvents,

and personal care produCts may be removed

with an enhanced cleaning agent such as

BOSTON laboratory Lens Cleaner. This dear,

colorless surfactant Is for bMatix v acrd

btaffe lice of when lenses are received

from the Authorized BOSTON Manufacturer.

they should be d®ned with BOSTON Labowaton r

LEns Cleaner prior to use of the 13oSTON Care

System and an overnight soak. Lenses ethib)ting

a norrwetdrg surface should be cleaned with

90STON Laboratory Lam Cleaner as a method of

first choke. The f00= Labaradonl Lens

C61111 114111 11Eýted iQ PIIIIIL 16E

tLY. R fe what ardlabre far Dale ere dsb


rib-ubm m


MWFM LEM IIIDD1FICATWNs


Edge reshaping and surface repolishing ran be

performed by conventional tacMtlaues if the


fol-lowing precautions are observed. 1) avoid

Pollsh-Ing compounds or cleaners that contain ammonia,


alcohol or organic solvents; 2) compleoaiy remove

all traces of adhesive OF double-backed tape Is

used) with the special authorized snlven"" rrhe

use of any outer solvent may cause surface


break-down.) Minamlze exposure to the solvent and

lmnrediat* remove all traces with BosTONr

cleaner or BOSTON Advance' Ufollowed by a

thorough wabor rinse. 3) perform the Initial lens

modIflcadons outiouOy because the rise of

this polymer to tttse procedures Is more rapid

than (that of slirane acryiaW materials: 4) more

extensive madificsdom should not be attempted.

Best result; will be obtined by using the BOSTON'

Cleaning Polish which is available from Authorized

BOSTON Manufachurem_ 5) The Original BOSTON'

Care System, BOSTON AdvanoeP Comfort Formula

Care System or BOSTON Simplicity Multl-Action care

system khdUCRng f overnight soak should be

used prior to )errs dispensing.

CtAlt Damage may ntsuft from improper

modiftlon bachrioues. Please Note;B0STON'

Envlslort' and BOSTON' MultIVlslon due to their

prefomwd back surtace should not be modified.

Consult your Authorized BOSTON Manufacturer or

contact Polymer Technology for mote detailed

Information.

'VANefhp" Do net use solvents such as aloohols.

esters, ketones or chlorinated hydrocarbons

(including naphtha, lighter fluid, em) sinao they

may damage the lens surfaces and Increase the

brittJeness of the lens.

"Use only the solvent supplied by your lens labo-


ýJ

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

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



zýLb;8 070"2' P. 1biý8


ratory, and minimize solvent exposure time by

rubbing a solvent-saturated cloth over the lens

surfaces and quickly removing the solvent with a

surfactant Do not soak the lenses in the solvent


REMOVAL OF SURFACE DWOSn%

Deposits are easily removed from the surfaces

of B05TOf@ YD (heifuwn A) Contact Lenses. These

deposits are best Identified by inspecting tile

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 Posh. which Is available In a tit

form with a polishing pad that permits


practtJpn-ers to manually dean and polish their Datients rigid

gas permeable lenses. THE B05TDN LENS Cleahing

Polish and Manual Poiishing Machine are available

from Authorized BOSTON Manufacturers.

AvWtaR Appiving excessive and prolonged


pres-sure to tile lens during the polishing procedure

rnay alter its surface optics.


ROOK TwC OF ADYIERSE ftfACT1016


All serious adverse reactions observed In patients

wearing B05TONe xo contact tenses or adverse

experiences with the lenses should be reported to:


Corrsumer Affairs

Polymer Technology

1400 North Goodman Street

Rochester. NY 14w3-Diso

1-800"333-4730


HOW SCUM

Each lens is supplied (non-stwlle) in a plastic lens

storage case. The Case Is Labeled with the base

curve. dloptu dower. diameter, ae11ter thickness,

color. UV-absorber (if present) and lot number

Additional parztnelas of add power, segment

height prism ballast and truncation may be


Includ-ed for bifocal/muldfocal lenses.


0 Polymer Technology

1400 North Goodman Street

Rochester. New York 14603-0450

1-800"333-4730


® denotes registered aatlernarks of Polymer Technology


15 04,W LB6272,Di
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PACKAGE

INSERT


BOSTOAF' xo

(hexafocon A)


Spherical & asplrerical Cunfact

Lenses for f.1ý opia A Hyperopia_


Brtocýl.'Rlultltocal Conf<7ct LerysC= for

Presbyopw and Torn- Leases


to correct Asligmatrsm in

Not aphokic and Aph,7krc Pzrtor7s


Fluoro Silicone Acl ylate

Rigid Gas Pet rneable


Contact Lenses

For


Daily Wear


1111PORTANT:


Please read carefulrl( and keep

this information for future use.


This package insert is irifended

for the eyecare practitioner.


but should be made available

to paficlIts upon request. The


ejecare practitiorrcr should

provide the patient with the


P3tiont lnstructioas that

poi t:)rrr to the patient s


prescribed lens.


CAUTION:

Federal Law Plohibits Dispensing


Without <3 Prescription
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DESCRIPT10110111


BOSTON® XO Ihexafocon Al material Is used for the


rnanuPacturing of dally wear rigid gas permeable

contact lenses. BOSTON XO are wettable.


non-hydrophilic rigid gas permeable contact lenses that

are not surface treated and are made from


sliox-anyt fluoromethaoNlate copolymer containing an

utraviolet absorber. BOSTON XO Contact Ipnsr's are

available In Ice blue and violet


COON Color Addww


Ice Blue D 8, C Green No. 6


Y1olet 0 & 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.


Dower Range -20.000 to +20,000

In 0.250 Increments


Diameter 7.0 mm to 11.5 mm

ease Curve Range 5.00 mm to 9.00 mm


in ,01 mm Increments


AVhS*W Las 00111W

fScvne of blue ale patenrla


mWufaowe of ONSO knSM In RaMan Xo

1fxafornn 141 M2Rerlals are autnorlzw to


ltcensea labs only!

Power Range -20=0 to +20.000


In 0.2$0 Increments

Diameter 7.0 mm Do 11.5 mm

Base Curve Range 6.00 mm to 9.20 mm


In o.01 mm rcmements

0ifadýA"(vcal Lens nosh"


(some of tlie99 deskim are pamted

manufacture of them lenses In Moston x0

meralomn A) rrwhertats acs autharkw cc


1loensea labs oft)

Polder Range -20.OOD Lb +20.mD


In 0250 Inaements

Diameter 8.5 mm to 11.5 mm

ease curve Range 6,30 mm to 9-50 mm


In 0.01 mm ImTements

Segmenrc Heights -2.00 mm to +1,U0 mm


in 0.5 mm Increments

Add Powers t1.ODD to +3.750


in O.SD Increments

Prism Ballast 0.5 to 3.5 prism dtopmrs


In 0.513 Increments

Tai Lens DdS


Power Range -20.00D to +20.000

In 0.250 Increments


Diameter 7.0 corn m 11.5 mm

Base Curve Range 6.90 mm to 9.50 mm


In 0.01 mm Increments

Tortclty Up w 9.00 Otopters


PhydM906M PYOpa1ti® of MS,'0N )kilt'


Specific Gravity
 1.27

Refractive Index
 1.415

Light AbsorbarxE a=d.. -mma,


Ice Blue wmh w .~
 4.6

VfoleC %ft w
 5.5


Light Transmittance'
 92%

'Average %T (400-800nm)

Surface Charwter
 Hydrophobic

Wetting Angle
 49'


Water Content
 El%

oxygen permeability
 laor 1100"")


Ix 1Q,, icnr 0s * cm1J(cm'
- sec - mmHg) p 35' C)


"polarographlc method (LW/Fatti

VIDEMM


a


1111101 T011 M - 0.07 mm thick BOSTON XO (IM Blue)

COMMEA -Human cornea from a 2a-year-old


per-son as de=lbed In Lerman, s., IMnr Energy aad

the E1ý Macmillan, New York 1980, p. 58.

cEMALf.EIE 19115 - Human arysfMlne lens from

a 25-year-old person as described In Waxler- M..

Hitdilns, V.M.. Quilcal Radiation and Visual Health


CRC Press. 9= Raton. Florida, 1988. p-18, figure 5.


ton


The effectiveness of wearing UV-absorbing contact

lenses in preventing or (educing the indclerroe of

oadar disorders a=odatad with exoowre to uV

light has not been established at this time.


MA-r


UV-absortalng contact lenses are M'f substiwta$

for proeecdve UV-absort)lng ear such as


Uv-absorblng goggles or sunglasses. persons should

mMnue to use their protective Uv-absorbing

eyeWear as directed.


AGI1016


BOSTON XO Contact Lenses when placed on the

cornea as as a refracting medium m focus light

rays on the retina. The talc lens provides a more

even surface over the uneven asdgmadc comer

and thus helps to focus light rays on the retina,


BOSTON x0 Contact Lenses are kndkated for daily

wear for the correction of refractive ametropla

(myopia. hyperopla, astigmatism and presbyoph) In

aphakic and not aphlahic persons with non-diseased

eyes. These contact lenses may be disinfected

using a chemical disinfecting system only.


n
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CONTRAIIDICAT100 RRFASON5 !QT TO USE)


DO NOT USE BOSTON XO Contact lenses when any

of the following Conditions exist:


" Acute or subacute Infammatlon of the anrwior

chamber of the eye


" Any eye disease, INurv. o' abnormality that

affects the cornea, "Unctiva, or eyelids


- Severe Insufficiency of lacrimal secsedon (dry

eyes)


" corneal hypaesthesla (neduoad corneal sensitivityl,

If hot aphaklc


- Any systemic disease that may affect the eye or

be exaggerated by wearing contact tenses


" Allergic reactions of oailar surfaces or ad nexa

that may be Induced or exaggerated by wearing

contact lenses or using contact fens solutions


- Allergy to any Ingredient in a solution which

Is to be useQ ra care for the BOSTON XO contact

lens materials.


- Any adze aorneW Iniecdon (bacterial, fungal.

or viral)


" Red or Irritated eyes


WANSB


Patients should be advised of the following warnings

Pertrinlng to aortiot forts


wear-- ProblmTts whit contact lenses and lens rare

prod-ucts could result In eellales ilLwjl to the eye. It


is essential that patients follow their eVecare

practitioner's directions and all labeling


instruc-tions for proper use of lenses and lens pre

Prod-ucts. including the lens case. Eye problems,


Including corneal uloNs, can develop rapidly and

lead to Boss of VbiorL


- Dally Wear lenses are not Indicated for ovemight

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 (here dally wear lenses are

worn overnight


. Studies have shown that contact lens wearers

who are smokers hays a higher incidence of

adva'se reactions than nonsmokers,


- IF a padent experiences eye discomfort: excessive

tearing, vision changes, or redness of the aye,

the patient fold be Instructed to knewdaloeft

relnoM lappet and orom0y contact his or her

eyerare praedtioner.


Prx13ti0nWlrlptl! BOSTON XO concoct lenses

are not sterile when shipped from the

Authorized 805TONO manuhdwer. Prior to die

penslng, dean and dtsinfect the lens(es)


accord-ing to the a0propriaoe lens care regimen.


- Patients may experlelxe a reduclon In vIMlty while

wewng these lenses In mrdtions of low


Illumina-tion for the following color and center thickness


Ice Blue :0.65 mm

Violet X0.65 mm


special Precautions for EYecare Practitioners;


" cue to the small number of patients enrolled in

clinlral invesegation of 'lenses, all refractive


pow-ers, design configurations, or lens parameters

available In the lens material are not evaluated

in significant numbers. Consequerbly. when

selecting an appropriate lens design and


parame-ters, the evecare practitioner should consider all

diaracteris ics of the lets that can affect lens

performance and ocular health, Including oxygen

permeability, wettabNlty. ceritntl and peripheral

thickness, and oDdc zone diameter.


The potential Impact of these factors on the

Dadent's ocular health should be rarefuRy

weighed against the patient's need for refractive


correction; ttvanfom, the continuing ocular

health of the patient and lens performance on

the eye should be carefully monitored by the

prescribing eyecare practitioner.


- Patients who war contact lenses m mrnect

prestryopla may not achieve the bast corrected

visual acuity for either far or near vision, Asual

reouirernents vary with the Indlvidual and should

be considered when selecting the most


appropri-ate type of lens for each patient


- Aphaldc patients should not be fitted with the

BOSTON XO Contact Lenses until the dots


mina-don is made that the eye has healed completely.

" Before leaving the eyecare pracutformfs office,


the patient should be able to properly remove

lenses or should have someone else available who

can remove the lenses for him or hew.


" Eyerare practitioners should Instruct the patient

0o remove the lenses Immediately If the eye

becomes red or Irritated.


- The presence of the ultTWolet (UV) Bght absorber

In the BWON XD Contact lenses may repu !re

equipment enhancement to Visualize fluoresaein

patwrts adequately. (Refer to the Fitting cuilcle far

detarhai 115" ons.)


Eyecane practitioners should carefully Instruct

patients about the following ore regimen and

safety precautions:

" Different solutions often cannot be used tageth.


er, and not all solutions are safe for use with all

lenses. Use only reoornmended solutions.

- Do not heat the mnditionlng/storage solution


and/or lenses. Keep them away from extreme

heat


- Always use ftWh unnaVlred lens care

solutions-


- Always follow directions In the package Inserts

for the use of conta lens solutions.


- use only a chemical (not heat) lens care system.

Use of a test rthermaU care system can warp

the BOSTON XD Contact Len5e5,


- Do not use saliva or anything other than the

recommended solutions for lubricating or


wet-ring lenses,


V

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

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



19


-Sterile unpreseNed solutions, when used,

should be discarded after the time specified in

the labellng dlredions.


.- Always keep the lenses completaiy Immersed In

the recommended storage solution when the

lenses are not being worn (stored). If dry


Mr-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 bloc


ding with a soft lint-tree tissue prior to being

placed In a dean. dry lens sWrage case. Ideally.

these lenses should be cleaned and dWrifvcted

prior to insertion.


" If the lens stkts Ntnps moving) on the eye. for

low the nacommended directions on carp 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 InstrudLed to Immediately consult his

or her eyecare practitioner.


" Always wash and rinse hands More handling

lens-es,. Do not get cosmetics, krdons, soaps, creams,


deodorants. or sprays In the eyes or on the lenses,

tr Is best to put on lerý before putting on


make-up. Water- based cosmetics are less IJkely to dam .

age lenses than vii-based products.


" Do not touch oortmct lenses with the fingers or

hands if the hands are not free of foreign


matio-I-als, as mfro=pic scratches on she lenses may

occur. causing distorted vision andlor inlury m

the eye.


" CareNly follow the handling. Insertion, removal,

cleaning, disinfecting. storing and wearing

Instructions In the Patient instnidions for the

BOSTON XO Contact lenses and In those


pre-scribed by the eyecare practitioner.


" Never wear lenses beyond tile period

recom-mended by the evevre practitioner.


" if wrosol products such as hair spray are used

while wearing lenses, exercise caution and keep

eyes dosed and the spray has


settled-" Always handle lenses gently and avoid dropping

them on hard surfaces.


" ,avoid all harmful or kritadng vapors and fumes

while wearing lenses.


" Ask your eyecare practitioner about wearing lens

es during water activities and other sports.


" Inform your health care practitioner idoct:cir) that


you wear contact lenses.


" Never use tweezers or other trids m remove

lenses from the )errs case unless specifically


Indi-cated for that use. To remove the lens from the

lens case. Dour 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 medldne in the

eyes-" Always inform your employer that you weir


con-tact lenses. Some jobs may require use of eye

prptectlon 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

patients eyes. The patient should be Instructed

as to a recommended follow-up schedule_


ADVEM OW-117113


The patient should be informed that the following

problems may otx1N:


" Eyes stinglng, 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


" Exaisslve watering )bearing) a the eves


" Unusual eye secretions


" Redness of the eyes


" Reduced sharpness of vision (poor visual acuity)


" Blurred vision, rainbows. or halos around outs


" Sensitivity to light lphotophob(2)


" Dry ewes


If the padent notices any of the above, he or she

should be Instructed tn;


" IF the discomfbrt or Droblern stops, then look

closely at the lens. If cite lens Is In anyway


dam-aged. do not Dut the lens back on the eye. Place

the lens in the storage case and mntact the


eye-care Dracttioner. IF the lens has dht. an eyelash.

or other foreign body on It or the problem slaps

and the lens appears undamaged. the patent

should thoroughly dean, rinse. and disinfect ft

lenses: teen reinsert them. After reinsertion, If

tile problem contirales, immeefs0* nWWW
am' s aM oonsot fins eyecme


oried-tianer


when any of the above problems occur, a serious

condition sudl as Infection, mmeM ulcer,


neovas-culariration, or Irlds may be Mssent. Tile patient

should be Insttudmi m hoop ab IM taf tine

alts stop soft il edM prvNssional


Ideritihca-tton of the problem and prompt treatment m

avoid serious eye damage.


Conventional methods of fitting contact lenses

apply m BOSTON l(0 Contact Lenses. For a derailed

description of the flttJng tt=chnidues, refer to tile

BOSTON XO Professional Fitting and Information

Guide, copies of which are available front:


oraditioner Marketing Representative

Polymer Technology


1400 North Goodman street

Rochester, NY 14603-0450


1-800-225"1241


Professlonal Fitting Culdes are also available

through your Authorized BOSTON® Manufacturer.


