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Preface

Public Comment

Comments and suggestions may be submitted at any time for Agency consideration to
James F. Saviola, O.D., Vitreoretinal and Extraocular Devices Branch (HFZ-460),
Division of Ophthalmic Devices, Office of Device Evaluation, Center for Devices and
Radiological Health, 9200 Corporate Blvd., Rockville, MD 20850. Comments may not be
acted upon by the Agency until the document is next revised or updated. For questions
regarding the use or interpretation of this guidance contact James F. Saviola, O.D., at
301-594-1744 or by electronic mail at JZS@cdrh.fda.gov.

Additional Copies

World Wide Web CDRH home page: http://www.fda.gov/cdrh or CDRH Facts on
Demand at 1-800-899-0381 or 301-827-0111, specify number 1249 when prompted for
the document shelf number.

Thi s docunent is intended to provide guidance. It represents the
Agency’s current thinking on the above. It does not create or
confer any rights for or on any person and does not operate to bind
FDA or the public. An alternative approach nmay be used if such
approach satisfies the requirenents of the applicable statute,
regul ati ons, or both.



TO: All Class 111 Rigid Gas Permeable Contact Lens PMA Holders and
Interested Persons

SUBJECT:  Revised Procedures for Adding Lens Finishing Laboratories to
Approved Premarket Approval Applications for Class 1l Rigid Gas
Permeable Contact Lenses for Extended Wear

| ntroduction:

On May 9, 1985, the Center for Devices and Radiological Health (CDRH) of the Food and Drug
Administration (FDA) issued a document entitled “New Procedures For Adding Lens Finishing
Laboratories Through Supplements to Approved Premarket Approval Applications For Rigid Gas
Permeable Contact Lenses.” These procedures allowed small, independent contact lens finishing
laboratories (hereafter referred to as lens finishing laboratories) to manufacture and distribute
rigid gas permeable (RGP) contact lenses under another firm'’s approved premarket approval
application (PMA) for an RGP contact lens, using the same material and design, for the same
indications for use, and under the same labeling as the lens covered by the approved PMA. In
addition, the procedures provided for manufacturers with approved PMAs for RGP contact lenses
to submit 30-day supplements for additional lens finishing laboratories as manufacturers and
distributors of approved lenses. The procedures stated that the PMA supplements will be deemed
approved 30 days after filing if all requirements in the document were met and the PMA
supplements were administratively complete.

In accordance with 21 CFR 814.39 and as part of our re-engineering effortsin PMA review,
FDA isrevising the May 9, 1985 policy. Under the revised policy, PMA holders may include
additional finishing laboratories as manufacturers and distributors of approved RGP lenses after a
protocol is approved, without submitting PMA supplements, provided the PMA holder agrees to:

1. provide the documentation listed under the heading “ Documentation, Annual Reports’ in
its future annual reports; and

2. include the information listed under the heading “ Documentation, Device Master Records
and Complaint Files’ in the device master records and complaint files to be made
available to FDA upon request.
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FDA believes that this revision can be implemented without compromising public health and
safety and that it will reduce the regulatory burden on manufacturers. The procedures are
consistent with procedures for adding finishing laboratories for manufacturing and distributing
class |l contact lenses, which are included in the May 12, 1994, guidance entitled “PREMARKET
NOTIFICATION (510(k)) GUIDANCE DOCUMENT FOR DAILY WEAR CONTACT
LENSES.”

NOTE: THIS PROCEDURE REPLACES THE MAY 9, 1985, POLICY ENTITLED
"NEW PROCEDURES FOR ADDING LENS FINISHING LABORATORIES THROUGH
SUPPLEMENTS TO APPROVED PREMARKET APPROVAL APPLICATIONS FOR
RIGID GAS PERMEABLE CONTACT LENSES." PLEASE NOTE THAT THIS
PROCEDURE APPLIES TO CLASS 111 RGP CONTACT LENSES ONLY:; IT DOES
NOT APPLY TO SOFT (HYDROPHILIC) CONTACT LENSES.

Objectives.

Manufacturer’s Objective: To obtain marketing approval for acceptable procedures to
allow one or more independent finishing laboratories to manufacture and distribute
finished RGP contact lenses made from lens blanks supplied by a manufacturer with a
previously approved PMA.

