
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 10L materials.
British J Ophthal., 1998; 82:1182-1188.

Pande, M.V., et al. High-resolution digital retroilhrmination 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
Polymethylmethacry late, 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 Swg 1998; 24:1632-1635.
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Request for New Technology IOL Designation Page 14
Allergan Silicone Posterior Chamber IOLS, Models S140NB and S155NB

FDA-APPROVED LABELING FOR ALLERGAN SILICONE POSTERIOR
CHAMBER IOLS, MODELS S140NB AND S155NB

?+-

Clinical [sporiorua
Clinical hiafs of the S120NBandS122NBdicwsepostariarrdumber tenses began
em Nwember 3, 1986. The resufts ac+rkvedIs fhe tire patients successhdfy

iIollowed for one year indicate that the Sf20N and Sf22NB sificone posterior
chamberinlraocubl lensesare safe and effectivedevices lor the W correction
of Sphakia.

r In a randomized, prospectivetriil, visual acuity foas from best postoperative
acuity, “midenceof Nd:YAGcapsulotorny,and “PCO vsfue” were atl signfficantfy
lower al two years (p < 0.001) in eyesinrpfantedwith SIM-WNsiliconeposterior
chamberIOLSvs. qss with a singlepiece PMfA4 101 (12.5 mm overafldiameter,
5“ haptii angufation).The *PCO value”was determined by calculatingan average
opacification density of the 4 meridians (~, 45”, 90* and 13S7 using sxial
demitometry of the Scheirnpfkrgvideophotoorapfrysystem.

Patiant Population
The popufafiin in the dinica! Irials consistedof 64.4% femafes and 35.6% mafes
(1 .3Y. norweporled), 92.1% were Caucaa!an. 4.S% were Black, and 3.3Y. were
“OUsef, Themeanage Iof the total populahoo was 74.0 years.

How Supplied
Allergan Posterior Chamber 10Ls are supptiadas inditiduaf sterife units. Each
sferile lensu enctosedin its ovm casewithinadouble aseptic transferpeef pouch,
the contenfso[ wtridrare sterifeunlessthe packages m dama@ of openad.The
external surlaces of the double aseptic transtef peef pouch are nol sterile. The
producttabek are enclosedin a non-sterilepouch.

Expiration Date
Sterilityis guaranteedW@ the double aseptic transfer peal pouch is damaged
or opened. In addition,there is a sterifity @ration date that is dearty indicated
on the outsideof the sfsekpack. The lens shoufd not be used after the indicated
date,

Return Lwss Polisy
The lens may be returned to the manufacturer for credit within 30 days of
purchase.After30 daysit can be repbced or exchsngedat no charge.

Pationf fnformafiorr
It Is recommended that each patient receivri information regarding rntraocdar
lenses in a marvrer that is suifable to the patiant. This information shotid be
provided prior to the decision 10 implant an intraocular lens. Postoperative
informationahodd atsobe providedby the pfrysiin.

Allergan has a patiem brochure avaifable that q’ be used to hetp the patient
make an informed decisionregardingthe mode o traabnent of aphakia, and to
providepostoperativeseff-care@dance. tt is suggested hat the aur@on discuss
tfrematerial in this brochurewith the patient at some time priot (p surgery.

Ccuiion
Federal(USA) bw testrick his sfaice to safe by, or on the order of. a physkin.
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