V'ý
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wEAltffrC MULE


Trie weWinv qDd ITVWMllarlt sdwdufes sfilarld

be deftrnliled 111! tile etemM


aaCd%iorWr-Patients tend to overwear the lenses Initially. The

eyemre practitioner should emphasize the


Impor-tance of adhering to the Initial maximum wearing

schedule. Regular checkups, as determined by the

eyerare practitioner. are also eitremely Important


BOSTON® XO Contact Lenses are Indicated for daily

wear. The suggested wearing time for these lenses

Is:


DAY WEAMM TM (HOWsr

1 4 to )3 hours

2 6 to 10 hours

3 8 to 14 hours

4 10 to 1S hours

5 12 to All Waking Hours

6 and after All Waking Hours

"if the lenses continue to be well-tolerated.


WAmý: 83STON x0 Contact lenses are 

WTý

Intended for overnight (ended) wear.


EYeore practitioner should review with the patient

lens coca doom, Indud>V both basic lens care

inrfomation and saedfic Instructions on the lens care

regimen recommended far the patient


Carl" Lens Cam

u&vtaý ant slllae, Then 0bhiFoc t lenses)


Basic font

Always wash, rinse, and dry hands before handling

corrtalt lenses.


* Always use Flag talsoiled lens care solutions.


" Use the recommended system of lens care,

dhemi-cai (not heat) and carefully follow Instructions on


solut)on labeling. Differelt solutions often cannot

be used together. and not all solutions are safe for

use with a1 lams, Do not allarrstrýs or mix lees

care sVsft Mon a soon

40811, a If SMANd ON, "M eyer'ra


wacti-.
tiam


- Do not use saliva or anything other than the

rec-ommended solutions for lutmricatIng or rewetbng


lenses. Do not put lenses In the mouth.


" Lenses should be delaned, riMad, and

tea each time they are removed, nnorltlrg and

-bah are necessary to remove mums and film

from tile lens surface. ohirrfssil9 Is necssary to

destroy harmful germs.


- Always remove, dean, rinse, and disinfect lenses

according to the schedule prescribed by the eye.

care practManer. The use of an enzyme or a


dean-Ing solution pest: twtuAbstilsfEOr

dlsinffiecfam


The lens care products IsWd below are reoumrnended by

ROiyrner Tedxlologyfar use with tile BOST0N XO Canract

Lenses. Eye are praaidorers may remrnmend aWrraa, 
prod. that are appropriate for the patients use with his

or her lerstes).


LIIIMIS DIRE TABLE


pradim
 Lam !we sysmn

Aapoee
 Chemical (Not Neat)


Clean
 Boston ADVANCE' Cleaner or

BostQrt' Cleaner


Disinfect
 Boston ADVANCP Comfort

Forma Conditioning Solution

or Boston Conditioning

solution


Store
 BoStDn ADVANCED CoM#on

Formula Conditioning Solution

or Boston Conditioning

Soludon


Mutt(-Action
 Boston SIMPLICnIr-


Muld-(Cean, Condition.
Action Solution

Disinfect, Rinse

and Cushion)


Lubrlcate/Rewet
 BastoW Rewerdng Drops


Weekly
 8ostorr ONE STEP

Enzymatic
 dquid Enzymatic Cleaner

Cleaner


" slobs some solutions may five more than

one function, whldh wIM be indicated on the

label. Read the label on the solution bottle,

and follow frnsauaions.


" Clean one lens first (always the same lens first

to avoid mix-ups), rinse the lens MomugNy

as directed by your eyeare practitioner tD

remove the cleaning solution. mucus, and film

from the lens surface, and put tt,at lens Inca

the cvrTect diarnber of ttre lens storage case.

Then repeat the procedure far the second lens.


" After cleaning. dlslenses usurp the

Sys-tem recommended by the manufacturer


and/or the eyecare practitioner. xollow the

Instrucdons provided in the dWnfectlng


solu-tion packaging.


- To stare lerrses. dlAnfect and lraaw them In the

do%Wunopened rwe untl ready to wear. If


lenses are riot to be used Immediately

folow-Ing disirýon. the patient should be

Instruct-ed to consult the package Insert or the eyemm


wactiioner for hN'vrrnatlon on storage of lenses,


" After removing the lenses frpm the lens case.

empty and rinse the lens storage case with

solution as recommended by tile lens case

manufacturer; then allow the lens case to air

dry. When the case Is used again. re9ll it with

storage solution- Replace lens case at regular

I nte(vals as recommended by the lens case

manufacturer a your eyecare practitioner.


" pyerare praaitloners may recommend a

lubri-cating/rewettlng solution which ran be used


to wet (lubricate) lenses while they are being

worn to make them more comfortable.


" Eyeare practifoners may recommend a

weekly enzymatic deaner which can be used

to effectively remove protein deposits from

B05TON® XO Contact Lens.


" BOSTON XO Contact tenses rirwt be heat

(thermally) disinfected.


V
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LFM CASE CIEAMWG APO IIIIIW1mmANCe

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 pmctltioner,

and allowed m air dry. Lens cases should be

replaced at regular intervals as recommended

by the lens case manufacturer or tile eyecare

praaityoner.


CAME FOR A STS, 01011IN101MMC) LENS


If the lens sticks (stops movihs/cannot be

removed). the patient should be Instructed to

apply one to three drops of a recommended


lubd-catIng or rewetting solution dnectly to the eye and

wait until the lens begins m move freely on the

eye before removing It, if nonmovement of the

lens continues after 5 nilnums, the patient should

immediately consult the eyecare practitioner


EMERGENCIES


The patients should be Informed that if chemicals

of any kind (household products, gardening


soiu-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.


Now suvplUlm


Each fens is supplied (nonsterifel In a plastic lens

storage case. The case Is laWed 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 nlforaVmuitIFocailenses.


5-ru-)
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REPORTBMG OF ADVERlý REACWNS


sJl serious adverse reactions observed in patient;

wearing ttv 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

't-800-333-4730


® Polymer Technology

1400 North Goodman Street

Rochester, NY 14603-04So

1"1300-333-4730


90 denotes registered Oademarts 4f PolYrncr Technalogy


Print Date. Woo
 L86273/01


J.j. sr
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PATIENT

CARE


GUIDE


BosronV' x0

(hexafocon A)


Spherical & Aspherical Contact

Lenses for flyppia 8 Hypervpuj,


6itocal;'IIIUIriloc,3I Cont,?,ct Lcnscs for

Proshyopia and Toric Lenses


to Correct Astigmatism 117

Not jphakic and Aphahic Persons


Fleroro Silicone Acrylate

Rigid Gas Per-r»eable


Contact Lenses

For


Daily Wear


CAUTION:

F2delal Law Prohibits


DispeasrnCJ MtITUtlt J Plescription
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TAKE OF mKT15111ITS


Introduction
 your evecare prattioner has fit you with contact

uses known as BOSTON* X0. Ba57oN XO spherical.


wearing Restrictions and Indications
 torso and tifocal/multlfo®l lenses are manufactured

contralndlratinns
 from BOSTON XO contact lens material. It Is essential


warnings
 that you strictly follow the recommended handling,


Precautions
 cleaning and storage procedures. Failure to do so

may eventually Impair the Performance of your


Adverse Effects
 lenses.

Personal Cleanliness and Lens Handling


Preparing the Lens for Wearing
 BOSTON Xo Contact Lenses are Indicated for dally
the Lenses
Handling
 wear for the oorrectlon of refractive ameaopla

Placing the Lens on the Eye
 (myopia, hYVeropla. astigmatism and Presbyopla) In

Centering the Lens
 aphaklc and not aphaluc persons with nondlseased


Removing the Lens
 eves. The lens may be disinfected using a chemical


Caring for Your Leans
 disltdeoion (not heat) system only.


(Cleaning, Rinsing, DIsInFectinA. Storage
 BOSTON XO Contact Lenses described In this booklet


and RewettingilubrloHng)
 eyes
fOrrnu-should be removed cti1Gy from your

tire fining and dislnPecTlng as prescribed by your


13aslc Instructions
 aveeare practitioner, DO NOT WFAR YOUR BOSTON

Care for a Stitklng (Nonmoving) Lens
 XO CONTACT LENSES WHILE


SLEEPING-Lens Case Cleaning and Malnoenano?

Emergencies
 00 NOT USE BOSTON XO Contact Lenses when any


Instructions for MonovWon Wearer
 of the fdlvwlng conditions exist

Prescribed Wearing Schedule
 - Acute or supacube Irftmrttation or Infection of

MDointrnent Schedule
 the anterior Olambe of the eye


" Any eye disuse, INury. or abnorrtrallty that

affects the cortex. mryunaiva, or eyelids


" severe lnsuFfdency of lacrimal seavtion

(dry eyes)


" Corneal hypoesthesta (reduced corneal sensitivity),

if riot aphaklc


" Any systemic disease that may affect the eye or

he exaggerated by wearing contact lenses


" Allergic reactions of ocular surfaces or adnea

that may be Induced or exaggeated by wearing

contact leases or using conbaKt lens solutions


" A1letgv to any ingredient In a solution which is to

be used to rare for the eOSTON XO contact lens

material


" Any adrve oort>eal Infeebon (badetial, fungal.

or viral)


" Red or Intt:ated eyft


WART

Problems with contact lenses and lens care


prod-ucts; could result in swims If(ft V to the eye. it

Is essenaai to follow your eyerere practitioners

directions and all labeling Instructions for proper

use of lenses and lens rare products, including

tile lens case, Eye Problems, Indudlng mmeai

ukxrs, can develop rapidly and lead to )0s of

VtdML


"
Dally wear lenses are not Indicated for overnight

wear. and should not be wpm whie sleeping.

CUnkal studies have shown that the risk of serious

adverse reactions Is Increased when these lenses

are worn overnight.


" Studies have shown dtat contact lens wearers

who are smokers have a higher Incidence of

adverse reactions than nonsmokers.


" If you experience, eye disoonwort, exaess(ve tear.

1n9. vision changes. or redness 0 the eye,


irne-ds" rsnove Jai= and orompay contact

your eyecare practitioner,


a4 1 ý- 3
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PREMtITIGM


You should carefully adhere to the following care

regimen and safety precautions;


" Patients may a0eienee a reduction In visibility while


wearing these laims in conditions of low

illumina-tian for tire fofowlng cola- and center thickness


color CNIM Twksmew

Ice Blue >0.65 mm

violet 50.65 mm


" Before leaving the eyecare praCltiorow's office,

you should 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 Irdtated.


" Different solutions often cannot be used

togeth-er, and riot all solutions are safe for use with all


lenses. Use only recommended solutions

- Do not heat the wetting/soaldng solution and


tense::. Keep them away from extreme heat.

- always use Hesih urmmokW lens care


solutions.

- Always fellow directions In the package Insert


for the use of contact lens solutions,

- use only a chemical (riot heath lens care system.


Use of a heat Ithermah cane system con warp

BMf0N® XO Contact lenses.


- sterile unpresmoM solutions, when used,

should be discarded after the time spedHed in

the labellno directions.


.- Do not use sallva or anything other than the

recommended solutions for lubricating or 
wet-brig lenses,


- Always keep the lenses completely immersed in

the recommended storage solution when the

lenses are not being worn (stared). If dry


stor-age Is desired as stole the lenses for a longer

Dertod of time. they must first be cleaned,

rinsed with water and carefully dried by blot.


ting witty a soft lint-free tissue prior to being

Vlaamd in a dean, dry lens storage case. Ideally.

these lenses should be cleaned and dIslrrfecrEd

overnight odor to Insertion.


- IF the lens slides (stops moving) on the eye,

fol-low the recommended directions on care for a


5ddcing lens. The )errs should move freely on the

eve for the continued health of the eye. IF non

movement of the lens continues, Immediately

mnsult 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

tile lenses. It Is best to Put on lenses before put

dog on makeup. Water-based cosmetics are less

likely to carnage lenses than call-bawd praducss


- Do not touch contact lenses witty the fingers or

hands It the hands are not free of forelon


materi-als. as microscopic scraudum on the lenses may

occur. causing distorted vision and/or Injury to

the eye.


" Carefully follow the handling, insertion. removal

cleaning. disinfecting, storing and wearing

Instructions that follow ran the BOSTON Xo

Contact Lenses and those provided by Your eve

care practifoner.


" Never wear lenses beyond the period reaom"

mended by your eyecare practitioner.


" If aerosol Droducts such as hair spray are used

while wearing lenses. exercise caution and keep

eyes dosed until the spray has settled.


" Always handle lenses gently and avoid dropping

them on hard


surfaoes-" Avoid all harmful or Irrtmting vapors and fume

while wearing lenses.


" Ask your eyemre practitioner about wearing

lenses during water activities and other sports.


" Inform your health care practitioner (doctor) thar

you wear contact lenses.


" Never use tweezers or other toots to remove

lenses from the lens case unless spedfirWy


indi-cated for that use. To remove the lens from the

case, Dour the solution mntalning the lens Into

the palm of your hand.


" oo not touch the lens with fingernails.

" Always contact your evecare 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


eyes. Follow your eye®re practitiorWs

Instruc-don as to a recommended follow-up schedule.


ADVOM W*WM

The following Problems may okay:

" Eyes stinging, burning, Itfilng tlnitadoru, or


olrier eye pain

" Comfort is less than when lens was first placed


on the eve

" Feeling of something In the eve such as a foreign


body, scratched area

" Excessive watering (tearing) of the eyes

" UMUsUal eye secretions

" Redness of the eyes

" Reduced sharpness of vision (poor visual acuity)

" Blurred vision, rainbows, or halos around objects

" Sensitivity to light (DhotoplJobia)

" Dry eyes

f you notice: any of the above:

Medab* nenoge kmim

" if the dlscvrttforT or problem straps, 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

evecare practitioner. IF the lens has dirt an


eye-lash, or other foreign body on It, or the problem

stops and the lens appears undamaged. you

should thoroughly dean, rinse, and dilslrfct the

lenses: then reinsert them. After reinsertion. if

die problem continues, 6nnedabdt/ rtnm

ft', rtees and wnsuftvtsr (tyecamwwddarta.


When any of the above problems occur, a serious

condition such as Infection, corneal uluer.


neovas-nrlarIzatIon. or lrhis may be present You should

keep the lens aitr flee tmm amt sees( Irwnedzýe

professional Identification of the problem and

prompt treatment to avoid serious eye damage,


15,
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1- vrepMileg ttt Lou tar wowing

It Is essential that you learn and use good

hyglenlc medlods In the care and handling of

your new loses. 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

mid soap, rinse completely. and dry with a

lint-free towel bore touching your lenses.


" Avoid tile (ore of soaps containing cold cream.

lotion, or oily cosmetics before handing 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

tiler became automatic.


Z ý -a& aw Lslms

" Develop the habit of always working with Me


same lens first m avoid mix-ups.

" Remove the lens from Its sttrrage case and


examine it to be sure that it Is moist dean,

dear, and free of any nicks or cracks.


3 PmdN tittle Lý an 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 mndMoning sdudon.

IF desired.


" Inspect the lens to be sure that It Is dean. uni

formty wet and free of debris.


" Rub several drops of conditioning solution

over the lens surfaces.


" Place the lens on the top of the Indear 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 middle finger of your

other hand to lift the upper lid and then place

the lens on tire eye. It Is not necessary to press

the lens against tile eye,


Gently release the lids and blink. The lens will

center aummadcally. Always verVy Its proper

position by checking your vision ImmedaWy

afbr Insertion.


" Use ttre same technltiue or reverse the nand

when Inserting the other lens.


There are other methods of lens placement. if

the above method Is dtfflwlt for you, your


eye-care practitioner will provIde you with an alter

nate method.

NOW If after placement of the lens, your vislor

Is blurred, check for the following:

" The lens is not centered on the eye (we


'Centering rfre Lens,' next In this bookleo,


" If the lens is centered, remove the lens (see

'Removing the lens' section) and check for

the following:


a. cosmetics or olls an 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 ey=re boner.


d OifnlIIIIIIIIiný an Lolls


Very rarely, a lens that is an tile cornea will be

displaced onto the white part of the eye during

lens wear. This can also oaaur during placement

and removal of the lenses if the correct


aedl-nlaues are not performed praperiy. To center a

tens follow one of the procedures below.

" Close your eyelids and gently massage the lens


into place through the dosed lids.


" Gently push the off-antared lens onto the

cameo while the eye Is open using finger ores.

sure on the upper or lower lid next m the

edge of the lens.


5L Rernorlirlo an Leers

Before removing your lenses. It is recommended

that you have the following Iteirrs available:


1) A lens storage rwrse.

21 TWO OCALE Sy9Ulle


Boston ADVANCEM Cleaner or

Bostan® Cleaner. MID

Boston ADVANCE® Cornfort Formula

Conditioning solution or Boston®

Conditioning Solution.


0R

0118 mottle systorn

Boston SIMPUCITIO Mid-Action Solution

(Clean, Condition, Disinfect, Rinse b Cushion)


31 A dean towel.

Always remove the same lens first

a. Wash, rinse, and dry your hands thoroughly.

b. Thee are boo sraggýd meafloý of tam renns*


1) Place a towel uncier row era to otrh the lens.

