)

To date, FDA has approved labeling claims related to PCO for certain Alcon Laboratories and Allergan
Inc.'s intraocular lenses. Attached are excerpts from Alcon and Allergan.'s PMA-approved labeling that
include the claims related to posterior capsule opacification. This labeling is being provided for
background purposes. Any recommendations you make concerning PCO clinical studies or labeling claims
should be independent of the information conveyed in this labeling . In other words, we are interested in
your views, whether or not they are consistent with the labeling that follows.

You should also note the literature upon which these studies are based (copies of these articles are provided
in the literature section of the mailout) :

Alcon Laboratories
Hollick, E.J., et al. #1. The effect of PMMA, silicone and polyacrylic intraocular lenses on posterior
capsule opacification three years after cataract surgery. Ophthalmology, 1999; 106:49-55.

Hollick, E.J., et al. #2. Lens epithelial cell regression on the posterior capsule with different IOL materials.
British J Ophthal., 1998; 82:1182-1188.

Pande, M.V, et al. High-resolution digital retroillumination imaging of the posterior capsule after cataract
surgery. J. Cataract Refract. Surg. 23:1521-1527, 1998.

Ursell, P.G., et al. Anterior capsule stability in eyes with intraocular lenses made of
Poly(Methylmethacrylate), Silicone and AcrySof. J. Cataract Refract. Surg. 23:1532-1538, 1997.

Ursell, P.G., et al. Relationship between intraocular lens biomaterials and posterior capsule opacification. J.
Cataract Refract. Surg., 1998; 24:352-360.

Allergan, Inc.
Hayashi, H. et al. Quantitative Comparison of Posterior Capsule Opacification After

Polymethylmethacrylate, Silicone and Soft Acrylic Intraocular Lens Implantation. Arch. Ophthalmal.
1998:116, pp. 1579-82.

Hayashi, K., et al. In vivo quantitative measurement of posterior capsule opacification after extracapsular
cataract surgery. Am J Ophthalmol 1998; 125:837-843,

Hayashi, K., et al. Reproducibility of posterior capsule opacification measurement using Scheimpflug
videophotography system. J Cataract Refract Surg 1998; 24: 1632-1635.
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SUPPLEMENTAL FUBLISHED DATA——

, welt-oontrolied end rand “‘dudyw.fd 1996 Hollokt(
o, $1. 1908) with ACRYEOF fenses wtiliring & wniq

/wmwmmmmwm&mwaﬂm
o of, 19008) was conducted with a (oltal of 80 eyes (30 ACRYSOF, 30 PMMA end
30 silicons), with sl lenees implanted unfoldad using & planned ECCE procedure
with conlinuaus curvilinesr capeulochesis (CCC). Thore were no  statistionl
difTerences in best comected visual moulty snd conlrest sensitivity established
batwasn ACRYSOF and the PMMA and wliicons lenses studied.

Thie study damonstraied & siatistically significant reduction in the srea of leas
epithelial oslis computed of § monihe and 1, 2 and 3 years postapecetive n
ocomparieon with spedific models of eliicone and PIMIVA lenees of simvlier design
(Tabla 7). Lans epitheRel cells, or LECs, ara beliaved 1o be the mejor contributor
0 posiedior capatle opacification, or PCO.

Table 7
Peconntage of Area Opacified*
Medlan and
Folowip | Gmonihe | 1 your 2years |  Iyears
ACRYSOF
Maedian 82 10.7 18 10.2
Rangs 41-M7 1.1-344 28-52 34-537
N 21 26 18 13
-

Madi 21 n2 35 9
| Rerga 71-84 545-0812 47-758 §$5-743
N 24 3 21 21
EMMA
Medien 108 2814 437 564

Range 13.08 95-54.1 39-67 48-942
N 26 21 24 21
P value 0.0003 0.0001 0.0001 0.0001
© SAreaof la definad as the boundary of the ot

A siatisdically aignificant difecence In Nd:YAQ capstiolony rada wes obeorved
bolwsen ACRYSOF end u similedy decigned PMMA fers (p=007), butl not
helwean ACRYSOF end o sliicons lena (p=0.23) st I pears postopsrative (Tebia
8).