FDA'’s Objective: To ensure that lenses finished by independent laboratories will conform
to the specifications of approved PMA or PMA supplements, to ensure safe and effective
RGP contact lenses, and to ensure that finishing laboratories will comply with al PMA
post-approval requirements.

Responsihilities:

FDA considers the finishing of RGP contact lenses by lens finishing laboratories to be an
extension of the manufacturing process for RGP contact lenses. The PMA holder is ultimately
responsible for assuring that each finishing laboratory produces lenses that are essentially identical
to the approved lens and that all quality assurance activities necessary to determine that finished
contact lenses meet specifications are appropriate, adequate, and correctly performed. Each
independent finishing laboratory is responsible for complying with those parts of the device Good
Manufacturing Practice Requirements, as set forth in the Quality System Regulation for medical
devices, which apply to the manufacturing operations that the finishing laboratory performs for
the PMA holder.

Requirements.

The PMA holder must receive FDA approva of aPMA or PMA supplement that contains a
protocol for adding additional finishing laboratories as manufactures and distributors of RGP
lenses before implementing the procedures in this document. PMA holders with currently
approved protocols are not required to resubmit new protocols.
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An approved contact lens PMA provides evidence that alens material is not toxic, that the lens
can be cleaned and disinfected satisfactorily, that it can be manufactured according to
specifications and in compliance with Good Manufacturing Requirements, as set forth in the
Quality System Regulation for medical devices; and that it is clinicaly safe and effective for its
labeled indications. These procedures specify the conditions under which independent finishing
|aboratories may be included under an approved PMA or PMA supplement for class |1l RGP
contact lenses.

The information that should be submitted to FDA in aPMA or PMA supplement to obtain
approval of a protocol for adding additional finishing laboratories includes:

1. the information that the PMA holder plans to provide to the lens finishing laboratories
pertaining to finishing the approved RGP lens (should be the same information asin the
approved PMA); and

2. the monitoring plan, and other information specified below which the PMA holder will
use to evaluate the lens finishing laboratories to qualify them as manufacturers and
distributors of the approved RGP lens.

The approved protocol and monitoring plan for continued surveillance over each finishing
laboratory provide FDA with assurance of the PMA holder’ s ability to evaluate lens finishing
laboratories in accordance with approved specifications. The PMA approval, along with
documentation in the next annua report of the PMA holder’s evaluation of each lens finishing
laboratory’ s ability to manufacture the RGP lens to approved specifications, provide FDA with
reasonabl e assurance that approved finishing laboratories can manufacture lenses that are
essentially identical to those approved in the PMA. Allowing PMA holdersto qualify lens
finishing laboratories and provide documentation in the next annual report eliminates the
requirement of obtaining explicit FDA approval of a PMA supplement for adding additional
finishing laboratories as manufacturers and distributors of approved RGP lenses, when the
documentation listed on pages 7 and 8 are included in the PMA owners device master records and
complaint files.

Consequently, FDA has concluded that a contact lens finishing laboratory that is (a) evaluated by
amanufacturer holding an approved PMA for an RGP contact lens, in accordance with a protocol
approved by FDA in the same PMA or in aPMA supplement, and (b) found by the PMA holder
to meet al the requirements specified in this document, may begin manufacturing, selling, and
shipping the lens that is the subject of the approved PMA, in accordance with the conditions of
approval of the approved PMA, after the PMA holder has documented conformance with the
information specified in this document in the firm’s device master records and complaint files.
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Listed below are nine key quality assurance activities that FDA requires the laboratories to
perform as well as instructions to PMA holders for designing a protocol for the evaluation of a
laboratory’ s ability to manufacture the lenses and meet the quality assurance requirements. The
information that should be provided to the lens finishing laboratories includes, but is not limited
to, the following:

1. Complete range of specifications for the contact lenses, and detailed process instructions
for any manufacturing steps that require processing in a manner that isin any way unique
to the material from which the lenses are to be manufactured.

2. Complete and accurate copies of al the labeling for distribution with the lens, as approved
by FDA inthe PMA, including the cautionary statement, “Caution: Non-sterile. Clean
and condition lenses prior to use.”