2) Place the tip of ti,e forefinger of one hand


an tile middle of the upper Vd margin and

the forefinger of the other hand an tire

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.


s) The lens may cone out but: rernaln on your

eyelid or hand or be decrnflered onto the

white part of your eye. If the latter occurs,

renter the lens onto your cornea before

repeating the removal procedure.


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

iunc-tion of your upper and lower lids, stretch


the skin outward and slightly upward. (Do

nor allow your lid to slide over the lens.)
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21 Blink briskly. The lens will be pinched by the

pressure of your eyelids and the lens will

pop out onto the dean 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

trowdure,


d- Follow the required lens care procedures

described under the hedding, CARING FOR

YOUR LENSES (CLEANING. RINSING,


DISINFECT-ING, STORAGE AND REWETTINGJLUBRICATING)


fttie if these methods for removing your

lens-es are dfflýalt for you. your eye0re practitioner


will provide you with an alternate method


MUM FOR YOUR LOVES Itl.EAt11110.

WORM. Dffýi. TMRAGE

AND REYYETTINQn.U1it1CATM1


i. eask ns

For continued safe and comfortable wearing of

your lenses. It is important that you first dean

and tense, then your lenses after each

removal, using the care regimen recommended

by your eyeore practitioner. Manlro and


11M-hip are necessary to remove mucus, secretions.

films, or deposits whloh may have accumulated

during wear- The Ideal time to dean your lenses

Is irtntedtatlely after removing them. dAYsteibnR

Is necessary to desbay hamrful germs.

You should adhere to the recommended care

regimen. Failure to foAow the regimen may result

In development of serious ocular mmpllcadons as

dlscvssed In tire WARNINGS section above.


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 lets and do not have son>eone


avaN-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

plan= the levies on your eyes and remove there

while you are In your eyecare practitioners

offi®. At that dine you will be provided with a

reoomrnended cleaning and dish an


regi-men and Instructions and wamlngs for lens care,

handling, deanlng, and disitfecting. Your


s-care practitioner should Instruct you about

appropriate and adequate prooedcres and


Prod-ucts for your use. and provide you with a copy

of the Patient Instructions for the BOSTONO Xo

Contact Lenses.

For safe contact lens wear, you should know and

always practice your Lens care routine;

" Always wash, rinse. and dry hands bdere


han-dling oontaa lenses.

- Always use *MM Led lens care solutions

- Use the recommended system of lens care


(chemical not hat) and orWuPy follow

instructions on solution labeling. Different

solutions often cannot be used together, and

not all solutions are safe for use with so lenses.

0o Mt amteds ate "ft cress awe glilghm

urdess irld1 1 td m aolfi4! billoebta or it

advitxed by Vow eyodn in aedome


- Always remove, dean. rinse and dlslnfect your

lenses aaardlng to the schedule prescribed by

your eyecare practitioner. The use of an

enzyme or any deanlng soluton dof not

su9rrfe for tlsrWoMM.


" Do not use saliva or anything other than the

recommended solutions for lubricating or

rewettlng 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 XO Contact Lsnso. Your eyecare

practitioner may recommend alternate


prod-ucts that are appropriate for you to use with

your B05TON XO Contact Lenses.


LAM C111111111112TA"


v"oeucx
 Law Cone a", It i

Awe
 Chemical (Not Heab


Clean
 Boston ADVANCE" Cleaner

or Boston- Cleaner


Dls(rfeLt
 Boston ADVANCE` Comfort

Formula conditioning Solution

or upon-conclooing Solution


Store
 SosWn ADVANCE` Comfort

Formula Condidonlng solution

a Roshýn Caddwlng Solution


Muld-Action
 Boston SIMPUCftr

(Clean, Condition. Muid-Action Solution

Disinfect, Rinse

and Cushion)


Wbrlcate/Rewot
 8aMrr ng Drops


Weekly
 BOsftXe ONE STEP

Enzymadc
 UQuid Erlnrnatlc cleaner

cleaner


- Now 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 laiways the same lens first

to avoid mix-ups) and rinse the lens


(rough-ly as recnmrnended by your eyerare

practition-er to remove the dealing solution, mucus,


and film from the lens surface. Follow the

Instructions provided In the de®n(ng solution

labeling. Put that lens Into the correct


cham-ber of the lens storage case. Then repeat the

procedure for the sewed lens.


- AfW deanlng. distnfact lenses using the above

recommended system by your eyemre


pracd-doner and/or the marntad'urer. Follow tire

Instructions proviclect In the disinfectfon


solu-tion labeling.

- To store lenses, d(slrfied and leave them in the


closed/unopened case until ready to wear. IF

lenses are not to be used immediately follow.

Inq disinfeclion, you should consult the

Package Insert or your evecare practitioner

fox Information on sbxage of your lenses.


- Alvrays kei:p your hshsa cvmpleWy immersed

In a recommended dlsinfecdng/aondldonlng

solution when the lenses are not being worn.

If you dismntlnue wearing roar lenses, but

plan to begin wearing them again after a few

weeks, ask Your eyecare practitioner for a


rec-ommendation on how to stare your lenses.

" BOSTON xo Conma Lenses mot be heat


(thermally) disinfested.

" After removing your Lenses from the lens case,


empty and rinse the lens storage case with

solution(s) recommended by the lens case 

A


TOTAL P.28
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manufacturer or the eyecare pracUJtloner: then

allow the lens mdse to air dry. When the case is

used again, refill It with fresh storage solution

Lens cases should be replaced at regular Inter

Pals as recommended by the lens case man&

facturer or your eyecare practitioner.


" Your eveore practitioner may recommend a

lubricating/rewetting solution for your use.

Lubrkating/Rewettlng solutions can be used to

wet (lubricate) your lenses whAe you are


wear-ing them to make them more oorrtfortable

Your eyecare practitioner may recommend a

weekly enzymade cleaner which can be used

to effectively remove protein deposits from

your B0STONO XO Contact Lenses.


Z camfor a lllictdnp (Mantnorlrro lrelta

if the lens sticks (stops movinglcannot be

removed), apply one to three drops of a recnm

mended lubricating or rewetdng solution


direct-ly m your eye and wait until the lens begins to

move freely on the eve before removing It. II

nonmavemertt of the lens continues after 5

minutes, you should Immediately consult your

eyemre practitioner.


3. Lem C=9 r, I and wd1nhý

Contact lens cases ran be a source of bacartal

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 remm

mended by the lens case manufacturer or the

eyec-are Practitioner-


4L SwwroBAdeS


if chemicals of any kind (household products,

gardening solutions, laboratory chemiceis, etc-)

are splashed into your eyes, you should: EtUM

YOUR EM 1411ýWýY WITH TAP WA7M

THM 11)a1D" rouR U=M Y, IF

PUSSELE. AID 1111)®IAýýý Q71fTACT race

EVECAM PRAMT10M CM SMbf A HO'SPIT'AL

EMINCOXY ROOM Wlf"oM e1MAr.


N$TRVCT1006 FOR TIE 1101AVO1 wEARM

" You should be aware that, as with any type or


lens correction, there are advantages and

com-promises to monovlslon contact lens therapy.


The benefit of dear near vision in all gam that is

available with monovislon may be accompanied

by a vision compromise that may reduce your

visual acuity and depth perception for distance

and near tasks. Some patients have erperienoed

difficulty adapting to monovlsion- Symptoms.

such as mild blurred *Ion, dizziness, headaches

and a feeling of slight Imbalance, may last for a

LxieF 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-adons during the Initial adaptation period. It is


recommended that you first wear these contact

lenses In famIllar situations which am not visually

demanding, For example, be a Dassenger rather

than a driver of an automobile during the first

few days of lens wear. It Is recommended chat

you only drive with monoAsion correction if you

pass your stag drivers' license requirements with

monovlslon correction.


" Some monovlslon lens wearers wit never be fully

mrritort3ble functioning under low levels of


Illumi-nation, such as driving at night. If this happens,

discuss with Your eyecare practitioner whether


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

aor-r2ded for near when sharp near vision b required.


" some monovislon lens wearers require supplemental

spectacles to wear over the morpvlsdon correction

to provide the dearest vision for atdd tasks, You

should discuss this with your evacare practitioner.


" It Is Important that you follow your eyecare

practitioner's suggestions for adaptation to

monovision contact lens therapy. You should

discuss anv concerns that you may have during

and aft the adaptation period.


" The dedtlolt to be f wft a nonwidan

%mrectilix t: ntmlc abwaptan" Pon tn 1m

ereýra ptrtlona h effort vft tile

mtierrt aP6er oratWy mtýnp ono

dýslnp car 11eý.


ooalsloMAMM hple e1111aeAwuMaexL

Maas


Patients who are considering bWaczVmuWoml

contact lenses should be highly motivated and

must be informed of the benefil as well as the

problems ttfat may be enaount$ed while adapting

to lotfýVmuldfovl oontad lens wear.


Your eyecare practitioner may dl=ss the

following with you:

1. AOýI)


Both bifocal speaade and bifacaVmultifocal

contact lens wearers need to learn to adapt to

proper head posItJoning. The bifocal patient

must position the head upright while rotating

the eyes downward to read, once the blfool

patient has adapted. proper posbonlng

becomes effortless.


2- G7hhgatA*ht

BlfocaVmullifoc:A contact lens wearers should

experience night vision before actually driving

while wearing their lenses,


3. f&B aIIWýt

Blfoml/multifocal contact lenses wearers may

experience flare at night This may o=ur with

certain lens designs. With time. bifocal contact

lens wearers adapt to this situation.


a. WQJal ftVeC9at/h7

eifocaVmultifocal contact lens wearer may

experience visual acuides less than could be

achieved with btfvd spectacles,


SANPLE OF UJFAIplIG Alien AIPP01rlTINNT

SOiND11rLES


wearing schedule

oAY 11011111111M IM 111111owsr


4 to 8 Hours

2 6 to 10 flours

3 8 m 14 Hours

a 10 to 15 Hours


12 to All Waking Hours

6 and after AN Waiting Hours


*if the lenses continue to be well-tolerated.


WAidWIIG: BOSTON XO Contact lenses are 1V!

Intended for overnight (extended) wear.


"-j
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Apo01MT1AA9M SCEODVLE


Minimum number of hours lenses to be worn at time of appointment


Your appointments are on:


Yew TOO Date
SA01fý1


PATIEWIEYECIRE PRACfr101" WIOIID"TIM


Eyecare Practitioner Information


Practitioner Name:


Practice Name:


Praertitloner


Practitioner Phone Number:


Remmmended Lens Care Regimen: _.__


cleaning Salution:._


Conditioning Solution;


Reweting Solution:


Weekly EMmatic Cleaner:


1RPORTANT: In the event that you ecperlence any dlflculty wearing your lenses or you do not understand

the Instructions gjysn you, Do NOT WAIT for your next appointment TE7FPHONE YOUR EYECARE

PRACTITIONER IMMEDIATELY-


® Polymer Technology

1400 North Goodman Street

Rochester, NY 14603-0450

1-800-333-4730


® denotes registered trademarks of Mfymer Technology.


Print oatE: woo
 LB6273io1


a9
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CAUTION: Federal Law prohibits


dlspensinp without prescription


see package Inserrfor important safety information.


Tne BOSTONO Lens material manufactured try:

Polymer Technology, wllrnlngton, MA 01897


Do not accept this BOSTON Lens order if the A4tharited

Manufacturer insignia Is not intact,


,o'99> rwq rsO S1ON LENS BOSTON. EOUALENS. ENVISION,

eOSTON Rx0 BOSTON E5 BOSTON 7 ýn0 VO$MN MLlltf-mDT, AIC r:It7ý,K7 '.H


pON,riar tPi: n,m,�Cv., rl-n,nn or w,lm,npcan Pxrncrs L p


1'16 338 0702 P.03/03


PRACTITIONER NOTE: The BOSTON Lenses are

not sterile when shipped from the Authorized

Manufacturer. Prior to dispensing. clean and


disinfect the lenslesl according to the

appropriate lens care regimen.


Do not accept

this BOSTON Lens order If the


Authorized Manufacturer insignia

is not Intact.


IN CASE OF EMERGENCY

I am wearing BOSTON® Contatt Lenses.


I use BOSTON® Solutions.


my 

PYactlnoner.. .._......._.... 

pndne


-30

TOTAL P.03
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POLYMER TECHNOLOGY 1400 N. GOODMAN ST F E - - ý' (,-.) '30X 450 " ROCHESTER, NEW YORK 14603-0450


7 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.


Item #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 . 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.

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).


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

the presbyopic patient. That document is also included in Appendix B. You will
 o.
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note that a reference to the availability of the Presbyopic Fitting Guide has been


eir 
added to the Boston XO Professional Fitting Guide.


Item #3:


Identify 
"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,


Locý G-"- C., ý+ý ý

Debra L.B. Ketchum 

.

Manager, Regulatory Affairs


r

(b)(4)
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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 BYAI'PIJCAA'7


I

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted

in support of this application, I certify to one of the statements below as appropriate. I 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.


® (1) As the sponsor of the submitted studies, I certify that I 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). I 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. I 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 Stud #001


(2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the


applicant, I 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, I certify that I 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 r, DATE


. 
t


Paperwork Reduction Act Statement


An agency may not conductor 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 
Department of Health and Human Services


collection of information is estimated to average 1 hour per response, including time for reviewing 
Food and Drug Administration


instructions, searching existing data sources, gathering and maintaining the necessary data, and 5600 Fishers 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 right:


FORM FDA 3454 (3/99)
 (p3

'0 to 1,
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Paul Blaze, O.D.


Michael Goldsmid, O.D.


Frank Toscane. 0.D.
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PROFESSIONAL

FITTING AND


INFORMATION

GUIDE


BOSTOIVV XO

(hexafocon A)


Spherical & Aspherical Contact

Lenses for 0yopia & 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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TABLE OF COQ PRODUCT DESCRIPTION - BOSTON XO


Introduction


Product Description - BOSTON® XO


Lens Parameters Available - BOSTON® XC


Actions


Indications


Contraindications, Warnings, Precautions,


and Adverse Reactions


Selection of Patients


Fitting Procedure Outline


Pre-Fitting Examination


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


In-Office Care of Trial Lenses

Recommended Initial Wearing Schedule


Clinical Assessment

Criteria of a Well-fitted Lens


Optimizing Fitting Characteristics


Problem Solving

Monovision Fitting Guidelines


Patient Lens Care Directions


Care for a Sticking (Non-Moving) Lens


Laboratory Lens Cleaner


In-Office Lens Modifications


Removal of Surface Deposits


Reporting of Adverse Reactions


How Supplied


The BOSTON XO Contact Lens material, hexafocon A,

is composed of aliphatic siloxanyl


fluoromethacry-late copolymer with an ultraviolet absorber. The

tinted lenses contain the following color additives:


Odor Color Additive

Ice Blue D & C Green No. 6


Violet D & C Violet No. 2


The BOSTON XO Contact Lenses are a hemispherical

shell of the following dimensions:


Spherical Lens Deer

Power Range -20.OOD 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


Aspherical Lens Designs


(Some of these designs are patented;

manufacture of these lenses in Boston x0

(hexafocon Al materials are authorized to


licensed labs only)


Power Range -20.OOD to +20.00D

in 0.25D increments


Diameter 7.0 mm 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 designs are patented;

manufacture of these lenses in Boston x0

(hexafocon A) materials are authorized to


licensed labs only)

Power Range -20.OOD to +20.00D


in 0.25D increments

Diameter 8.5 mm to 11.5 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 +1.00D to +3.75D


in 0.5D increments

Prism Ballast 0.5 to 3.5 prism diopters


in 0.5D increments


Toric Lens DesiI

Power Range -20.OOD to +20.00D


in 0.25D increments

Diameter 7.0 mm to 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 physicWoptir2l propel of the lens are:

Specific Gravity
 1.27

Refractive Index
 1.415

Light Absorbance (640 nm)
 4.6 Ice Blue

labsorbance units/inch
 5,5 Violet

Light Transmittance*
 92%

*Average %T (400-800nm)

Surface Character
 Hydrophobic

Wetting Angle
 49"


Water Content
 <1%

Oxygen Permeability


140* (100**)

tx 10 11 (cm° 0, - cm)Acm2
 - sec - mmHg) @ 35° C)


**polarographic method (ISO/Fatt) 

0,04

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

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



100-1


so


60-e


E
e

c


f
 Cornea


zo


Lens

e


BOSTON' 
XO


200 300 400 soo 600 700 800

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 Energy 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 Health

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 Jý

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.


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 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 hypoesthesia (reduced corneal sersitivitv),

if not aphakic


" Any systemic disease that may affect the eye Dr

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

Lenses


" Any active corneal irfection (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 SeAOUS injury to the eye. 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 develop rapidly and

lead to loss of vision.


" Daily wear lenses are rwt 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 hnrnediabely

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 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 TWdnm

Ice Blue >0.65 mm

Violet >0.65 mm


Special 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


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 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 ;

correction; therefore, the continuing ocular

health of the patient and lens performance on

the eye should be carefully monitored by the

prescribing eyecare practitioner.
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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

BOSTONO XO 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 pauent

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 PROCI


DUKE 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 solution

and lenses. Keep them away from extreme heat


- Always use Re11 uneWji^ed lens care soluhor i


-Always follow directions in the package in=errs

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 XO Contact Lenses.


- Sterile unpreserved solutions, when used,

should be discarded after the time specified 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 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 blotting

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 ýo

insertion.


" If the lens sticks (stops moving) on the eye, f Dl

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 consul, ni!

or her 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 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

occur, 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 XO 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.


