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The Ahmed® Glaucoma Valve
Model FP7

Product Information

DESCRIPTION

The Ahmed® Glaucoma Valve Model FP7 (AGV-FP7)
is a valved aqueous drainage implant designed to
regulate intraocular pressure in eyes suffering from
refractory glaucoma. The Ahmed® device consists of
a valve mechanism and a plate. The valve mechanism
is comprised of a silicone drainage tube and polypro-
pylene body which houses a silicone elastomer valve
membrane. The polypropylene body protects the valve
membrane from blockage by fibrous tissue. The plate
conforms to the shape of the globe at its equator and
provides a surface where fluid can be dispersed. The
plate material of the Model FP7 is silicone. The device
is for single use only.

INDICATIONS
The Ahmed® Glaucoma Valve Model FP7 is indicated
for the management of refractory glaucomas, where
previous surgical treatment has failed, or by experi-
ence is known not to provide satisfactory results. Such
refractory glaucomas can include neovascular glau-
coma, primary open angle glaucoma unresponsive
to medication, congenital or infantile glaucoma, and
refractory glaucomas resulting from aphakia or uveitis.

CONTRAINDICATIONS
a. Bacterial conjunctivitis e. Bacteremia or septicemia
b. Bacterial corneal ulcers . Active scleritis
c. Endophthalmitis

d. Orbital Cellulitis

g. No light perception

COMPLICATIONS AND ADVERSE
REACTIONS

Corneal Edema Choroidal detachment

Corneal Touch Iritis
Iris/Tube Touch Hyphema
Synechia Tube Obstruction

Exposed Sclera Graft Tube Retraction

as well as known complications of aqueous shunts
and general intraocular surgery including hypotony,
shallow chamber, hyphema, choroidal effusion, su-
prachoroidal hemorrhage, choroidal detachment, reti-
nal detachment, iritis, synechia, cataract, conjunctival
buttonhole, phthisis bulbi, bullous keratopathy, uveitis
and endophthalmitis.

WARNINGS, PRECAUTIONS
Do not use the device if sterile package integrity has
been compromised. Do not re-sterilize the implant.
Before using the Ahmed® Glaucoma Valve, the im-
planting surgeon should be skilled in glaucoma filtering
procedures and familiar with the use of drainage devic-
es, as well as post-operative care required.

Priming the valve is essential for proper functioning of
the valve. Do not implant the valve without priming it.

Ensure that the valve is primed before operating on
the patient. Inherently, the force required to prime
the valve may vary between units. Some valves may
require more force applied over a longer period of
time than other valves in order to perform the priming
operation. If you are unable to prime the valve, do
not use the device. The manufacturer will exchange
the device

In rare cases, you may be unable to prime the valve
due to crimped or pinched tubing. In such a situation,
do not use the device. The manufacturer will exchange
the device

Using a needle for priming can puncture the tube re-
sulting in an undesirable leak or inability to prime. Only
use a blunt cannula to prime the valve

The Ahmed® Glaucoma Valve is intended for single
use, it shall not be reused. It shall be discarded to
avoid deterioration, cross contamination and/or in-
fection.

Tampering with the valve can cause malfunctioning
of the valve.
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Side View

Max Thickness

End Plate: Medical Grade Silicone
Drainage Tube: Medical Grade Silicone
Valve Membrane: Medical Grade Silicone
Valve Casing: Medical Grade Polypropylene (PP)
Adhesive: Medical Grade Silicone Glue

Maximum thickness: 2.1 mm

Max Length: 41.4 mm

Plate Length: 16.0 mm

Device Overall Width: 13.0 mm

Drainage Area/Explant Surface Area: 184 mm?

HOW SUPPLIED

The implant is supplied sterile in a sealed pouch.
Product Information, Patient Chart Labels, Implant
Notification Card, and a Patient ID Card are also en-
closed with the sterile package. The implant has been
terminally sterilized by Gamma Radiation. Sterility is
assured provided that the peel pouch has not been
opened or damaged, and the sterility expiration date

has not lapsed. The peel pouch is intended to be
opened using sterile technique, allowing the implant
to be dropped into the sterile field.

NOTE: The manufacturer disclaims all warranties
expressed or implied, including but not limited to
suitability for a particular purpose.
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SURGICAL PROCEDURE

Figure 1

Step 1

Refer to figure 1 for the illustration of each step. The
steps described here are intended as a guideline
only, and do not represent recommended treat-
ment for any particular patient. The use of any
specific surgical technique or maneuver is at the
sole discretion of the surgeon. Surgeons should be
familiar with the use of glaucoma drainage devic-
es and post-operative care considerations before
implanting any drainage device. Reference papers
and surgical video tapes are available upon request.