3. A detailed description of the following key quality assurance activities that lens finishing
laboratories are required to perform:

a) incoming material specifications;
b) acceptance/rgection criteria at each manufacturing step;

C) identity and specifications for each processing compound, such as sealing waxes
and polishing compounds;

d) cleaning instructions and specifications for cleaning compounds;
€) final product acceptance criteria and test methods,
f) identity and specification for packaging and labeling materials,

0) disinfection instructions (or sterilization instructions if labeled as sterile) in
accordance with the approved PMA, process validation, and product release
procedures [please refer to the section entitled “Microbiology Requirements for
Hydrophobic Contact Lenses,” of the document entitled “PREMARKET
NOTIFICATION (510(k)) GUIDANCE DOCUMENT FOR DAILY WEAR
CONTACT LENSES’ for guidance] ;

h) records maintenance including device history records sufficient to ensure the
traceability of any lensto the lot or batch of material; asidentified by the materia
supplier, from which the lens was manufactured, and complete complaint files;
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) continuing quality audit procedures to be employed by the lens
finishing laboratories' personnel in accordance with the definition
in the current Good Manufacturing Requirements, as set forth in the
Quality System Regulation for medical devices, 21 CFR 820.3(t),
which states:

“Quality audit means a systematic, independent examination of a manufacturer’s
quality system that is performed at defined intervals and at sufficient frequency to
determine whether both quality system activities and the results of such activities
comply with quality system procedures, that these procedures are implemented
effectively, and that these procedures are suitable to achieve quality system
objectives.”

To obtain approval of aprotocol for adding lens finishing laboratories as manufacturers and
distributors of approved RGP lenses, the PMA holder must obtain approval of aPMA or PMA
supplement containing the following information for evaluation of the lens finishing laboratories,
and must ensure compliance with the conditions of approval of the PMA:

1.

2.

The information provided to lens finishing laboratories, as listed above.

A satisfactory protocol for a presubmission evaluation of the laboratory. This evaluation
may include (a) an on-site inspection or (b) a questionnaire to be answered by the
laboratory and reviewed by the PMA holder. If the laboratory did not participate in
clinicd trials on the lens that is subject to the PMA holder’ s application, the protocol
should require that each finishing laboratory prepare at least 10 lenses from at least 10
different prescriptions provided by the PMA holder, who will inspect the lenses to
determine whether they meet the final product criteria of the lenses covered by the
approved PMA. The protocol should be approved by FDA before it is used to evaluate
laboratories to ensure that FDA will accept the inspection results. The protocol should
include procedures whereby the PMA holder will verify that each lens finishing
laboratory is in compliance with the sponsor’ s standard operating procedures and FDA’s
Good Manufacturing Requirements, as set forth in the Quality System Regulation for
medical devices, and that finished lenses sampled in accordance with the inspection
sampling plan comply with the PMA holder’ s approved lens specifications with respect
to design, labeling dimensions, powers, surface finish, edge finish, and sterility.

A monitoring plan for continued surveillance over each finishing laboratory to monitor
audit procedures and ensure continued conformance of lenses to the approved
specifications.
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4, A plan for an adverse reaction reporting system to be established and maintained by the
PMA holder, encompassing al approved finishing laboratories and meeting all provisions
of the “ Adverse Reaction and Device Defect Reporting” and the “Reporting Under the
Medical Device Reporting (MDR) Regulations’ section of the “Conditions of Approval”
for PMAs, dated March 4, 1998 (copy attached). The lens finishing laboratories must
report any adverse reactions to the PMA holder within 10 days of becoming aware of
such reactions.

5. Two suitably worded sworn declarations; one declaration to be completed and signed by a
responsible official from each lens finishing laboratory stating that, once the laboratory
begins manufacturing the lenses, the laboratory will comply with (a) the PMA holder’s
approved manufacturing process, (b) al requirements of the Federa Food, Drug, and
Cosmetic Act, (c) the PMA approval order, and (d) this document; and a second
declaration to be completed and signed by the PMA holder verifying that the lens
laboratory has been evaluated in accordance with, and found to conform to, all provisions
of the protocol described initem 2, page 5.

After approval of the PMA or PMA supplement containing the documentation specified above,
and after the PMA holder has documented that the lens finishing laboratories have been found to
have met al evauation criteria and the declarations described in item 5, page 6, have been signed
and placed in the PMA holder’ s device master records, the lens finishing laboratories may begin
manufacturing and distributing the approved RGP contact lenses.