" Inform 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 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 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


If the patient notices any of the above symptoms,

he or she should be instructed to:
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Immedabely remove lanes


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 reinsert them. After reinsertion, If the

problem continues, the patient should


imme-diately remove the lenses and consult 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 acuity)


" Blurred vision, 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 Krlms


When any of the above problems occur, a

seri-ous condition such as Infection, corneal ulcer,


neovascularizatlon, or Irltls 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® XO Contact Lenses are rigid gas perrriE

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


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. Initial Lens Power Selection

6. Initial Lens Center Thickness Selection

7. Remaining Lens Parameter Selection

B. Follow-Up Care


FITTING PROCEDURE


1. Prefitting 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,


" 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 precomeal 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.


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 O 90 Flat K = 42.750 (7.90mm)

The "flat K" Is used as a reference point from

which the Base Curare 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.o0D

" Lens Diameter = 9.6 mm

" Initial Base Curve:


Flat K 42.750 7.90 mm

+ Corneal Astigmatism Factor 0.250 fiatterttunRatK


= Initial Base Curve 42.500

" Base Curve Radius 42.500 = 7.94 mm
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Select 9.2 mm or 
9.6= 

initial diameter

Choose base curve accorUin to chart.

rorneal Astigmatism Factors*


corneal 9.2 n ganm

asUllirnaUsn Diameter oixnexr


0 00 to 0 SOD O.SOD Hatter 0.750 flatter

0 75 to 1250 0.250 Hatter O.SOD flatter

1 50 to 2.00D on flat 'K' 0.250 Hatter

2ý25 to 2.75D 0.25D steeper on flat 'K'


3.00 to 3.50D O. SOD steeper 0.250 steeper

'This chart assumes an optical zone that is

1.4 - 1.6 mm smaller than the lens diameter


4. Initial Lens Erakiation

A Lens POSidonf


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 tree

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 avoided


Note for fitting the hyperopic eye:


Single-cut plus lenses tend to position low If the

inferior decentration is modest, this design rr!ay

be preferable, especially for smaller cornea; Iri

many cases, lenticular-designed plus lenses offer

better centration and more predictable blink

induced lens movement. Special attention must

be directed to the edge design of interpalpebral

lenticular lenses to insure that they provide


min-imal lid sensation by being well-tapered arc

rolled slightly inward.


B. Ftuorescein 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 orcunr


ference. Excessive apical pooling or bearing

should be avoided. A moderate edge lift is nei_

essary to permit the edge of the lens to slide

over the corneal surface with minimal resistanckr


The presence of the UV-absorber in the BOSICN®


XO (hexafocon A) Contact Lenses may require

equipment enhancement to visualize fluoresce,n

patterns adequately. A simple, inexpensive

approach is the use of an auxiliary yellow Kodak

Wratten #12 filter in conjunction with the conalf

blue filter of the biomicroscope.


Silt 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


Burton Lamp Application (necyrk

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.


rttpofiant Note: Use of the Wratten filters

will also enhance the view of non-UV rigid

lenses and corneal fluorescein evaluation.


kWratten #12 and #47 filters are available from

Authorized BOSTON Manufacturers in the

following kits: #7503 Slit Lamp Filter Kit, #7502

Burton Lamp Modification Kit.


S. Initial Lens Power Selection


A Empirical Fitting

step Ill

Follow the steps for INITIAL LENS DIAMETER and

BASE CURVE RADIUS SELECTION.


Step Two:

Employ 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 = 42.750 7.90 mm

+ Corneal Astigmatism Factor 0.250 flatter a,anFlat K

= Initial Base Curve 42.500

Base Curare Radius 42.500 = 7.94 mm


Since the base curve is 0.250 flatter than K,

employ the FAP principle to determine contact

lens power.


Base Curve: 42.500 o.zsnýttýrmarcrtK

Sph power of spec Rx. -3.OOD


FAP adjustment +(+0.250)

Lens Power -2.750

The lens in this example would be ordered as:


Base curve: 42.500

Power: -2.750

Diameter: 9.6mm


e. 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 4.750, correct for the vertex distance.


Example: -5.OOD at 12 mm= -4.750 at the cornea

,S.ODD at 12 mm=,5.370 at the cornea


fý.3
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Step Three:

Combine the spherical over-refraction (correc-ted


for vertex distance if appropriate) with the power


of the trial lens to obtain the final contact ler"


power ordered.


Example: Trial lens 3 OOD

Over-refraction (+)11 oOD


Power to order 2.00D


6, Initial Lens Center Thicilmess Selection

For best clinical results, the eyecare pra<:titioner

should always specify center thickness as part

of the complete prescription. The stability and

flexural resistance of BOSTON® XO (hexafoam A)

permit the use of a wide range of center ?:hick

nesses and designs.


For eyes with less than 1.25 diopters of corneal

toricity consider the following standard thickness

table


In cases where corneal toridty 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 clinical testing. Your Authorized BOSTON

Manufacturer may also offer suggesd"nS

regarding lens design.


Select remaining lens

parameters: optical zone &

peripheral (edge) design.


SpedFy 8,0 - 8,2 corn

optic zone


instruct manufacturer to blend

to Hnished size


SpedWy perlphefdl C4rve

design as folows:


for for

9.2 rnrn 9.4 - 9.6


diameter damete


Peripheral Curves
 Peripheral curves

1st 20
 1st 2nd


Wkrdt 0.3 mm 0.3 mm
 Wk)th 0.3 mm 0 3 mm

Radw' 0.8 mm 23 mm
 Radk6' 1.2 mm 2.8 mm


flatter than aC
 *Ratter than B C


8. Foaow-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 closely 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

timbal-conjunctiva) 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,


tf 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

technicians concerning proper care of trial lenses.


Prior to reusing in a diagnostic procedure or

before dispensing to a patient, lenses should be

surface cleaned and disinfected.
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Prattrti0ner Note: The BOSTON® XO 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 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 practition

er regardless of how comfortable the lenses feel


BOSTON XO Contact Lenses are indicated for daily

wear. The maximum suggested wearing time r-)r

these lenses is:


DAY WEARING TIME (Hoursf

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 Hour


6 and after All Waking Hours

'if the lenses continue to be well-tolerated


CLINICAL ASSESSMENT


WARNING: BOSTON XO Contact Lenses are NOT

intended for overnight (extended) wear 

-


1. criteria of a Wet-Htbed Lens


Patient comfort is largely determined by lens

positioning on the cornea. A slightly superior

lid-attachment positioning is generally prefen Pd


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 4

central lens positioning is acceptable but

requires the lens periphery to be designed Mcri

minimal edge lift and edge contours that are

rolled slightly inward to reduce blink-related 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 Ten<,


should show some mild apical bearing 
("feather'


touch) or alignment and the absence of peripr

eral bearing over more than 180° of its circurn

ference. Excessive apical pooling or bearing

should be avoided. A moderate edge lift is nec

essary to permit the edge of the lens to slice

over the corneal surface with minimal resistance


2. Optlmalng 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 fitting

relationships


INITIAL LENS ASSESSMENT


Opttmffri
 Too Stele
 T00 li

Fluorescein
Parallel to Slight
 Excessive Apical
Excessive

Pattern
 Apical Bearing
 Pooling
 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. 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'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 stallinillinM 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 ratted

too steeply.


Gened 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

prob-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 eyes.


Excessive development of lens deposits:

This unusual problem may be related to:

increased mucus production, i.e., GPC, keratitis

sioca, 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 most often related

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 lightly polish the lenses

with the BOSTON Cleaning Polish. In the event

that deposits cannot be removed by cleaning or

rnlichinn fhp lane chnidri hp rpnlarpri
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Lens surface cry 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® XO


(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

include: surface contamination with cosmetics,

hair spray, skin preparations; inadequate tear

lubrication; incomplete blinking; the use of

incompatible preserved care solutions; ano Jr


lens storage.


Unstable vision: This problem may be due t.;

excessive blink-induced lens flexure resulting

from 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 vhiom

Reduced vision correction unrelated tc changes

in refractive error may be due to lens warpage,

front surface deposits, or switched lenses


Repeated lens brmkage: Lens breakage

prob-lems may be due to careless handling or storage


procedures (see Patient Instructions booklet)


BIFOCAL/MULTIFOCAL CONTACT LENS FITTING

PROCEDURES FOR TIE PRESBYOPIC PATENT

A separate Fitting Guide is available through y-lur

Authorized Boston Manufacturer.


MONOVISION FITTING GUIDELINES


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 XO Contact Lenses.


Occupational and environmental visual

demands should be considered. If the patient

requires critical vision (visual acuity and


stereopsis), 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 .3s


(1) visually demanding situations such as


opE!r-ating potentially dangerous machinery 0f


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 vjit^


monovision correction. Patients may rot per

form as well for certain tasks with this


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

monovision contact lenses provide.


2 Eye Selecbm

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 eye. IF

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

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

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.


X12
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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


S. Trial Le11S FittIM


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 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 trial

lenses of the proper power in place, observe the

reaction to this mode of correction. Immediately

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 read

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 t(ý

large print (e.g. typewritten copy) at first and

then graduate to news print and finally smaller

type sizes.


After the patients 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


fi 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

prognosis for successful adaptation.


To help in the adaptation process, the patient

can be advised to use the lenses first in a corn

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 a pý,>-


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 spectacles 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 dear near

vision in straight ahead and upward gaze with

monovision.


'The decision to fit a patient with a

rnono-vision torrecdon is most appropriately feet


to the eyecare practitioner in conjunction

with the patient after carefuNy considering

the padenrs needs.


*AN patients should be supplied with a copy

OF the Patient Instiuctiwls.


PATIENT LENS CARE DIRECTIONS


Eyecare practitioners should review with the

patient all lens care directions, including 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)


Bask 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
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atbernate or mb(lens care sysbena unless

ind-cabed on solution tabeing or hutncbed by the


eyes Loner.


" 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 beckoned, rinsed, and

dsinFect-ed 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 a


clean-ing solution does trot substitute for

dsilinfection.


The lens care products listed below are

recommend-ed by Polymer Technology for use with BOSTON® XO


Contact Lenses. Eyecare practitioners may

recom-mend alternate products that are appropriate for the


patient's use with his or her lens(es).


LENS CARE TABLE


Product Lens Care System

Purpose Chemical (Not Heat)


Clean BOSTON Advance' Cleaner or

BOSTON' Cleaner


Disinfect BOSTONAdvance' 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 i_iquio

Enzymatic Enzymatic Cleaner

Cleaner


" Nofbe: 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


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 cleaning, 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 dosed/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

eyecare 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 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 rewettang 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 shou,d


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 Lens Cleaner. This clear,

colorless surfactant is for laboratory and

lirvoFfice 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

Clearer Is Intended for PROFESSIONAL. USE

ONLY. It is not avalable for resale or


distrib-ution to patient.


1111N-OFFICE LENS MODIFICATIONS


Edge reshaping and surface repolishing can De

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 rernove

all traces of adhesive (if double-backed tape is

used) with the special authorized solvents` (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 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 BOS-rON"


Cleaning Polish 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 oe

used prior to lens dispensing.

Cýxý- Damage may result from improper

modification techniques. Please Note:BOSTON"

Envision" and BOSTON" MultiVision due to their

preformed back surface should not be modified

Consult your Authorized BOSTON Manufacturer Cr

contact Polymer Technology for more detailed

information.


"HraniW Do not use solvents such as alcohols,

esters, ketones or chlorinated hydrocarbons


(including 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 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® XO (hexafocon A) 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 patients rigid

gas permeable lenses. THE BOSTON LENS' Cleaning

Polish and Manual Polishing Machine are available

from Authorized BOSTON Manufacturers.

Caudbn: Applying excessive and prolonged


pres-sure to the lens during the polishing procedure

may alter its surface optics.
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REPORTING of ADVERSE REACTIONS


All serious adverse reactions observed in patienr,,


wearing 80STON® XO Contact Lenses or adverse


experiences with the lenses should be reported ro


Consumer Affairs

Polymer Technology

1400 North Coodman Street


Rochester, NY 14603-0450

1-800-333-4730


HOW SUPPLIED


Each lens is supplied (non-sterile) 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.
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PACKAGE

INSERT


BOSTOIT XO

(hexafocon A)


Spherical & Aspherical Contact

Lenses for Vyopia & 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


1VPORTANT:

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® XO (hexaFocon A) material is used for the


manufacturing of daily wear rigid gas permeable

contact lenses. BOSTON XO are wettable,


non-hydrophilic rigid gas permeable contact lenses that

are not surface treated and are made from silox

anyl fluoromethaaylate copolymer containing an

utraviolet absorber. BOSTON XO Contact Lenses are

available in ice blue and violet.


Color Color Additive


Ice Blue D & C Green No. 6


Violet D & C Violet No. 2


The physical characteristics of the BOSTON XO

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.OOD to +20 GOD


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

Aspheriial Lens Designs


(some of these designs are patented,

manufacture of these lenses in Boston XO

(hexafocon A) materials are authorized to


licensed labs only)

Power Range -20.OOD to +20.OOD


in 0.25D increments

Diameter 7.0 mm 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 designs are patented,

manufacture of these lenses in Boston x0

(hexafocon A) materials are authorized to


licensed labs only)

Power Range -20.OOD to +20.OOD


in 0.25D increments

Diameter 8.5 mm to 11.5 mm

Base Curve Range 6.30 mm to 9.50 mm


in 0.01 mm increments

Segment Heights -2.00 mm to +11.00 mm


in 0.5 mm increments

Add Powers +1.00D to +3.75D


in 0.5D increments

Prism Ballast 0.5 to 3.5 prism diopters


in O.SD increments

Toric Lens Designs


Power Range -20.OOD to +20.00D

in 0.25D increments


Diameter 7.0 mm to 11.5 mm

Base Curve Range 6.80 mm to 9.50 mm


In 0.01 mm increments

TorIClty Up to 9.00 Diopters


PhysicaVOptical Properties of BOSTON x0:


Specific Gravity
 1.27

Refractive Index
 1.415

Light Absorbanoe ubsorbance units/inch)


Ice Blue rwim w msanen
 4.6

Violet rwith w xbso"n
 5.5


Light Transmittance*
 92%e

*Average %T (400-800nm)

Surface Character
 Hydrophobic


Wetting Angle
 49°


Water Content
 <1%


Oxygen Permeability
 140* 1100**)

(x 10" (CM' Oz " cml/(Cmz " sec
 " mmHg) @ 35° C)


**polarographic method (ISO/Fatt)


s

0


N


s


BOSTON xo


x


BOSTON XO - 0.07 mm thick BOSTON XO lice Blue)

CORNEA - Human cornea from a 24-year-old


per-son as described in Lerman, S., Radiant Energy and

the Eve. MacMillan, New York, 1980, p. 58.

CRYSTALLME 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, Florida, 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 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. c 

%F
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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 systernic 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 cc ntac-t

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 seriou9 injury to the eye 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 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 these daily wear lenses are

worn overnight.


" Studies have shown that contact lens weare,s

who are srnokers 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 inrnediately

remove lenses and promptly contact his or her

eyecare practitioner.


PRECAUTIONS


PraCtitionerNote BOSTON XO 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

don for the following color and center thickness

cow center Thickness

Ice Blue >0.65 mm

Violet >0.65 mm


Special 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

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 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 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 XO 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 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 unexliraed 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-ting lenses.
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- Sterile unpreserved solutions, when used,

should be discarded after the time specified 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 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 cleaned and disinfected

prior to insertion.


" if the lens sticks (stops moving) on the eye, foI

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.

It is best to put on lenses before putting on


make-up. Water-based cosmetics are less likely tc

carn-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

occur, causing distorted vision and/or injurv to

the eye.


" Carefully follow 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 eyecare 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 dens

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 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:


" 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 eyes


if the patient notices any of the above, he or she

should be instructed to:


Iownedia" 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 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 dean, rinse, and disinfect the

lenses; then reinsert them. After reinsertion, if

the problem continues, kmrediatety remove

the lerues and cons<rlt the eyecare


pmti-borw.


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 Vt(rnediate professional identifica

tion of the problem and prompt treatment to

avoid serious eye damage.


Conventional methods of fitting contact lenses

apply to BOSTON XO Contact Lenses. For a detailed

description of the fitting techniques, refer to the

BOSTON XO 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


r, 
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WEARING SCHEDULE


The wring 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® XO Contact Lenses are indicated for daily

wear. The suggested wearing time for these lenses

is:


DAY WEARING TIME (Hour's)'


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 Hour

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 practitioners should review with the patient

lens care directions, including both basic lens care

information and specific instructions on the lens care

regimen recommended for the patient


General Lens Care

Tlirst Clean and Rinse, Then Disinfect Lenses)


BASIC Instructions:


Always wash, rinse, and dry hands before handling

contact lenses.


" Always use fresh unex7ired 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 mbc lens

care system unless Indicated on solution

Iabeing, 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


dishfet-ted each time they are removed. Cleaning and

rinsing are necessary to remove mucus and film

from the lens surface. Disinfeetiing 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 a

clean-ing solution does not substitute for


dsinfection.