Tabile 8
Postacior de‘YﬁG_) Capaisotony Ratee
10L Material &3 3 yoar
ACRYSOF Sificone PVIAA
N o9 w2 &3
% % 14X 26%
P whis NA (¥} 0.02

In addiion, the reduced aree of LEC« absacved In this study wee associeted with
decressad lons spithellal cell proliferation (Hollok of o, #2. 19493) and anterior
cxpavke mavernent (Ursoll of al, 1937) for ACRYSOF lancas as compared o the
of drladly decigned silicons snd PMMA lenses.

Thoss postador chambec indrecculsr lensss ure suppbed dry, n e package
ferminally slallized with stfrlene audde, and must be openad only under asaplic
conditions (See DIRECTIONS FOR USE).

EXPIRATION DATE

Storitty In guaranieed unless the pouch i damaged or opened. Tha explrati
dats ts clesrly indioaied on the oulside of the lene package. Any lens held after
the epirelion dete should be refumed to Aloon Labamsiodes, nc. (See
RETURNED GOODS POLICY).

RETURNED GQODS POLICY
Returned lensas will only be acoopied in exchanga for other products, not oredit.
All retuma misst be accompaniad by sn Alaca Labacalaries, Inc. Retumed Goads

number doss nal constiule Snal soceplance of the relumed products. For
dotailed policy guidefines including exchanga, plesse conlact your Account
Manager or Cusiomer Service Represantative.

CAUTION: FEDERAL {USA] LAW RESTRICTS THIS DEVICE TO SALE
BY OR ON THE ORDER OF A LICENSED PHYSICIAN.

Revisod ACRYSOF® Package lnuert 8
October 1998
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Request for New Technology I0L Designation
Allergan Silicone Posterior Chamber 10Ls, Models SI40NB and SISSNB

Clinics] Experiance

Chinical trials of the SI20NB and SI22NB siicene posterior chamber tenses began
on November 3, 1986, The results achieved by the Core patients successhully
lollowed for one year indicate that the SI20NB and SI22ZNB silicone posterior
c:um’?aeéainlraoculal lenses are sate and effective devices for the visual correction
of aphakia.

In a randomized, prospective trial, visual acuity loss from best pastloperative
acuily, incidence of Nd:YAG capsulotomy, and "PCO value® were sl significantly
lower at two years {p < 0.001) in eyes implanted with SLM-2/UN skicone posterior

chamber 10Ls vs. eyes with a single piece PMMA (0L (12.5 mm cverall diameter,
§* haptic anguiation). The "PCO value” was determined by calculating an average
opacification density of the 4 mendians (0°, 45°, 80° and 135%) using axial
densitometry of the Scheimpfiug videophotography system.

Patient Population

The popudation in the dinical lnals consisted of 64.4% females and 35.6% males
(1.3% non-reported), 82.1% were Caucasian, 4.5% were Black, and 3.3% were
“Other”, The mean age for the total population was 74.0 years.

How Supplied

Allergan Posterior Chamber 10Ls are supplied as individual sterile units. Each
sterile lens is enclosed in its own case within a double aseplic transfer peel pouch,
the contents.of which are sterile unless the packages are damaged or opened. The
extemal surfaces of the double aseptic transter peel pouch are not slenle The
product labels are enclosed in a non-sterile pouch.

Expiration Date

Sterility is guaranteed unless the double aseptic transfer peel pouch is damaged
or opened. In addilion, there is 3 sterllity expiraion date that is dearly indicated
on the outside of the shelf-pack. The lens should not be used after the indicated
date.

Return Lens Policy
The lens may be returned to the manufacturer tor credit within 30 days of
purchase. Atter 30 days it can be replaced ot exchanged at no charge.

Patient Information )

It Is recommended that each patient receive information regarding intraocular
lenses in 8 manner that is suitable to the patient. This information should be
provided prior to the decision to implant an intraocular lens. Postoperative
infarmation should also be provided by the physician.

Allergan has 3 patient brochure available that be used to help the patient
make an informed decision regarding the mode of treatment of aphakia, and to
provide postoperative self-care puidance, tis suoqested that the surgeon discuss
the materia! in this brochure with the patient at some time priot to surgery.

Cavtion
Federal (USA) law restricts this device ta sale by, or on the order of, a physician.

SVmbolkxphmtion

SYMBOL ENGLISH
{ Steriized by ethylene oxide
@ DO NOT REUSE
- USE BY (YYYY-MM: year-month)
A SEE INSTRUCTIONS FOR USE
@ Not Sterile
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FDA-APPROVED LABELING FOR ALLERGAN SILICONE POSTERIOR
CHAMBER JIOLS, MODELS SI40NB AND SIS5NB