Documentation:

After obtaining approval for aPMA or PMA supplement containing a protocol for additional
finishing laboratories, the PMA holder may provide for additional finishing laboratories to
manufacture and distribute the approved RGP lenses by following the proceduresin this
document and documenting the following information in the next annual report to FDA and the
firm’s device master records and complaint files to be made available to FDA upon request:

1. Annual Report

a) Copy of the PMA holder’ s agreement to comply with the proceduresin this
document.

b) The PMA or PMA supplement number that contains the approved protocol for
adding additional finishing laboratories as manufactures and distributors of RGP
lenses.



Page 7 - All Class 111 Rigid Gas Permeable Contact Lens PMA Holders and Interested Persons

0)

d)

a)

b)

f)

9)

Thefirst annual report submitted after implementation of these revised procedures
should include a complete listing of names, addresses, and responsible persons for
all finishing laboratories approved under each PMA. Future annual reports should
include additional finishing laboratories added since the last annual report was
submitted, as well as those previously approved laboratories that are no longer
participating.

Copies of two sworn declarations (finishing laboratory and PMA holder) in
accordance with item 5, page 6.

Device Master Records

Copy of the PMA holder’ s agreement to comply with the procedures in this
document.

The PMA or PMA supplement number that contains the approved protocol for
adding additional finishing laboratories as manufactures and distributors of RGP
lenses.

Copies of al documentation provided to lens finishing laboratories as listed in
items 1-3(a-i), pages 4 and 5.

Copies of the approved protocol and PMA holder’ s evaluation demonstrating that
each lens finishing laboratory has been evaluated and found to comply with al
elements in the approved protocol, aslisted in item 2, page 5.

Copy of the monitoring plan used for continued surveillance over each finishing
laboratory to monitor audit procedures and ensure continued conformance of
lenses to the approved specifications, as listed in item 3, page 5, along with a
record of surveillance over each laboratory

Copy of the PMA holder’s plan for Adverse Reaction and Device Defect
Reporting and Reporting Under the Medical Device Reporting (MDR)
Regulations section of the “Conditions of Approva” for PMASs dated March 4,
1998, aslisted in item 4, page 6. All adverse reactions associated with use of the
approved RGP lens should be documented in the PMA holder’s complaint files.

Copies of two sworn declarations (finishing laboratory and PMA holder) in
accordance with item 5, page 6.
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h) The names, addresses, and nhames and titles of persons at each finishing laboratory
responsible for compliance with these procedures; the private label brand name, if
applicable; date on which the addition of lens finishing laboratory was
implemented; and any change in the above items.

3. Complaint Files

All complaints associated with the device, including adverse reactions described in
item 2(f).

Effective Date: The above procedures are effective as of date of issuance.

If you have any questions, please contact James F. Saviola, O.D., at (301) 594-1744.
Sincerely yours,
A. Ralph Rosenthal, M.D.
Director
Division of Ophthalmic Devices
Office of Device Evauation
Center for Devices and

Radiological Hedlth

Attachment (Conditions of Approva Dated March 4, 1998)



GCOA
| ssued: 3-4-98

CONDI TI ONS OF APPROVAL

APPROVED LABELI NG As soon as possible, and before comercial distribution of
your device, subnit three copies of an anmendnment to this PMA submi ssion with
copies of all approved labeling in final printed formto the PVMA Docunent Mai
Center (HFZ-401), Center for Devices and Radi ol ogi cal Health, Food and Drug
Admi ni stration (FDA), 9200 Corporate Blvd., Rockville, Maryland 20850.

ADVERTI SEMENT. No advertisenment or other descriptive printed material issued
by the applicant or private |abel distributor with respect to this device
shall recommend or inply that the device may be used for any use that is not
i ncluded in the FDA approved | abeling for the device. |If the FDA approval
order has restricted the sale, distribution and use of the device to
prescription use in accordance with 21 CFR 801. 109 and specified that this
restriction is being inposed in accordance with the provisions of section
520(e) of the act under the authority of section 515(d)(1)(B)(ii) of the act,
all advertisements and other descriptive printed material issued by the
applicant or distributor with respect to the device shall include a brief
statenment of the intended uses of the device and rel evant warni ngs,
precautions, side effects and contraindications.