The lens rare products listed below are recommended by

Polymer Technology for use with the BOSTON XO Contact

Lenses. Eyecare practitioners may recommend alternate

products that are appropriate for the patient's use with his

or her lenses)


LENS CARE TABLE


Product
 Lens Care Sysbern

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 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 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 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 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 XO Contact Lenses cannot be heat

(thermally) disinfected.
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LENS CASE CLEANING AHD 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 STICIONG (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. If nonmovement of the

lens continues after 5 minutes, the patient should


immediately consult the eyecare practitioner


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

HOSPI-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

included for bifocal lenses.
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REPORTING OF ADVERSE REACTIONS


All serious adverse reactions observed in patients


wearing the BOSTON® XO 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 Technoiog,


C
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PATIENT

CARE


GUIDE


8 OS ronp xo

(hexafocon A)


Spherical & Aspherical Contact

Lenses for IVlyopia & 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
 INTRODIX'TION


Introduction
 Your eyecare practitioner has fit you with contact

lenses known as BOSTON® X0. BOSTON XO spherical


Wearing Restrictions and Indications
 and toric lenses are manufactured from BOSTON XO

Contraindications
 contact lens material. It is essential that you strictly

Warnings
 follow the recommended handling, cleaning and


Precautions
 storage procedures. Failure to do so may eventually

impair the performance of your lenses.


Adverse Effects


Personal Cleanliness and Lens Handling

WEARING RESTRCTK)NS AM IMICATIIONS


Preparing the Lens for Wearing
 BOSTON XO Contact Lenses are indicated for daily


Handling the Lenses

wear for the correction of refractive ametropia

(myopia, hyperopia, astigmatism and presbyopia) in


Placing the Lens on the Eye
 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)
 cleaning and disinfecting as prescribed by your

eye-care practitioner. DO NOT WEAR YOUR BOSTON XO


Basic Instructions
 CONTACT LENSES WHILE SLEEPING.

Care for a Sticking (Nonmoving) Lens


ýýýýýý týý ýT ý ý6

Lens Case Cleaning and Maintenance


DO NOT USE BOSTON XO Contact Lenses when any

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 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 XO contact lens

material


" Any active corneal infection (bacterial, fungal,

or viral)


" Red or irritated eyes


WARNINGS

" Problems with contact lenses and lens care


prod-ucts could result in serious wry 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, including

the lens case. Eye problems, including corneal

ulcers, can develop rapidly and lead to Ions of

vaiort


" 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,


imrne-ciliabely remove lenses and promptly contact

your eyecare practitioner.
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PRECAUTIONS


You should carefully 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 should 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 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 une7pired 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 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 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, 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 eye


" Carefully follow the handling, insertion, remcval,

cleaning, disinfecting, storing and wearing

instructions that follow for the BOSTON XO

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 dosed 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 eyecare 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 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 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


eyes. Follow your eyecare practitioner's

instruc-tion as to a recommended follow-up schedule.


ADVERSE ACTS


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 eyes


if you notice any of the above:


Inneciately 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 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, kmtediateiy rernonre

the lenses and emuOt 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 loco off the eye and seek immediate

professional identification of the problem 

and'


prompt treatment to avoid serious eye damage. O,

r.
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PERSONAL CLEANLINESS FOR LENS HANDLING
 " IF the lens is centered, remove the lens (see


1. pg the Lem for Wewft
 'Removing the 
Lens' 

section) and check for


It is essential that you learn and use good

the following:


hygienic methods in the care and handling of
 a. Cosmetics or oils on the lens. Clean, rinse,

your new lenses. Cleanliness is the first and most
 disinfect, and place on the eye again.

important aspect of proper contact lens care. In
 b. The lens is on the wrong eye.

particular, your hands should be dean and free


If you find that your vision is still blurred after
of any foreign substances when you handle your

lenses. The procedures are:
 checking the above possibilities, remove both


" Always wash your hands thoroughly with a

lenses and consult your eyecare practitioner.


mild soap, rinse completely, and dry with a
 4. Centerft Ow Lens


lint-free towel before touching your lenses
 Very rarely, a lens that is on the cornea will be

" Avoid the use of soaps containing cold cream,


displaced onto the white part of the eye during

lotion, or oily cosmetics before handling your
 lens wear. This can also occur during placement


lenses, since these substances may come into
 and removal of the lenses if the correct


tech-contact with the lenses and interfere with
 suc-niques are not performed properly. To center a


cessful wearing.
 lens follow one of the procedures below.


" Handle the lenses with your fingertips, and be

" Close your eyelids and gently massage the lens


careful to avoid contact with fingernails. It is
 into place through the dosed lids.


helpful to keep your fingernails short and
 OR

smooth.
 " Gently push the off-centered lens onto the


Start off correctly by getting into the habit of
 cornea while the eye is open using finger

pres-always using proper hygiene procedures so that
 sure on the upper or lower lid next to the


they become automatic.
 edge of the lens.


2 Handing the Lenses
 5. Removing the Lens

" Develop the habit of always working with the
 Before removing your lenses, it is recommended


same lens first to avoid mix-ups.
 that you have the following items available:

" Remove the lens from its storage case and
 11 A lens storage case,


examine it to be sure that it is moist, dean,
 2) Two Bottle Care System

dear, and free of any nicks or cracks
 Boston ADVANCES Cleaner or


3, Pladng the Lens on the Eye
 Boston® Cleaner. AND


After thoroughly washing and rinsing your
 Boston ADVANCES Comfort Formula


hands, and after proper cleaning and
 condition-Conditioning Solution or Boston®


ing of the lens, follow these steps to insert the
 Conditioning Solution.


lens:
 OR

" Remove the lens from its storage
 comport-one Bottlle Care System


ment.
 Boston SIMPLICITV® Multi-Action Solution


" Rinse the lens with fresh conditioning solution

(Clean, Condition, Disinfect, Rinse & Cushion)


,

if desired.


3) A dean towel.


" Inspect the lens to be sure that it is dean,

uni-Always remove the same lens first.


formly wet and free of debris.
 a. Wash, rinse, and dry your hands thoroughly.

" Rub several drops of conditioning solution
 b- There are two suggested methods of lens removal:


over the lens surfaces.

TWO-RINGER METHOD


" Place the lens on the top of the index finger

1) Place a towel under your eye to catch the lens
of your dominant hand. Place the middle
fin-.


ger of the same hand dose to the lower lash
 2) Place the tip of the forefinger of one hand

and hold down the lower lid.
 on the middle of the upper lid margin and


" Use the forefinger or middle finger of your

the forefinger of the other hand on the


other hand to lift the upper lid and then place

middle of the lower lid margin.


the lens on the eye. It is not necessary to press
 3) Press the lid margin inward and then

the lens against the eye.
 together. The lens should be wedged out


" Gently release the lids and blink. The lens will

of your eye onto your hand or towel.


center automatically. Always verify its proper
 4) The lens may come out but remain on your

position by checking your vision immediately
 eyelid or hand or be decentered onto the

after insertion.
 white part of your eye. tf the latter occurs,


" Use the same technique or reverse the hand

recenter the lens onto your cornea before


when inserting the other lens.
 repeating the removal procedure.


There are other methods of lens placement. If
 BLINK METHOD

the above method is difficult for you, your
eye-Seat yourself at a table covered with a clean
care practitioner will provide you with an
alter-towel and lean over until you are looking down
nate method.


at the surface.

NoHec If after placement of the lens, your vision
 1) Place your index finger at the outer


junc-is blurred, check for the following:
 tion of your upper and lower lids, stretch

" The lens is not centered on the eye (see
 the skin outward and slightly upward. (Do


51
'Centering the Lens,' 
next in this booklet)
 not allow your lid to slide over the lens.)


1 . 027

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

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



2) Blink briskly. The lens will be pinched by the

pressure of your eyelids and the lens will

pop out onto the dean 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/LUBRICATINC).


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

AM REYVMNG/LUBRICATINC)


1. Bask Irstnictions


For continued safe and comfortable wearing of

your lenses, it is important that you first clean

and rinse, then dkatfett your lenses after each

removal, using the care regimen recommended

by your eyecare practitioner. Cleaning and


rim-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. Disaffecting

is necessary to destroy harmful germs.


You should adhere to the recommended care

regimen. Failure to follow the regimen may result

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® XO

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 flesh utexpked lens care solutions

" 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

urdess indicated an sowtion Iabelit or if

advised by Yom eyecare pracbtiloner.


" 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

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 listed below are

recom-mended by Polymer Technology for use with


your BOSTON XO 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 SYsbern

Purpose
 Chemical (Not Heat)


Clean
 Boston ADVANCE. Cleaner

or Boston. Cleaner


Disinfect
 Boston ADVANCE' Comfort

Formula Conditioning Solution

or Boston' Corc1iVoning Solution


Store
 Boston ADVANCE. Comfort

Formula Conditioning Solution

or Boston Conditioning Solution


Multi-Action
 Boston SIMPUCITY"


(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 cleaning 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


dosed/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.

If 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

solution(s) recommended 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 cleaner which can be used

to effectively remove protein deposits from

your BOSTON® XO Contact Lenses.


2 Care for a Sticl*V (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 10airtenanoe


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 tile 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. Eniergenaes

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 YOWL IBM PROMPTLY, IF

POSSIBLE, AND ýDWTELY CONTACT YOUR

EYECARE PRACTITIONER OR VISIT A HOSPITAL

EMERGENCY ROOM WITHOUT DELAY.


INSTRUCTIONS FOR THE MONOVISWN 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 dear 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 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. IF this happens,

discuss with your eyecare practitioner whether


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 rear 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

spectacles 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 derision to be fit with a monovfision

carrecdon is most appropriately left to the

eyecwe prxtidoner in conjunction with the

paddrt ~ Greftiy 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. Adaplatbn

Both 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. OriVing at Night

Bifocal contact lens wearers should experience

night vision before actually driving while wearing

their lenses.


3. Flare atNiyht

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 Expectabbn

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:


Moltdt Yew Tim Date


PATIENTIEYECARE PRACIr t710NER W-0RMATION:


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:


1APORTANT: 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: 04100 LB6273/01
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BIFOCALIMULTIFOCAL 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.
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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


b. 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.


qq
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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 +2.00 x 2 = 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)


-1.50D


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


c. 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.


Sý
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Fitting 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 1.001D 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.


b. 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.


c. 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.


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 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.
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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.


B. 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):


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


5. 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.OOD

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.


6. 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.


B. 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


C. 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


D. Lower segment positioning in conjunction with flatter fitting may

represent the best compromise between distance and near visual

performance.


E. 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 =
 7.11 mm
 43.50D =
 7.76 mm

47.25D =
 7.14 mm
 43.25D =
 7.80 mm

47.00D =
 7.18 mm
 43.00D =
 7.85 mm

46.75D =
 7.22 mm
 42.75D =
 7.90 mm


Gil
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46.50D
 = 7.26 mm
 42.50D
 = 7.95 mm

46.25D
 = 7.30 mm
 42.25D
 = 8.00 mm

46.00D
 = 7.34 mm
 42.00D
 = 8.04 mm

45.75D
 = 7.38 mm
 41.75D
 = 8.08 mm

45.50D
 = 7.42 mm
 41.50D
 = 8.13 mm

45.25D
 = 7.46 mm
 41.25D
 = 8.18 mm

45.00D
 = 7.50 mm
 41.00D
 = 8.23 mm

44.75D
 = 7.55 mm
 40.75D
 = 8.28 mm

44.50D
 = 7.59 mm
 40.50D
 = 8.33 mm

44.25D
 = 7.63 mm
 40.25D
 = 8.39 mm

44.00D
 = 7.67 mm
 40.00D
 = 8.44 mm


* Calculated


VERTEX DISTANCE

CONVERSION


Spectacle
 Vertex
 Distance at 12 mm

Lens


Correction
 Plus Lenses
 Minus Lenses

4.00
 4.25
 3.87

4.50
 4.75
 4.25

5.00
 5.25
 4.75

5.50
 5.87
 5.12

6.00
 6.50
 5.62

6.50
 7.00
 6.00

7.00
 7.62
 6.50

7.50
 8.25
 6.87

8.00
 8.87
 7.25

8.50
 9.50
 7.75

9.00
 10.12
 8.12

9.50
 10.75
 8.50


10.00
 11.37
 8.87

10.50
 12.00
 9.37

11.00
 12.75
 9.72

11.50
 13.37
 10.12

12.00
 14.00
 10.50

12.50
 14.75
 10.87

13.00
 15.50
 11.25

13.50
 16.12
 11.62

14.00
 16.75
 12.00

14.50
 17.50
 12.37

15.00
 18.25
 12.75

15.50
 19.00
 13.00

16.00
 19.75
 13.50

16.50
 20.50
 13.75
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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


7. 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 timbal-conjunctiva)

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.
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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:


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


Fluorescein

Pattern


Position


Movement


Comfort


Disposition


2. Problem Solving


OPTIMUM
 TOO STEEP
 TOO FLAT

Parallel to Slight
 Excessive Apical
 Apical Touch

Apical Bearing
 Pooling

Moderate
 Minimum
 Excessive

Edge Lift
 Edge Lift
 Edge Lift


Centered to
 Superior

Slightly Inferior
 Inferior
 Unstable


1-2 mm
 Less Than 1 mm
 More Than 2mm


Slight Initial
 Initially
 Uncomfortable

Sensation
 Comfortable


Prescribe
 Select Flatter
 Select Steeper

Base Curve
 Base Curve

or smaller
 or larger

diameter
 diameter


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 stainina: 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 BIFOCALIMULTIFOCAL LENSES:


Presbyopic patients who are considering bifocallmultifocal 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.


Adaptation

Both bifocal spectacle and bifocallmultifocal 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.


2. Driving at Night

Patients wearing bifocallmultifocal contact lenses should experience night

vision before actually driving while wearing their lenses.


3. Flare at Night

Patients wearing bifocallmultifocal 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.


4. Visual Expectation

Patients wearing bifocallmultifocal contact lenses may experience visual

acuities less than what could be achieved with bifocal spectacles.
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CAUTION: Federal Law prohibits


dispensing without prescription


see package insert for important safety information.


The BOSTONO Lens material manufactured by

Polymer TechnOlogy. Wilmington, MA 01887


Do not accept this BOSTON Lens order if the Authorized

Manufacturer insignia is not intact.

.)1999 THE BOSTON LENS BOSTON EOUALENS ENVISION


BOSTON R%D BOSTON ES BOSTON 7 3n0 BOSTON Muit,MSIOn


are trademarks ni Pr]lymer T-nnology 'HPR Data


PRACTITIONER NOTE: The BOSTON Lenses are


not sterile when shipped from the Authorized

Manufacturer. Prior to dispensing, clean and


disinfect the lenslesl according to the

appropriate lens care regimen.


Do not accept

this BOSTON Lens order if the


Authorized Manufacturer insignia

is not intact.


IN CASE OF EMERGENCY

I am wearing the BOSTON®


Contact Lens. I use The BOSTON® Solutions


my ýractltloner Phone
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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


Reported as Other
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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


I


.:


_
 II


Parameter
 Range

POWER
 -20.00 to +20.00 D


DIAM = Overall Diameter
 7.0 to 11.5 mm


BC = Base Curve Radius
 5.00 to 9.00 mm

BOZ = Back Optical Zone
 NIA


FOZ = Front Optical Zone
 NIA

CT = Center Thickness
 NIA


JT = Junction Thickness
 N/A


ET = Edge Thickness
 N/A


Aspherical Lens Designs


j


.s


s


Parameter
 Range

POWER
 -20.00 to +20.00 D


DIAM = Overall Diameter
 7.0 to 11.5 mm

BC = Base Curve Radius
 6.00 to 9.20 mm


BOZ = Back Optical Zone
 NIA

FOZ = Front Optical Zone
 N/A


CT = Center Thickness
 NIA


JT = Junction Thickness
 N/A

ET = Edge Thickness
 NIA
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Toric Lens Designs


Parameter
 Range


POWER
 -20.00 to +20.00 D

TORICITY
 Up to 9.00 D


DIAM = Overall Diameter
 7.0 to 11.5 mm


BC = Effective Base Curve Radius
 6.80 to 9.50 mm

BC FLAT = Flat Base Curve Radius
 NIA


BC STEEP = Steep Base Curve Radius
 NIA


BOZ = Back Optical Zone
 NIA

FOZ = Front Optical Zone
 NIA


CT = Center Thickness
 N/A


JT = Junction Thickness
 N/A

ET = Edge Thickness
 N/A


Bifocal Lens Designs


Parameter _ _
 Range

POWER
 -20.00 to +20.00 D


ADD POWERS
 +1.00 to +3.75 D

SEGMENT HEIGHTS
 -2.00 to +1.00 mm


PRISM BALLAST
 0.5 to 3.5 prism D

DIAM = Overall Diameter
 8.5 to 11.5 mm


BC = Base Curve Radius
 6.30 to 9.50 mm


BOZ = Back Optical Zone
 N/A

FOZ = Front Optical Zone
 NIA


CT = Center Thickness
 N/A

JT = Junction Thickness
 NIA


ET = Edge Thickness
 NIA
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POLYMERIZATION CYCLE CONDITIONS FOR BOSTON XO
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 Public Health Service


March 13, 2000


POLYMER TECHNOLOGY

GLOBAL VISION CARE

1400 N GOODMAN STREET

P.O. BOX 450


ROCHESTER, NY 14603

ATTN: DEBRA L.B. KETCHUM


Food and Drug Administration

Center for Devices and

Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.


Rockville, Maryland 20850


510(k) Number: K000795


Received: 13-MAR-2000

Product: RIGID GAS PERMEABLE


CONTACT LENS


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 S0.