1. The implant should be examined and primed
prior to implantation. Priming is accomplished
by injecting 1cc balanced salt solution or ster-
ile water through the drainage tube and valve,
using a blunt 26-gauge cannula.

2. A fornix-based incision is made through the
conjunctiva and Tenon’s capsule. A pocket is
formed at the superior quadrant between the
medial or lateral rectus muscles by blunt dis-
section of Tenon’s capsule from the episclera.

3. The valve body is inserted into the pocket be-
tween the rectus muscles and sutured to the
episclera. The leading edge of the plate should
be at least 8-10mm from the limbus.

4. The drainage tube is trimmed to permit a
2-3 mm insertion of the tube into the anterior
chamber (AC). The tube should be bevel cut to
an anterior angle of 300 to facilitate insertion.

5. A paracentesis is performed, and the AC
is entered at 1-2 mm way from the limbus
with a sharp 23-gauge needle to create
a needle track, parallel to the iris. Cau-
tion: Care must be taken to ensure that
the drainage tube does not contact the
iris or corneal endothelium after insertion.

Note: Some surgeons prefer to enter the AC
from at least 3mm away from the limbus.

6. The drainage tube is inserted approximately
2-3 mm into the AC through the needle track
created in step 5. The leading edge of the
plate should be 8-10 mm from the limbus.

7. The exposed drainage tube is covered with a
piece of preserved, donor sclera, pericardium,
cornea, or other suitable patch graft material
which is sutured into place and the conjuncti-
va is closed.

Note: As an alternative to Step 7, a 2/3 thickness
limbal-based scleral flap may be made. The tube
is inserted into the AC through a 23-gauge needle
puncture made under the flap. The flap is sutured
closed.



CLINICAL STUDY RESULTS
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Clinical data for the AGV-FP7 can be found in the citations referenced below. This includes safety and effectiveness
data and information on adverse effects and complications associated with the AGV-FP7.

1.

2.

The Ahmed Baerveldt Comparison Study. This study compared the long-term outcomes and complication of
the Ahmed Glaucoma Valve model FP7 (AGV-FP7) and the Baerveldt glaucoma implant. This was a multicenter,
prospective, randomized, controlled clinical trial with several relevant publications which have been cited here.

Barton K, Gedde SJ, Budenz DL, Feuer WJ, Schiffman J. The Ahmed Baerveldt Comparison Study
methodology, baseline patient characteristics, and intraoperative complications. Ophthalmology. 2011
Mar;118(3):435-42. PubMed PMID: 20932581; NIHMSID: NIHMS233027; PubMed Central PMCID:
PMC3020244.

Budenz DL, Barton K, Feuer WJ, Schiffman J, Costa VP, et al. Treatment outcomes in the Ahmed Baer-
veldt Comparison Study after 1 year of follow-up. Ophthalmology. 2011 Mar;118(3):443-52. PubMed
PMID: 20932583; NIHMSID: NIHMS233028; PubMed Central PMCID: PMC3020266.

Budenz DL, Barton K, Gedde SJ, Feuer WJ, Schiffman J, et al. Five-year treatment outcomes in
the Ahmed Baerveldt comparison study. Ophthalmology. 2015 Feb;122(2):308-16. PubMed PMID:
25439606; NIHMSID: NIHMS625185; PubMed Central PMCID: PMC4306613.

Budenz DL, Feuer WJ, Barton K, Schiffman J, Costa VP, et al. Postoperative Complications in the Ahmed
Baerveldt Comparison Study During Five Years of Follow-up. Am J Ophthalmol. 2016 Mar;163:75-82.
e3. PubMed PMID: 26596400; NIHMSID: NIHMS746915; PubMed Central PMCID: PMC4901387.

Comparison of Polypropylene and Silicone Ahmed Glaucoma Valves. This study was conducted to evaluate
and compare clinical outcomes after implantation of the silicone plate Ahmed Glaucoma Valve Model FP7
(AGV-FP7) and the polypropylene plate Ahmed Glaucoma Valve Model S2 (AGV-S2). This was a prospective,

multicenter, comparative study.

Ishida K, Netland PA, Costa VP, Shiroma L, Khan B, et al. Comparison of polypropylene and silicone
Ahmed Glaucoma Valves. Ophthalmology. 2006 Aug;113(8):1320-6. PubMed PMID: 16877071.