PREMARKET APPROVAL APPLI CATI ON (PMA) SUPPLEMENT. Before maki ng any change
affecting the safety or effectiveness of the device, submt a PMA suppl enent
for review and approval by FDA unless the change is of a type for which a
"Speci al PMA Suppl enent - Changes Being Effected"” is permtted under 21 CFR
814.39(d) or an alternate submssion is permtted in accordance with 21 CFR
814.39(e). A PMA supplenment or alternate subm ssion shall conply with
applicable requirements under 21 CFR 814.39 of the final rule for Prenarket
Approval of Medical Devices.

Al'l situations which require a PMA suppl enent cannot be briefly sunmari zed,
pl ease consult the PMA regul ation for further guidance. The gui dance provi ded
below is only for several key instances.

A PMA suppl ement nust be submitted when unantici pated adverse effects,
i ncreases in the incidence of anticipated adverse effects, or device failures
necessitate a | abeling, manufacturing, or device nodification

A PMA suppl enment nmust be submitted if the device is to be nodified and the
nodi fi ed devi ce should be subjected to animal or |aboratory or clinica
testing designed to deternmine if the nodified device remains safe and
effective.

A "Speci al PMA Suppl enent - Changes Being Effected” is limted to the

| abeling, quality control and manufacturing process changes specified under 21
CFR 814.39(d)(2). It allows for the addition of, but not the replacenent of
previously approved, quality control specifications and test nmethods. These
changes may be inpl enented before FDA approval upon acknow edgnent by FDA t hat
the subm ssion is being processed as a "Special PMA Suppl enent - Changes Being
Effected.” This acknow edgnent is in addition to that issued by the PVA
Docurment Mail Center for all PMA supplenents submitted. This procedure is not
applicable to changes in device design, conposition, specifications,

circuitry, software or energy source




Al ternate subm ssions permtted under 21 CFR 814.39(e) apply to changes t hat
otherw se require approval of a PMA suppl enment before inplenentation of the
change and include the use of a 30-day PMA suppl enent or annual postapproval
report. FDA nust have previously indicated in an advisory opinion to the
affected industry or in correspondence with the applicant that the alternate
subm ssion is pernmitted for the change. Before such can occur, FDA and the
PMA applicant(s) involved nust agree upon any needed testing protocol, test
results, reporting format, information to be reported, and the alternate
subm ssion to be used.

POSTAPPROVAL REPORTS. Continued approval of this PMA is contingent upon the
subm ssion of postapproval reports required under 21 CFR 814.84 at intervals
of 1 year fromthe date of approval of the original PMA.  Postapproval reports
for suppl ements approved under the original PMA, if applicable, are to be

i ncluded in the next and subsequent annual reports for the original PMA unless
specified otherwise in the approval order for the PMA supplenment. Two copies
identified as "Annual Report" and bearing the applicable PVA reference nunber
are to be submtted to the PVA Docunent Mail Center (HFZ-401), Center for

Devi ces and Radi ol ogi cal Health, Food and Drug Adm nistration, 9200 Corporate
Bl vd., Rockville, Maryland 20850. The postapproval report shall indicate the
begi nni ng and endi ng date of the period covered by the report and shal

include the following information required by 21 CFR 814. 84:

(1)l dentification of changes described in 21 CFR 814.39(a) and changes
required to be reported to FDA under 21 CFR 814.39(b).

(2) Bibliography and sunmary of the follow ng information not previously
submtted as part of the PMA and that is known to or reasonably should be
known to the applicant:

(a)unpubl i shed reports of data fromany clinical investigations or
noncl i nical |aboratory studies involving the device or related devices
("rel ated" devices include devices which are the same or substantially
simlar to the applicant's device); and

(b)reports in the scientific literature concerning the device.

If, after review ng the bibliography and summary, FDA concl udes that agency
review of one or nore of the above reports is required, the applicant shal
submt two copies of each identified report when so notified by FDA

ADVERSE REACTI ON AND DEVI CE DEFECT REPORTING  As provided by 21 CFR
814.82(a)(9), FDA has determined that in order to provide continued reasonable
assurance of the safety and effectiveness of the device, the applicant shal
submt 3 copies of a witten report identified, as applicable, as an "Adverse
Reaction Report"” or "Device Defect Report" to the PMA Docunment Mail Center
(HFZ-401), Center for Devices and Radi ol ogi cal Health, Food and Drug

Admi ni stration, 9200 Corporate Blvd., Rockville, Maryland 20850 within 10
days after the applicant receives or has know edge of information concerning:

(1)A mix-up of the device or its labeling with another article.