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)(1) 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).


number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html


or me at (301) 594-1190.


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


Sincerely yours,
 sc

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff
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CC --7

POLYMER TECHNOLOGY CORPORATION


T

March 10, 2000


1400 N. GOODMAN STREET " ROCHESTER, NEW YORK 14692


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


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,


lgcýý ktA"

Debra L.B. Ketchum

Manager, Regulatory Affairs


4ý\r

III


ýeý
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Center for Devices and Radiological Health

Premarket Submission Cover Sheet


Date oiýSubmission: 

I 

FDA Document Number:


Section A Type of Submission


510(k) F IDE 
ý 

PýIA 
0 

PMA Supplement - Regular


510(k) Add'I information 
F] 

IDE Amendment 
FI 

PMA Amendment PMA Supplement - Special


71 IDE Supplement 
F-1 

Report PMA Supplement -30 day


n IDE Report n PMA Supplement - Panel Track


Section B1 Reason for Submission - 510(k)s Only

New device F-1 Additional or expanded 

a 
Change in technology, design, materials


indications or manufacturing process


Other reason (specify):


Modified Device


Section B2 Reason for Submission - PMAS Only

New desice F-1 Change in design, component Location change:


71 Withdrawal or specification: 
Ej :Manufacturer


Additional or expanded indications 
a 

Software 
0 

Sterilizer


Licensing agreement 
Q 

Color Additive Packager


Other (specify below) a 
Distributor


Labeling change:


Indications


Instructions


71 Performance Characteristics


Shelf life


Trade name


Other (specify below)


Fj 
Change in ownership


71 
Change in correspondent


Other reason (specify):


Section B3


New device


Addition of institution


Expansion/extension of study


Q IRB certification


Request hearing


Request waiver


Termination of study


Withdrawal of application


Unanticipated adverse effect


Emergency use:


a 
Notification of


emergency use


Additional information


Other Reason (specify):


71 Process change:


Manufacturer


Sterilizer


Packager


Response to FDA correspondence (specify below)


71 Request for applicant hold


71 
Request for removal of applicant hold


Request for extension


71 
Request to move or add manufacturing site


71 Report submission::


Annual or periodic


Post-approval study


Adverse reaction


Device defect


71

Amendment-' . 

`a3


Reason for Submission - IDES


Change in:


71 Correspondent


Design


Informed consent


a 
Manufacturer


Manufacturing


0 Protocol - 
feasibility


Protocol- other


Sponsor


Report submission:


a Response to FDA letter concerning:


Conditional approval


Deemed approved


Deficient final report


Deficient progress report


Disapproval


Request extension of


time to respond to FDA


Request meeting


IOL submissions only:


Q Current investigator


Annual progress


Site waiver limit reached


Final


7,77


Change in lOL style:


Request for protocol waiver


1g
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FDA Document Number:


Section C Product Classification


Product code: C.F. R. Section Device Class


86 HQD ý 21 CFR 886.5916


Classification Panel: F-1 Class I 
7 Class if


Ophthalmic Devices E-1 Class III F-1 Unclassified


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.


1 86 HQD 2 3 4 F x]510(k) summary attached


5 6 7 8 
El 

510(k) statement


Information on devices to which substantial equivalence is claimed:


SIO(k) Number
 Trade or proprietary or model name
 Manufacturer


I K980741
 I BOSTON EO (enflufocon B) Lens Material
 I Polymer Technology


2
 2
 2


3
 3
 3


1
 4
 4


S
 5
 5


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


I Rigid Gas Permeable Contact Lens
 1 Not Applicable


>
 >


3
 3


4
 4


5


h
 6


FD "ý document numbers of all prior related submissions (regardless of outcome):


I 1943177
 2
 3
 4
 5
 6


7
 8
 9 1
.10 
1


11
 2


Data included in submission: Laboratory Testing Animal trials 
Fil 

Human trials


Indications (from labeling):


BOSTON h0 (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.
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FDA Document Number:


Section F Manufacturing I Packaging l Sterilization Sites


Original


Add Ll Delete


FDA establishment registration number: © Manufacturer 
Q Contract steriliser


1281950 E-1 Contract Manufacturer Q Repackages/Relabeler


Company /Institution name:


POLYMER TECHNOLOGY


Division name (if applicable):

11;2


Phone number (include area

code)-(71G)338-8638


Street address:

100 Research Drive


FAX number (include area code):


(716) 338-11702


('ity:

Wilmington


State / Province:

MA


C:outttry:

United States


LIP / Postal ('ode:

01887


Contact name:

Debra L.H. ketchum


( ontact title:

Manager, Regulatory Affairs


Original


Add 
Ll 

Delete


FDA establishment registration number:
 F-1 Manufacturer ED Contract sterilizer


a Contract Manufacturer E-1 RepackagerlRelabcler


Company / Institution name:


Division name (if applicable):
 Phone number (include area code):


,trcet address:
 FAX number (include area code):


( its:
 State / Province:
 Country:
 ZIP I Postal Code:


Contact name:


('ontact title:


Original


Add 
Lj Delete


FDA establishment registration number:
 Q Manufacturer F-1 Contract sterilizer


F-1 Contract manufacturer Repackages/Relabeler


Company /Institution name:


Division name (if applicable):
 Phone number (include area code):


Street address:
 FAY number (include area code):


('ontact name:


1W

Ill
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FDA Document Number:


Section G
 Applicant or Sponsor

f'ompany % Institution name:
 FDA establishment registration number:


1'OLYNIER TECHNOLOGY
 1313525


Division name (if applicable):
 Phone number (include area code):'


Global Vision Care
 (716) 338-8638


Street address:
 FAX number (include area code):


1-t00 V. Goodman Street. P.O. Box 450
 (716) 338-0702


( 
ý
ý 

State I Province:
 Country:
 ZIP/ Postal Code:

Rochester
 New York
 United States
 14603-0.150


Signature:


Name:

Debra L.B. Ketchum


Title:

:Manager. Regulatory Affairs


Section H

Company I Institution name:


Division narne (if applicable):


street address:


('itv:


Contact name:


('ontaet title:


Submission cor
 different from above)


Phone number (include area code):


FAX number (include area code):


Country: I ZIP l Postal ('ode:


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.


State l Province:


)9'1

iv
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510(k) Elements List

Reference Instructions for Premarket Submission Cover Sheet - March 14, 1995


510(k) Elements

Authority

(21 CFR)


Page

Number


Device trade or proprietary name
 807.87
 4

Device common or usual name or classification
 807.87
 4

Establishment registration number (only applies if establishment is registered)
 807.87
 3

Class 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

for the person's determination that the device is not so classified.


4


Action taken by the party required to register to comply with the requirements of the

act under Section 514 for special controls.


807.87
 4


Proposed labels, labeling and advertisements sufficient to describe the device, its

intended use, and the directions for its use. (Blue Book Memo #G91-1).


807.87
 22-49


510(k) summary or a 510(k) statement.
 807.87(h)
 209-211

For class III only, a class III certification and class III summary.
 807.87(1)
 N;a

Photographs of the device.
 807.87
 N/a


Engineering drawings of the device.
 807.87
 Nia

Identification of the marketed device(s) to which equivalence is claimed during

labeling and description of the device. Affiliated 510(k) numbers and product codes

are voluntary in cover sheet.


807.87
 8


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

Submitter's name and address.
 807.87
 3

C: ontact person. telephone number and fax number
 807.87
 3

Representative/Consultant if applicable
 807.87
 n/a

Table of Contents
 807.87
 ".i - viii

Name and address of manufacturing/packaging/sterilization facilities.

Registration number of each facility when one exists.


807.87
 3


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
 1

rremarKet Notification (:) 10(x)1 Guidance Document for Contact Lens Care Products, May 1, 1997.


v


1ýx
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510(K) Prernarket Notification


BOSTON XO Contact Lens Material


TABLE OF CONTENTS


Contents Page
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 3


Manufacturing Site Information ..........................................
 3
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 3


Reason for 510(k) Submission ......................................
 3
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510(k) Premarket Notification

BOSTON XO Contact Lens Material


Premarket Notification


Truthful and Accurate Statement


I certify that in my capacity as Manager, Regulatory Affairs, Polymer Technology,

I 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.


ýQ.- . a

Debra L.B. Ketchum

Manager, Regulatory Affairs

Polymer Technology

1400 N. Goodman Street

P.O. Box 450

Rochester, New York 14603-0450


Date


[Premarket Notification (510(k)) Number]


jqb

T&ASTMT.doc


G O t
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A3 - 510(k) "Substantial Equivalence"


Decision-Making Process (Detailed)


DesQiptivc lafotsatioe

about New or Marketed


Device Requested

an Needed


No


No


New Device k a.p.rd V

Deer


A


No Do tie Differees Alter die Inrsýed 
yes


j U.,. Se -. 'ýertipetalWf)iopedtýJele.
Does New

ladieoýota ýtwseats? Effect 06 Daddm, May 

' ,Not ýobotaadslly

Caaddar Imp1d as Safely ad 

Equivalent'

,' 

Yes 
Elfeedvenent).?" Determination


No


New Device Has Saese Iastsded New Device Has New


Use nod May be 'S.bdasdMly Iateaied Use

F.qoiwdet.


Does New 
f 

Have Same 
No 

Cwid tie New 
Yes 

Do tie New Ciareeseristia yes

Tedudooeal ýiaealariait:. --. Cbarauetatla . Raise New Typo of Safety or


-c.p". Ddp. Malaiak. de.? Affect Safety Effeetiveeets


Qaodow'-Yes 
or Etfeaivsess7 

No

No


Are tie 'Deeriptive Do Aavepted ýdmtifk Methods

Cboraderiotks PredK I'aoadt EfdIt for Amassing Effects of


to FAwre Eqnlvdeaa? the New Characteristics' No


Yes
Yes


1

Are Performance Data AvlVibk Are Performs a Data AvaOable No


to Asses; Eqnivalmax?--- to Assets Effects of New

Characteristics?'"


Yes

Yes


Performaaoe
 Performance

Data
 Data


Required
 Required


L Perforntame Data Deanatnt
 ýPerionnance Data Demonstrate

Equivalence? Y
 Yes Equivalence"


' No

f
 I No


ý 
*Subsaanday 

Equivalent'

To


Determiaatioo
 To 
G


' 
510(k) submissions compare new devices to marketed devices. FDA requesis additional information if the relationship

between marketed and 

"predicate" 
devices is unclear.


" 
This decision is normally based on descriptive information alone, but limited testing information is sometimes required.


"'Data maybe in the 510(k), other 510(k)s, the Center's classification files, or the literature.
 jaý


tw
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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: Company Name: Polymer Technology

Address: Global Vision Care


Tel.:

Fax:


2. MANUFACTURER INFORMATION:


Company Name:

Address:


Establishment

Registration:


3. MANUFACTURING SITE INFORMATION:


Company:

Address:


Establishment

Registration:


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


4. CONTACT PERSON: Debra L.B. Ketchum

Manager, Regulatory Affairs


Tel.: (716) 338-8638

Fax: (716) 338-0702

E-mail: dketchum@bausch.com


5. REASON FOR 510(x) SUBMISSION: New Product 

9ý


003
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510(K) PREMARKFT NOTIFICATION


BOSTON XO Contact Lens Material


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 II Ophthalmic Device


Daily wear contact lenses were reclassified from Class III to Class II

medical devices under 59 FR 94 - 10397, March 4, 1994.


Class: These devices are Group III, 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 Premarket Notification


(510(k)) Guidance Document for Daily Wear Contact Lenses, May 1994

and Testing Guidelines for Class III 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.


pý
ý
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


10. DESCRIPTION OF THE DEVICE:

The Boston XO contact lens material, hexafocon A, is composed of

aliphatic siloxanyl 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.


11. 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.


12. MANUFACTURING INFORMATION:


12.1 Chemical Composition


Component Name
 Weight %
 Mole%
 Purpose


IV


005
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510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


12.2 Below is a description of the basic operations, procedures, and

controls used in the routine manufacturing and packaging of the


w--- Boston XO (hexafocon A).


Method (lens 

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.


006
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


PackaginaMaterials 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 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

plastic tubes and caps

corrugated cardboard boxes

fitting guide


13. SHELF LIFE:


standard plastic contact lens cases

package inserts

patient care guide


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

CFUllens.


ýg2
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510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


15. MARKETED SUBSTANTIALLY EQUIVALENT DEVICES


15.1 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.


15.2 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 labeling 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:


Substantial Equivalency Comparison Summary


Similarities


Feature BOSTON XO


Daily Wear Indication Same


Indications for use Same


Contact Lens Material Same

Type (Hydrophobic)


Water content <1.0%


Manufacturing Process Same


BOSTON ES


Same


Same


Same


<1.0%


Same


i 33

0
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


'-.--f' 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:


Physicochemical Properties Comparison SummarX


Physicochemical

Properties
 BOSTON XO
 BOSTON ES


Refractive Index
 1.415 ±.002
 1.443 ±.003


*Light Absorbance
 4.6 ± 0.4
 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-"(cm302 . cm)I(cm2 sec mmHg) @ 35°C) (ISOIFatt)


ý3q
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


Mechanical Properties
 BOSTON XO
 BOSTON ES


Average
 td.Dev.
 Averaae
 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
 2.5

(reported as max. stress)


16. SAFETY AND EFFICACY INFORMAT


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 fl, (hexafocon A) contact lens

material. QUANTUM !l 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 (MI-B). 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.
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510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


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:


16.3 Lens/Solution Compatibility:


,sb
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


16.4 Residual Monomers


16.5 Total Extractables


16.6 Determination of Extractables Comaonents


f 
g3
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


16.7 Preservative Uptake/Release


16.8 Physicochemical Pro ep rties


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:


013
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


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 ISOIFatt method

(ISOIDIS 9913-1.2). Four finely lapped disks of 12.8 mm diameter

and thicknesses 0.2mm, 0.3mm, 0.4mm, and 0.5mm +l- 0:05 mm

were measured twice. The resulting average Dk of the material

was 100 x 10-" 

(cm302 
- cm)/cm' - sec - 

mmHg) @ 
35° C (ISOIFatt


method).


Mechanical Properties:


[37
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510(K) PREMARKET NOTIFICATION

BOSTON XO Contact Lens Material


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 III

Contact Lenses, April, 1988".


Cvtotoxicity Test (USP)

BOSTON XO (hexafocon A)  

  
 Therefore the test article is considered non-cytotoxic.


A copy of the report can be found in Appendix 7.


/qU
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510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


Systemic Injection Test (USP)


Appendix 7.


Acute a Irritation Test (US P)


Additional Recommended Testing
`"`ý` 
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.


Kligman Maximization Study


iii
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510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


Three Week Ocular Safety Study in Rabbits


16.10 Clinical Testing


qý

017

(b)(4)

(b)(4)

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

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



510(K) PREMARKET NOTIFICATION


BOSTON XO Contact Lens Material


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.


I 
q3


018

(b)(4)

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

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



510(K) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 1


INDICATIONS FOR USE STATEMENT
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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


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


ý qý

APPXI.doc
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BOSTON XO Contact Lens Material


APPENDIX 2


UNITED STATES ADOPTED NAMES COUNCIL


jq
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US(IT)

UNITED STATES ADOPTED NAMES COUNCIL June 25, 1997


SOPHIA V. FUERST, Associate Secretary

(312) 

464jY44


Polymer Technology, a division of Wilmington Partners, L.P.

1400 North Goodman Street

Rochester, New York 14692


Attn: Debra Ketchum

Manager, Regulatory Aft-,


Dear Ms. Ketchum:


American Medical Association

515 North State Street


Chicago, Illinois 60610


Telefax: 312-464-4184

E-mail: Sophia_Fuerst@ama-assn.org


It is my pleasure to inform you that the USAN Council adopted hezafocoa 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 heiafocon 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,


Sophia V. Fuerst

Associate Secretary

USAN Council


SF


Enclosure: N97;51


f. 

ýR


SPONSORS: American Medical Association /American Pharmaceutical Association /U.S. Pharmacopeial Convention, Inc.
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51


June 25, 1997


STATEMENT ON A NONPROPRIETARY NAME ADOPTED BY THE USAN COUNCIL:


USAN (7J-64)


PRONUNCIATION


INGREDIENT FUNCTION


CFIEMICAL NAMES


HEXAFOCON A


hex a 
foe' 

kon


contact lens material (hydrophobic)


(1)

e 
ate, 
-propenoate) 

(2) 

STRUCTURAL FORMULA


MOLECULAR FORMULA


TRADEMARK


MANUFACTURER


WATER CONTENT

at ambient temperature (23f2°C)


OXYGEN PERMEABILITY

at 35°C (Dk Value)


CAS REGISTRY NUMBER


SF


(See page 2)


i a$
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510(K) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 3


PROFESSIONAL FITTING AND INFORMATION GUIDE
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PROFESSIONAL

FITTING AND


INFORMATION

GUIDE


BOSTOW 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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TABLE OF CONTENTS INTRODUCTION


Introduction
 BOSTON® XO (hexafocon Al Contact Lenses are


Product Description - BOSTON® XO
 made from fluoro silicone acrylate with a water


Lens Parameters Available - BOSTON® XO
 content of <1%a by weight.


Actions
 For a complete listing of available lens parameters,

Indications
 please refer to LENS PARAMETERS AVAILABLE.