. Comparison of silicone and polypropylene Ahmed glaucoma valves: two-year follow-up. The purpose of this

study was to compare the safety and efficacy of the silicone Ahmed glaucoma drainage device (AGV-FP7) and
the polypropylene Ahmed glaucoma drainage device (AGV-S2). This study was a single surgeon, retrospective,
consecutive case series.

Mackenzie PJ, Schertzer RM, Isbister CM. Comparison of silicone and polypropylene Ahmed glauco-
ma valves: two-year follow-up. Can J Ophthalmol. 2007 Apr;42(2):227-32. PubMed PMID: 17392844,

SYMBOLS USED ON PACKAGING

Symbol English Symbol English Symbol English
Consult Do not
Manufacturer Instructions % o
for Use resterilize
Authorised
_represemanve Use-by date @ Serial Number
in the European
Community

Do not re-use

Sterilized using
irradiation

®
-l

Do not use if

package is
Date of damaged
Manufacture Batch Code

YYYY-MM




il

NEWWORLD

MEDICAL

10763 Edison Court
Rancho Cucamonga, CA 91730-4844 - USA

Phone: (909) 466-4304
Customer Service in USA 800.832.5327
Fax: (909) 466-4305

Visit us at: www.newworldmedical.com
e-mail: info@newworldmedical.com

Part #50-0088 Rev New 10/2016



Lietuviskai (It)
Ahmed glaukomos voZztuvas
FP7 modelis

Informacija apie produkta

APRASYMAS
Ahmed glaukomos voztuvas, FP7 modelis, (AGV-FP7) — tai skysCio nutekéjimo
voztuvo implantas, regulivojantis pazeisty akispod,
medikamentiniam Implanta VOZtuvo

glaukomos
gydymui.

mechanizmas ir plokstelé. Voztuvo mechanizmg sudaro silikoninis drenazo
vamzdelis ir polipropileno korpusas, kuriame yra silikoniné elastomeriné voztuvo

akiy

nepasiduodant;j sudaro

membrana. Polipropileno korpusas saugo voztuvo membrang, kad neuzsikisty
pluostiniu audiniu. Plokstelé yra iSgaubta ir sudaro pavirsiy, kuriame skystis gali boti
iSsklaidytas. FP7 modelio plokstelé yra silikoniné. Implantas yra vienkartinis.
INDIKACIJOS
Ahmed glaukomos voztuvas, FP7 modelis, skirtas gydyti refrakterines glaukomas,
kai ankstesnis chirurginis gydymas nepadéjo arba i$ patirties aisku, kad tokio
gydymo rezultatai bus nepatenkinami. Tokios refrakterinés glaukomos apima
neovaskuline glaukomg, pirmine atviro kampo atsparig medikamentiniam gydymui,
igimta arba juveniline glaukomg, taip pat refrakterine glaukomg, susidariusig dél
afakijos ar uveito.
KONTRAINDIKACIJOS

a. Bakterinis konjunktyvitas e. Bakteremija ar septicemija
b. Bakteriné ragenos opa
c. Endoftalmitas
d. Orbitos celiulitas
KOMPLIKACIJOS IR NEPAGEIDAUJAMOS

REAKCIJOS
Gyslainés atsoka

f. Aktyvus skleritas
g. Aklumas (néra Sviesos jutimo)

Ragenos edema

Ragenos jautrumas Iritas
Rainelés/vamzdelio jautrumas Hifema
S3augos Vamzdelio uzsikimsimas

Eksponuojamas skleros  Vamzdelio padéties pasikeitimas

transplantantas

Taip pat zinomos skys¢io Sunto ir bendros intraokulinés chirurgijos
komplikacijos, apimancios hipotonija, kameros susekléjima, hifema, gyslainés
efuzijg, pregyslainine kraujosriva, gyslainés atSoka, tinklainés atSokg, iritg,
sgaugas, katarakta, junginés ,sagos" kilpa, akies obuolio sunykimg, buliozine
keratopatijg, uveitg ir endoftalmita.