(2) Any adverse reaction, side effect, injury, toxicity, or sensitivity
reaction that is attributable to the device and

(a)has not been addressed by the device's |abeling or

(b) has been addressed by the device's labeling, but is occurring with
unexpected severity or frequency.



(3)Any significant chem cal, physical or other change or deterioration in the
device or any failure of the device to nmeet the specifications established in
t he approved PVMA that could not cause or contribute to death or serious injury
but are not correctable by adjustnents or other maintenance procedures
described in the approved | abeling. The report shall include a discussion of
the applicant's assessnent of the change, deterioration or failure and any
proposed or inplenmented corrective action by the applicant. When such events
are correctable by adjustnents or other maintenance procedures described in

t he approved | abeling, all such events known to the applicant shall be

i ncluded in the Annual Report described under "Postapproval Reports" above
unl ess specified otherwise in the conditions of approval to this PMA. This
post approval report shall appropriately categorize these events and include

t he nunber of reported and otherwi se known instances of each category during
the reporting period. Additional information regarding the events di scussed
above shall be submitted by the applicant when determ ned by FDA to be
necessary to provide continued reasonabl e assurance of the safety and
effectiveness of the device for its intended use.

REPORTI NG UNDER THE MEDI CAL DEVI CE REPORTI NG (MDR) REGULATION.  The Medi cal
Devi ce Reporting (MDR) Regul ation becane effective on Decenber 13, 1984. This
regul ati on was replaced by the reporting requirenents of the Safe Medica

Devi ces Act of 1990 which becane effective July 31, 1996 and requires that al
manuf acturers and inporters of nedical devices, including in vitro diagnostic
devices, report to the FDA whenever they receive or otherw se becone aware of

i nformati on, from any source, that reasonably suggests that a device marketed
by the manufacturer or inporter:

(1) May have caused or contributed to a death or serious injury; or

(2)Has mal functi oned and such device or simlar device marketed by the
manuf acturer or inporter would be Iikely to cause or contribute to a
death or serious injury if the malfunction were to recur

The sane events subject to reporting under the MDR Regul ation may al so be

subj ect to the above "Adverse Reaction and Devi ce Defect Reporting”
requirenents in the "Conditions of Approval"” for this PMA. FDA has detern ned
that such duplicative reporting i s unnecessary. Wenever an event involving a
device is subject to reporting under both the MDR Regul ati on and the

"Condi tions of Approval" for a PMA the manufacturer shall submt the
appropriate reports required by the MDR Regulation within the tine franmes as
identified in 21 CFR 803.10(c) using FDA Form 3500A, i.e., 30 days after
becom ng aware of a reportable death, serious injury, or malfunction as
described in 21 CFR 803.50 and 21 CFR 803.52 and 5 days after becom ng aware
that a reportable MDR event requires renedial action to prevent an
unreasonabl e ri sk of substantial harmto the public health. The nmanufacturer
is responsible for submitting a baseline report on FDA Form 3417 for a device
when the device nodel is first reported under 21 CFR 803.50. This baseline
report is to include the PVA reference nunber. Any witten report and its
envelope is to be specifically identified, e.g., “Manufacturer Report,” "5-Day
Report,” “Baseline Report,” etc. Any witten report is to be subnmitted to:

Food and Drug Admi nistration

Center for Devices and Radi ol ogi cal Health
Medi cal Devi ce Reporting

PO Box 3002

Rockvill e, Maryland 20847-3002



Copi es of the MDR Regul ation (FOD # 336&1336) and FDA publications entitled “An
Overvi ew of the Medical Device Reporting Regulation” (FOD # 509) and “Medi cal
Devi ce Reporting for Manufacturers” (FOD #987) are avail able on the CDRH WW
Hone Page. They are al so avail able through CODRH s Fact-On-Demand (F-O D) at
800-899-0381. Witten requests for informati on can be nmade by sending a
facsimle to CORH s Division of Small Manufacturers Assistance (DSMA) at 301-
443- 8818.