Contraindications, Warnings, Precautions,
 PRODUCT DESCRIPTION - BOSTON XQ

and Adverse Reactions


The BOSTON XO Contact Lens material, hexafocon A,

Selecdon of Patients
 is composed of aliphatic siloxanyi


fluorornethacry-Fltting Procedure Outline
 late copolymer with an ultraviolet absorber. The


Pre-Fitting Examination
 tinted lenses contain the following color additives:

Initial Lens Diameter Selection


Initial Lens Base Curve Selection
 Ice Blue D & C Green No. 6

Initial Lens Evaluation
 Violet D & C Violet No. 2

initial Lens Power Selection


Initial Lens Center Thickness Selection

The BOSTON XO Spherical Contact Lens is a


hemi-spherical shell of the following dimensions:

Remaining Lens Parameter Selection


Follow-up Care
 LENS PARAMETERS AVALABLE


In-Office Care of Trial Lenses
 Power Range . -20.000 to +20.00D


Recommended Initial Wearing Schedule
 in 0.250 increments

Diameter 7:0 mm to 11.Smm


Clinical Assessment
 Base Curve Range 5.00 mm to 9.00 mm

Criteria of a Well-fitted Lens
 in 0.1 mm increments


Optimizing Fitting Characteristics


Problem Solving
 The lenses described above can have a center


thick-Monovision Fitting Guidelines
 ness of 0.07 to 0.65 mm that will vary with lens


Patient Lens Care Directions
 design, power and diameter.


Care for a Sticking (Non-Moving) Lens


Laboratory Lens Cleaner

Specific Gravity 1.27

Refracdvelndex 1.415


In-Office Lens Modifications
 Light Absorbanoe (640 nm) 4.6 Ice Blue

Removal of Surface Deposits
 , cabsorbance units/inch 5.5 Violet

Reporting of Adverse Reactions
 ý
 Surface Character Hydrophobic

How Supplied
 Wetting Angle 49°


Water Content <1%

f Oxygen Permeability 140` (100**)


(x 1911 (cm' 0, - cm)/(cm' - sec " mmHg) ® 35° C)


**polarographic method (ISO/Fatt)


LS 
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BOSTON )CO - 0.07 mm thick BOSTON XO (Ice Blue)

CORNEA - Human cornea from a 24-year-old


per-son as described in Lerman, S., Radiant Energy and

the Eye, MacMillan, New York, 1980, p. 58.

CRYSTALLINE LENS - Human crystalline lens from

a 25-year-old person as described in Waxler, M.,

Hitchins, V.M., optical Radiation and Visual Health

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.


MtDICATIONS


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 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 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

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 labeling


instruc-dons 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 wpm 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 brrnediWmly

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, clean and disinfect the lenses)

accord-ing to the appropriate lens care regimen.


" Patients may experience a reduction in visibility while .a


wearing these tenses in conditions of low illumina- p,�

lion for the following color and center thickness: 

t


Color Center Thickness

Ice Blue >0.65 mm

Violet >0.65 mm


Special 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


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 health, including oxygen


per-meability, wettability, central and peripheral


thick-ness, and optic zone diameter.


a 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

health of the patient and lens performance on ,

the eye should be carefully monitored by the


prescribing eyecare practitioner.
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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@ XO 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 patient

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


PROCE-DURE for detailed instructions.)


Eyecare practidoners 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 solution

and lenses. Keep them away from extreme heat.


- Always use *e9h urefq*ed 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.


- 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


wetting 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 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 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 condnued health of the eye. tf


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

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

occur, 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 XO 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 dosed 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.


" Inform 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 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 lens, follow-up visits are

necessary to assure the continuing health of the

patients 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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N111nedlat* 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 reinsert them. After reinsertion, If the

problem continues, the patient should


Imme-diately remove the lenses and consult the eye

care practitioner.


The patient should be Informed that the

fol-lowing problems may also occur:


" Eyes stinging, burning, itching lirritation), or

other eye pain


" Redness of the eyes


" Reduced sharpness of vision (poor visual acuity)


" Blurred vision, rainbows, or halos around


ob) ects


" Sensitivity to light lphotophobla)


" Dry eyes


If the patient notices any of the above

symp-tons, he or she should be instructed to:


Immediatellf remove tenses


When any of the above problems occur, a

seri-ous condition such as infection, corneal ulcer,


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® XO 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 XO

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.


pTTINC PROCEDURE OUTLINE


1. Pre-Fitting Examination

2. Initial Lens Diameter Selection

3. Initial Lens Base Curve Selection

4. Initial Lens Evaluation

5. Initial Lens Power Selection

6. Initial Lens Center Thickness Selection

7. Remaining Lens Parameter Selection

B. Follow-up Care


FITTING PROCEDURE


1. Pre-Ruing Exarrrtination


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,


" collect and record baseline clinical 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 precomeal 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 Rats 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 '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 TIVV__

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 Rat K = 7.90 mm


" Corneal Astigmatism = 2.000

" Lens Diameter = 9.6 mm

" Initial Base Curve:


Flat K 42.75D 7.90 mm

+ corneal Astigmatism Factor 0.25D nxcerman Flat K

= Initial Base Curve 42.50D


" Base Curve Radius 42.50D = 7.94 mm


ý 5/q
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Select 9.2 mm or 9.6 mm initial diameter

Choose base curve accordin to chart


Corneal BS mm 9.6 Pr"

Astigma69m oanetxr Dbnietler


0.00 to O.SOD 0 500 flatter 0 750 flatter

0.75 to 1.250 0 250 flatter 0 SOD flatter

1.50 to 2DOD on flat 'K' 0.250 flatter

2.25 to 2.750 D.25D steeper on fiat


'x-3.00 to 3.500 0,500 steeper 0.250 steeper

*This chart assumes an optical zone that is

1.4 - 1 6 mm smaller than the lens diameter. I


4. Initial Lens Evawration

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 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 3-9 staining, should be avoided.


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


blink-induced lens movement. Special attention must

be directed to the edge design of interpalpebral

lenticular lenses to insure that they provide


min-imal lid sensation by being well-tapered and

rolled slightly inward.


B. Fluorescein Pattern

Typically, the fl uorescein 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


circum-ference. Excessive apical pooling or bearing

should be avoided. A moderate edge lift is


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 BOSTON®


XO (hexafocon A) Contact Lenses may require

equipment enhancement to visualize fluorescein

pattems adequately. A simple, inexpensive

approach is the use of an auxiliary yellow Kodak

Written #12 filter in conjunction with the cobalt

blue filter of the biomicroscope.


Slit Lamp Application (If tiesire&

1. All customary light intensities and filter


settings (Cobalt Blue) are left 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 lens.

4. Use system in usual manner.


Important Notes 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


AL EMPiricall Fitting

Step One~

Follow the steps for INITIAL LENS DIAMETER and

BASE CURVE RADIUS SELECTION.


Step Twa


Employ 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 = 42.750 7.90 mm

+ Corneal Astigmatism Factor 0.250 fUtterman Fat K


Initial Base Curve 42.500

Base Curve Radius 42.500 = 7.94 mm


Since the base curve is 0.250 flatter than K,

employ the FAP principle to determine contact

lens power.


Base Curve: 42.500 o 2s rfatteý man Fat K

Sph power of spec Rx: -3.OOD


FAP adjustment +(+0.250)

Lens Power -2.750

The lens in this example would be ordered as:


Base curve: 42.500

Power: -2.750

Diameter: 9.6mm


B. Trw Fitbalg

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 4.750, correct for the vertex distance.


Example: -5.000 at 12 mm=-4.750 at the comea

+5.000 at 12 mm=.5.370 at the cornea
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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.OOD

Over-refraction (+)+1.OOD


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® XO (hexafocon A)

permit the use of a wide range of center thick


-nesses and designs.


For eyes with less than 1.25 diopters of corneal


toridty consider the following standard thickness

table.


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. Ren=inirV Leas Paranwber 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 clinical testing. Your Authorized BOSTON

LunWfacturer nw alto offer m5


regarding lens design.


Select remaining lens

parameters: optical zone &

peripheral (edge) design.


Specify 8.0-8.2 mm

optic zone


instruct manufacturer to blend

to Hnished size


sperm percurve

design as fc*ows:


92 men 9.4-9G mm

ciarý diamebý


Peripheral Curves
 Pedpheral Curves

1st 2ld
 la


1Ndfh 0.3 mm 0.3 mm Y
Vk01 0.3 mm 0.3 mm

Radt6' 0.8 mm 2.3 mm
 Pa"' 1.2 mm 2.8 mm


Hatter than a. 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 closely 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

timbal-conjunctiva) 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 conjunctiva) 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 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.


1N-OFFICE CARE OF TRIAL LENSES


Eyecare practitioners should educate contact lens

technicians concerning proper care of trial lenses.


Prior to reusing in a diagnostic procedure or

before dispensing to a patient, lenses should be

surface cleaned and disinfected.
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® Polymer Technology

1400 North Goodman Street

Rochester, New York 14603-0450

1-800-333-4730


® denotes registered trademarks of Polymer Technology
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P1 dCtiitio1w Mobs The BOSTON® XO Contact


Lenses are not sterile when shipped from the

Authorized BOSTON Manufacturer. Prior to


dis-pensing, dean and disinfect the lenses)


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 follow the wearing

schedule recommended by the eyecare


practition-er regardless of how comfortable the lenses feel.


BOSTON XO Contact Lenses are indicated for daily

wear. The nlaxitrxlrn suggested wearing time for

these lenses is:


DAY
 WEARING TINE {Hours h

1
 4 to 8 hours

2
 6 to 10 hours

3
 8 to 14 hours

4
 10 to 1 S hours

5
 12 to All Waking Hours

6 and after
 All Waking Hours


'if the lenses continue to be well-tolerated


CLIMCAI ASSESSNIEYT


WARIýNG: BOSTON XO Contact Lenses are NOT

Intended for overnight (extended) wear.


1. Criteria of a Wetted Lens


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 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 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

periph-eral bearing over more than 180° of its


circum-ference. Excessive apical pooling or bearing

should be avoided. A moderate edge lift is


nec-essary to permit the edge of the lens to slide

over the corneal surface with minimal resistance.


2 Optimaing Flitting 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 fitting

relationships.


INITIAL LENS ASSESSMENT


optirn"
 Too Sheep
 Too Rat


rluorescein Parallel to Slight
Excessive Apical
Excessive

Pattern
 Apical Bearing
 Pooling
 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 Ratter
 Select Steeper

Base Curve
 Base Curve

or smaller
 or larger

diameter
 diameter


3. Problem SCNing


Persistent excessive IM awarene55: 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 staininW. 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 fens has not been Fitted

too steeply.


Generalized corral stainins in cases of

diffuse staining not apparently related to back

surface deposits on the lens, solution or


preser-vative incompatibility should be ruled out.


Oadar redness without staining: This

prob-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 eyes.


Excessive development of lens deposit

This unusual problem may be related to:

increased mucus production, [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 most often related

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 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.
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Lens surface dry 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® XO


(hexafocon A) polymers and if not removed with

the BOSTONB 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

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

from 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 CMtKt W119Cýd y1510rC

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).


MOMOVISIION FITTING GUIDH.INES


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 XO Contact Lenses.


Occupational 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. Mbnovision contact lens

wear may not be optimal for such activities as:


(1) visually demanding situations such as

oper-ating potentially dangerous 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


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 lenses 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 eye. If

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

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.Usual 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.


4. NW Add Deternnlnatiaf


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.


- 031

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

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



5. Trial Lens Frttirrg


A trial fittng 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 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 trial

lenses of the proper power in place, observe the

reaction to this mode of correction. immediately

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 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.


Ci 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

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

dri-ving at night. Before driving a motor vehicle, it


may be recommended that the patient be a

pas-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 %rggestrorrs


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 spectacles 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

monovision.


*The don to fit a patient with a

mono-vision correction is.. ost appropriateh left


to the eyetare practitioner in conjunction

with the patient after carefully considering

the patients needs.


"All patients should be supplied with a copy

of the Patient lnsbnlctions.


PATIENT LENS CARE DIRECTIONS


Eyecare practitioners should review with the

patient all lens care directions, including both basic

lens care information and specific instructions on

the lens care regimen recommended for the

patient: 2W ýi


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

albemate or moc lens care system unless

indirxbed on solution >meWrg 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.
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" Lenses should be cleaned, rind, and

disi~-ed each time they are removed. Cleaning and


rirzirrg are necessary to remove mucus and film


from the lens surface. Disýg 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 a


clean-ing solution does not subst7tute for

diisinfectiom


The lens care products listed below are

recommend-ed by Polymer Technology for use with BOSTON® XO


Contact Lenses. Eyecare practitioners may

recom-mend alternate products that are appropriate for the


patient's use with his or her lens(es).


LENS CARE TABLE


Product
 Lens Care System

Purpose
 Chemical (Not Heat)


Clean
 BOSTON Advance" Cleaner or

BOSTON" Cleaner


Disinfect
 BOSTONAdvance" 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 Liquid

Enzymatic
 Enzymatic Cleaner

Cleaner


" Note: Some
solutions may have more than one

function, whi
ch 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

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 cleaning, 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 dosed/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

eyecare 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 XO Contact Lenses carvnot be heat

(thermally) disinfected.
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CAIN 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. If nonmovement of the

lens continues after 5 minutes, the patient should

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 Lens Cleaner. This dear,

colorless surfactant is for laboratory and

m-office use oNy. 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 cleaned with

BOSTON Laboratory Lens Cleaner as a method of

first choice. The BOSTON Laboratory Lens

Cleaner is intended for PROFESSIONAL USE

OINLY. It is not available for resale or


distrib-u'ion t0 f


1N-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;" 21 completely remove

all traces of adhesive (if double-backed tape is

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 lens

modifications cautiously because the response of

this polymer to these procedures is more rapid

than that of silicone acryiate materials; 41 more

extensive modifications should not be attempted.

Best results will be obtained by using the BOSTON°


Cleaning Polish which is available from Authorized

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 be

used prior to lens dispensing.


Caution: Damage may result from improper

modification techniques. Please Note:BOSTON"

Envision' and BOSTON* MuIGVision due to their

preformed back surface should not be modified.

Consult your Authorized BOSTON Manufacturer or

contact Polymer Technology for more detailed

information.


`Waetwn9 Do not use solvents such as aicohols,

esters, ketones or chlorinated hydrocarbons

(including 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 cloth over the lens

sur-faces and quickly removing the solvent with a


surfactant. Do not soak the lenses in the solvent


RHAOVAL OF SURFACE DEPOSITS


Deposits are easily removed from the surfaces

of BOSTON® XO (hexafocon 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 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.


Cautiolr Applying excessive and prolonged

pres-sure to the lens during the polishing procedure


may alter its surface optics.
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REPORTING OF ADVERSE REACTIONS


All serious adverse reactions observed in patients


wearing 80STON® XO 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


HOW SUPPUID


Each lens is supplied (non-sterile) 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.


j
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510(K) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 3


PACKAGE INSERT


[ýq
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PACKAGE

INSERT


BOSTOIIF 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 Aphakfc 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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DESCRIPTION

BOSTONO XO (hexafocon Al material is used for the


manufacturing of daily wear rigid gas permeable

contact lenses. BOSTON XO are wettable,


non-hydrophilic rigid gas permeable contact lenses that

are not surface treated and are made from


silox-anyl fluoromethacryiate copolymer containing an


utraviolet absorber, BOSTON XO Contact Lenses are

available in ice blue and violet.


Color Color Additive


Ice Blue D & C Green No. 6


Violet D & C Violet No. 2


The physical characteristics of the BOSTON XO

material was designed to facilitate the fabrication

of high-quality rigid gas permeable contact lenses

in a wide range of lens designs. -


Sphemal
 Lens De5W


Power Range
 -20.000 to +20.000

in 0.250 increments


Diameter
 7.O mm to 11:5 mm

Base Curve Range
 5.00 mm to 9.00 mm


in.01 mm increments


Toric Lens Designs


Power Range
 -20.OOD to +20.OOD

in 0.250 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 Diopters


vhysicalvOpticail Properti
es of BOSTON 7(0:

Specific Gravity
 1.27

Refractive Index
 1.415

Light Absorbance (ýunwnch)


Ice Blue imm w asortw,
 4.6

Violet wu, w rmreer,
 5.5


Surface Character
 Hydrophobic


Wetting Angle
 49°


Water Content
 <1%

Oxygen Permeability


140" (100'">

(x 10 

11 (cm" 0ý . cm)/(cm2
 " sec . mmHg) 0 35° C)


*polarographic method (ISO/Fatt)


s

a


>E
m

r
i


BOSTON 710 - 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.

CRMALLRE 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, Florida, 1986, p. 19, figure 5.


N=


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.


W


UV-absorbing contact lenses are WT 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.


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.


II1I9ICATIQNS (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.


Jýý6
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CONTRAMKATKM (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 laaimal 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 lay 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 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 irr%ry to the eye. 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 develop rapidly and

lead to Wss 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 idtlntediately

remove fete and promptly contact his or her

eyecare practitioner.


PRECAUTIONS


Prattihoner Note: BOSTON XO 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.


Special 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 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 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 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 XO Contact Lenses may require

equipment enhancement to visualize fluorescein

patterns adequately. (Refer to the Rtting 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 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 unexpred 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 IthermaU care system can warp

tire BOSTON XO Contact Lenses.


- Do not use saliva or anything other than the

recommended solutions for lubricating or


wet-ting lenses. 

I 
R
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- Sterile unpreserved solutions, when used,

should be discarded after the time specified 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 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

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.

It is best to put on lenses before putting on


make-up. Water-based cosmetics are less likely 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 microscopic scratches on the lenses may

occur, 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 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 dosed 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 eyecare practitioner about wearing

lens-es during water activities and other sports.


" Inform your health rare 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 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 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 SECTS


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 eyes


If the patient notices any of the above, he or she

should be instructed to:


" 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 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 dean, rinse, and disinfect the


lenses; then reinsert them. After reinsertion, if

the problem continues, inrlrnetlabely rern(m

the less and convAt the eyecre


pxacti-tkilims


When any of the above problems occur, a serious

condition such as infection, corneal ulcer,


neovas-cularization, or irids may be present. The patient

should be instructed to keep the lens oil the

eye acrd welt brntrecNabe professional


identifica-tion of the problem and prompt treatment to

avoid serious eye damage.


FlTTW


Conventional methods of fitting contact lenses


apply to BOSTON XO Contact Lenses. For a detailed

description of the fitting techniques, refer to the

BOSTON XO Professional Fitting and Information

Guide, copies of which are available from:


Practitioner Marketing Representative

Polymer Techndogy


1400 North Goodman Street

Rochester, NY 14603-0450


1-800-225-1241


Professional Fitting Guides are also available


through your Authorized BOSTON® Manufacturer.
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WEARING SCHEDULE


The wearing and rePlacement schedules should

be determined by the eyeare 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® XO Contact Lenses are indicated for daily

wear. The suggested wearing time for these lenses

is:


DAY WEARING THIS (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 PDT

intended for overnight (extended) wear.


LENS CARE DIRECTIONS


Eyecare practitioners should review with the patient

lens care directions, including both basic lens care

information and specific instructions on the lens care

regimen recommended for the patient:


General Lens Care

(First Clean and Rinse, Then Disinfect Lenses)


Basic Instructions:


Always wash, rinse, and dry hands before handling

contact lenses.


" Always use Aresh 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 alterrw6e or ink lens

are syseens unless irdiated ,on soRrtion

MOM or if advised by the eVecxe


practi-tionei:


" 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 desrfed, rinsed, and

ckbfec-bed each time they are removed. Qeaning and


thwing 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 slll3stitube for


disitfection.


The lens care products listed below are recommended by

Polymer Technology for use with the BOSTON XO Contact

Lenses. Eyecare practitioners may recommend alternate

products that are appropriate for tile patients use with his

or tier levs(es).


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 Bostone Conditioning

Solution


Store
 Boston ADVANCED Comfort

Formula Conditioning Solution

or Boston Conditioning

Solution


Multi-Action
 Boston SIMPLICITy"

Multi-(Clean, Condition,
 Action Solution


Disinfect, Rinse

and Cushion)


Lubricate/Rewet
 Bostone 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), 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 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 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 XO Contact Lenses cannot be heat

(thermally) disinfected. 

I 
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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.


EMERCENC)ES


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

HOSPI-TAL EMERGENCY ROOM WITHOUT DELAY.


CARE FOR A STICKING (NONMOVING) LENS HOW SUPPLIED


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. If nonmovement of the

lens continues after S minutes, the patient should

immediately consult the eyecare practitioner.


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.


c"`
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REPORTING OF ADVERSE REACTIONS


All serious adverse reactions observed in patients


wearing the BOSTON® XO 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


.. - 042

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

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



510(x) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 3


PATIENT INSTRUCTIONS
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PATIENT

CARE


GUIDE


BOSTOAF 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


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® XO. BOSTON XO spherical


Wearing Restrictions and indications

and tonic lenses are manufactured from BOSTON XO


Contraindications
 contact lens material. It is essential that you strictly

Warnings
 follow the recommended handling, cleaning and


Precautions

storage procedures. Failure to do so may eventually

impair the performance of your lenses.


Adverse Effects


Personal Cleanliness and Lens Handling


Preparing the Lens for Wearing
 BOSTON XO Contact Lenses are indicated for daily

wear for the correction of refractive ametropia


Handling the Lenses

(myopia, hyperopia, astigmatism and presbyopial in


Placing the Lens on the Eye
 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 Rewettingllubricating)
 cleaning and disinfecting as prescribed by your

eye-care practitioner. Do NOT WEAR YOUR BOSTON XO


Basic instructions
 CONTACT LENSES WHILE SLEEPING.

Care for a Sticking (Nonmoving) Lens


CONTRANVICAT110INS NS NOT T USE)

Lens Case Cleaning and Maintenance


DO NOT USE BOSTON XO Contact Lenses when any

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 eye disease, iryury, 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 XO contact lens

material


" Any active corneal infection (bacterial, fungal,

or viral)


" Red or irritated eyes


WARIWNM

" Problems with contact lenses and lens care


prod-ucts could result in serious bgury 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, including

the lens case. Eye problems, including corneal

ulcers, can develop rapidly and lead to loss of


" 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.


" tf you experience eye discomfort, excessive

tear-ing, vision changes, or redness of the eye,


htane-drernove lenses and promptly contact

your eyecare practitioner. 

?q
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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 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 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 uneapired 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 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 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, 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 eye.


" Carefully follow the handling, insertion, removal,

cleaning, disinfecting, storing and wearing

instructions that follow for the BOSTON XO

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 dosed 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 eyecare practitioner about wearing

lenses during water activities and otter sports.


" Inform your health care practitioner (doctorl 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

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


eyes. Follow your eyecare practitioner's

instruc-don as to a recommended follow-up schedule.


ADVERSE SECTS


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 eyes

If you notice any of the above:


pnrnefflabely remove lens.

" 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 problem

stops and the lens appears undamaged, you

should thoroughly dean, rinse, and disinfect the

lenses; then reinsert them. After reinsertion, if

the problem continues, abely remove

the Is 'toe and coneult yon 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 inrne"ate

professional identification of the problem and

prompt treatment to avoid serious eye damage.


PERSONAL uEANIJNESS 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


6

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 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 Handruag the Lenses

" Develop the habit of always working with the


same fens 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 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 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 middle

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 method is difficult for you, your


eye-care practitioner will provide you with an

alter-nate method.


Mote: 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 oils 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-niques 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 dosed lids.


OR

" Gently push the off-centered lens onto the


cornea while the eye is open using Forger

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 BOttfe Care System

Boston ADVANCES Cleaner or

Boston® Cleaner. AND

Boston ADVANCES Comfort Formula

Conditioning Solution or Boston®


Conditioning Solution.


OR

One Bottle 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

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).
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Note: tf these methods for removing your

lens-es are difficult for you, your eyecare practitioner


will provide you with an alternate method.


CAMNG FOR YOUR LENSES (CLEANING,

RNVSING, DISINFECTING, STORAGE

AND REWETTINWLUBRICATING)


1- Basic 11ftructionS


For continued safe and comfortable wearing of

your lenses, it is important that you first Clean

and rinse, then dlsinfect your lenses after each

removal, using the care regimen recommended

by your eyecare practitioner. dead and


rirts-f 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. Disktfeeting

is necessary to destroy harmful germs.


You should adhere to the recommended care

regimen. Failure to follow the regimen may result

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® XO

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 fit unexphed lens care solutions.

" 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 albiNnate a mix lens care system

sniess rlrrlM an sohrtion ial3efng, or if


by ~ eVeam practitioner.

" Always remove, dean, 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

substitute for cNishWection.


" 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 listed below are

recom-mended by Polymer Technology for use with


your BOSTON XO 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


Multi-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 cleaning 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


dosed/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.

If 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 armot 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 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. 
ýTT
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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® XO Contact Lenses.


2 Care for a Sticking (Nonrnoving) Lens


if the lens sticks (stops moving/cannot be

removed), apply one to three drops of a


recom-mended lubricating or rewetting solution direct

1y 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 Clean11M 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 (household products,

gardening solutions, laboratory chemicals, etc.)

are splashed into your eyes, you should: FLUSH

YOUR EYES IMMEDIATELY WITH TAP WATER,

THEN REMOVE YOUR IBISES PROMPTLY, IF


POSSIBLE, AND IMMIATELY CONTACT YOUR

EYECARE PRACTITIONER OR VISIT A HOSPITAL

EMERGENCY ROOM WITHOUT DRAY.


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 ail 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 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. If this happens,

discuss with your eyecare practitioner whether

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

spectacles 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 befit with a rnono(rision

correction is mast approllwilatety left to the

eyecare practiin oonOwtion with the

patient ~ CarefUll/ COnSIcie17ng and

cksaissing 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. AClaotatlon

Both 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 Night

Bifocal contact lens wearers should experience

night vision before actually driving while wearing

their lenses.


3. 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. Vjsua/E,Wectation

Bifocal contact lens wearers may experience

visual acuities less than could be achieved with

bifocal spectacles.


SAMLE OF WEARING AND APPOINTMENT

SCHEDULES

Wearing Schedule


DAY WEARING TIN (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


`W the lenses continue to be well-tolerated.


WARNING: BOSTON XO Contact Lenses are NOT

intended for overnight (extended) wear.
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APPOINTMENT srliiMtn.E

Minimum number of hours lenses to be worn at time of appointment:


Your appointments are on:


Maf Year Time Dabs


PATIENT/EYECARE PRACTMDNER 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:


PAPORTANT: 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, NY14603-0450

1-800-333-4730


® denotes registered trademarks of Polymer Technology.


Print Date: 02/00
 L86273/01
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510(K) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 4


MANUFACTURING FLOW DIAGRAM
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Manufacturing, Flow Chart for Boston XO
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510(K) Premarket Notification

BOSTON XO Contact Lens Material


APPENDIX 4


MANUFACTURING INFORMATION
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510(K) Premarket Notification

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).


Method (lens 
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510(K) Premarket Notification


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, 1994 in 510(k) Premarket Notification


No. K980741. The packaging components includes the following:


polyethylene bags

plastic tubes and caps

corrugated cardboard boxes


fitting guide


standard plastic contact lens cases

package inserts

patient care guide
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BOSTON XO Contact Lens Material


APPENDIX 5


LEACHABILITY STUDY
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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 MM UV blocker in lenses manufactured from Boston XO material.


Experimental:


53
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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.
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Figure 1: Calibration Curve for D&C Green #6 Dye


D&C (keen #6 Dye Calibration rm
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Figure 2: Calibration Curve for D&C Violet #2 Dye
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Figure 3: Calibration Curve for MHB UV Blocker


MHB UV Blocker Calibration Curve
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Table 1. lee 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


l9/
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LENS CYCLING STUDY
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Polymer Technology


LENS CYCLING STUDY OP 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 XO Cycling 11199 059
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Polymer Technology
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Boston XO Lens Cycling Study


Lot # 0036471


lens broke, unable to measure.


jqý

Table I
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Boston XO Lens Cycling Study


Lot # 99070PTC006
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Table 11
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Boston XO Lens Cycling Study


Lot # 99063PTC007


Table III
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IN-VITRO CYTOTOXICITY REPORT


ACUTE OCULAR IRRITATION REPORT


SYSTEMIC INJECTION REPORT
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SUMMARY
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Conclusion


Based on the data presented, the sponsor concludes that the Quantum II RGP Contact Lens is safe and

efficacious when used on a daily wear basis.


3a

172

(b)(4) Study Protocol

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

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



QUANTUM II RGP CONTACT LENS (STUDY #001) FINAL REPORT


INTRODUCTION


A. Purpose


Page 2 of 10


The purpose of this 3-month study was to evaluate the safety and efficacy of the Quantum II 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.


B. 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


11. MAJOR STUDY CHARACTERISTICS


FDA

Device Cleared


Quantum II Rigid Gas Permeable (RGP) Contact Lens (Test) No


Lens Characteristics:


This study allowed for the use of Quantum II RGP contact lenses with the following parameters:


" 

" 

" 

" 

Studv Characteristics:


1. Duration: 

2. Number of Investigators: 

3. Number Enrolled: 

4. Number Completed: 5
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III. PATIENT GROUPS


A. 

B. Reasons for Discontinuation
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IV. FOLLOW-UP VISIT SCHEDULE


Page 4 of 10


Follow-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 IV-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.B, 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 Eyes


Potential Eye Visits
 612


Paperwork Not Received
 8


Missed Visits
 16


Actual Visits
 588


Missed Visit Rate
 2.60%


B. Unscheduled Follow-up Visits


There were 10 unscheduled follow-up visits reported during the study. However, no data was collected


concerning the reasons for the visits.


V. STUDY POPULATION AND DESCRIPTIVE DATA


Patient recruitment was open to myopic and hyperopic phakic eyes requiring lens powers from +10.00D to -20.OOD.

Table 5, in Appendix A, indicates that the ages of the 57 Enrolled 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.


VI. SAFETY DATA


A. Adverse Events


There were no adverse events reported during the study.


B. Slit Lamp Findings


Table VI-1, which follows, presents a summary of slit lamp findings for Completed Eyes. Refer to Tables 6.A

and 6.8, in Appendix A, for detailed slit lamp findings by visit for Completed and Discontinued Eyes

(respectively) at scheduled and unscheduled follow-up visits.
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C. Study Related Symptoms/Complaints
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D. Keratometry Changes


Page 7 of 10


E. Unscheduled Lens Replacements


VII. EFFICACY DATA


A. Refractive Changes


Tables 11.A and 11.8, 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


17-8
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C. Daily Wearing Time


Table VII-3, which follows, presents a summary of the average reported daily wear times. Refer to Tables

14.A and 14.13, 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

Tim Hr.
 #_
 %


1.0 to 4.0
 6
 2.4

4.1 to 6.0
 0
 0.0

6.1 to 8.0
 12
 4.8

8.1 to 10.0
 19
 7.6

10.1 to 12.0
 33
 13.1

12.1 to 14.0
 50
 19.9

14.1 to 16.0
 118
 47.0

16.1 to 18.0
 13
 5.2


3t%
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VIII. DISCUSSION


IX. CONCLUSION


Based on the data presented, the sponsor concludes that the Quantum II RGP Contact Lens is safe and efficacious

when used on a daily wear basis.


. 181

(b)(4) Study Protocol

(b)(4) Study Protocol

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

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



APPENDIX A


3ý2


182

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

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



QUANTUM II RGP CONTACT LENS (STUDY #001) FINAL REPORT


Table 1

Patient Study Status by


Investigator and Eye


A-1


Table 2

Patient Accountability and
 Status
 by Bye


Table 3


Reasons for Discontinuation by Visit


(Patients)


32ý
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Table 4.A

Analysis of Initial and Scheduled Follow-Up visits


for Completed Byes


Table 4.B

Analysis of Initial and Scheduled Follow-Up Visits


for Discontinued Eyes


A-2
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Table 5

Patient Demographic


5ý5


J

(b)(4) Study Protocol

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

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



QUANTUM II RGP CONTACT LENS (STUDY #001) FINAL REPORT


Table 6.A

Slit Lamp rindinga by Visit


for CoWleted lyea
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Table 6.A Cont'd

Slit Late findings by Visit


for Completed Byes
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Table 6.8

Slit Lamp Findings by Visit


for Discontinued =yes
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Table 6.9 Cont'd

Slit Lamp rindings
 by Vi
 sit


'
 for Discontinued !yes
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Table 8.A

Symptoms/Complaints by Visit


for Completed Eyes


Total 

192

(b)(4) Study Protocol

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

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



QUANTUM II RGP CONTACT LENS (STUDY #001) FINAL REPORT A-11


Table B.B

Symptoms/Complaints by Visit


for Discontinued Eyes


----Total 

----Total 
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Table 8.C

Details of Symptoms/Complaints


Reported as Other
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Table 9.A


Keratometry Change (Absolute Value) from Baseline

to Final Visit by Meridian


for Completed eyes
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Table 10.A

Reasons for Unscheduled Lens Replacements by Visit


for Completed Eyes
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Table 10.B

Reasons for Unscheduled Lens Replacements by Visit


for Discontinued Eyes
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Table 10.C

Details of Unscheduled Lens Replacements Reported as Other


A-16
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Table 11.A

Refractive Changes (Absolute Value) from Baseline


to Final Visit

for Completed Byes
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Table 12.A

Visual Acuity: Initial Spherocylindrical Refractive VA


and Lens VA at Initial and All Follow-Up Visits


A-18
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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 Follow-Up Lens VA


to Initial Spherocylindrical Refractive VA

for Completed Eyes
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Table 13.H

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


A-23
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Table 15.B

Type and Percent Coverage of Lens Deposits


for Discontinued Byes
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Table 16.A

Degree of Lens Deposits by Visit


for Completed Eyes


----Total 
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Descriptive Statistics for Lens Wettability Reports
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510(k) Premarket Notification


BOSTON XO Contact Lens Material


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:


Address:


Telephone No.:

Fax No.:

E-mail Address:


3. DEVICE IDENTIFICATION:


Debra Ketchum

Manager, Regulatory Affairs

1400 North Goodman Street

P.O. Box 450

Rochester, New York 14603-0450


(716) 338-8638


(716) 338-0702

dketchum@bausch.com


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).
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510(k) Premarket Notification

BOSTON XO Contact Lens 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 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

XXII. 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.


'ý ( 
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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 (UVlvis) 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. K943177 on August 25, 1994. The

difference between the two devices is a change in the components.
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