JSPEJIMAI, ATSARGUMO PRIEMONES
Nenaudokite implanto, jeigu pazeista sterili pakuoté. Nesterilizuokite implanto
dar kartg. Chirurgas, implantuojantis Ahmed glaukomos voztuvg, turi turéti
atitinkamy jgidziy ir boti susipazines su drenavimo prietaiso naudojimu, taip
pat ir pooperacine priezidra.
Tinkamam voztuvo funkcionavimui labai svarbus voztuvo uztaisymas.
Neimplantuokite voZtuvo, jo neuZtaise.
Pries operuodami pacientg, jsitikinkite, kad voZtuvas yra uztaisytas. Prietaisy
voztuvy uztaisymo stiprumas gali skirtis. Kai kuriems voztuvams uztaisyti gali
reikéti daugiau stiprumo per ilgesnj laikotarpj. Jeigu nepavyksta uZztaisyti
voZztuvo, nenaudokite jo. Gamintojas prietaisg pakeis.
Kartais voztuvo negalima uZztaisyti, nes jis yra suspaustas arba uZspaustas
vamzdelis. Tokiu atveju prietaiso taip pat nenaudokite. Gamintojas prietaisa
pakeis.
UZtaisymui naudojama adata gali pradurti vamzdelj, dél to gali susidaryti
nepageidaujamas pratekéjimas arba i$ viso negalésite uZtaisyti. Voztuvui
uZtaisyti naudokite tik buka kaniule .
Ahmed glaukomos voZztuvas yra vienkartinis, jis negali boti naudojamas
pakartotinai, kad iSvengtumeéte blogy rezultaty, kryZminio uztersimo ir (arba)
infekcijos.
Sugedes voztuvas gali netinkamai veikti.

AGV-FP7

Prekinis pavadinimas: Ahmed® Glaucoma Valve Model FP7 (liet. Ahmed glaukomos voztuvas, FP7 modelis)

Vaizdas i$ virsaus
|€—— Plokstelésilgis

l—— snold —p
O

|€¢—————— Visasilgis —>]
Galiné plokstelé: medicininis silikonas

Drenavimo vamzdelis: medicininis silikonas
Voztuvo membrana: medicininis silikonas
Voztuvo korpusas: medicininis polipropilenas (PP)
Klijai: medicininiai silikono klijai

Vaizdas i$ Sono

Didziausias stori 2

———

zZ=

DidzZiausias storis: 2,2 mm

Visas ilgis: 41,4 mm

Plokstelés ilgis: 16,0 mm
Bendras voztuvo plotis: 13,0 mm

Drenavimo plotas arba perkeliamo paviriaus plotas: 184 mm?

KAIP PATEIKIAMAS

Implantas pateikiamas steriliai patalpintas hermetiniame pakete. Informacija apie
produkta, pacienty korteliy etiketés, implanto kortelé ir paciento ID kortelé taip pat
supakuoti sterilioje pakuotéje. Implantas sterilizuotas gama spinduliais. Sterilumas
garantuojamas su salyga, kad paketas neatidarytas ir nepazeistas, o sterilizavimo
galiojimas néra pasibaiges.

Paketas turi biti atidarytas, naudojant sterilig technika, leidziancig implantg
perkelti j sterilig aplinka.

PASTABA: gamintojas atsisako visy garantijy iSreiksty arba numanomy,
jtraukiant, bet neapsiribojant tinkamumu konkreciam tikslui.

CHIRURGINE PROCEDURA

1 Zingsnis 3 Zingsnis

1 pav. 2 iingsnis

-

=)
6 Zingsnis

-

4 Zingsnis
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1 paveikslélyje pateiktas kiekvienas zingsnis. Toliau pateiktas Zingsniy aprasymas,
kuris yra tik gairés, o ne rekomenduojamas konkretaus paciento gydymas. Bet
kurios specialios chirurginés technikos ar manevro naudojimas parenkamas
chirurgo nuozidra. Pries implantuojant bet kurj drenazo prietaisg, chirurgas turi boti
susipazines su drenavimo prietaiso naudojimu ir pooperacine priezidra. O paprasius
turi boti galima gauti informacinius dokumentus ir chirurgines vaizdo juostas.

1. Pries implantuojant implantas turi bGti patikrintas ir uZtaisytas. Uztaisoma
ipurskiant 1 kub. cm subalansuoto druskos tirpalo arba sterilaus vandens per
drenazo vamzdelj ir voZtuva, naudojant buka 26 dydzio kaniule.

2. Skliautinis pjovis atliekamas per jungine ir Tenono kapsule. KiSené suformuojama
virSutiniame kvadrante tarp vidinio arba iSorinio tiesiojo raumens bukai atskiriant
Tenono kapsule nuo episkleros.

3. VoZtuvo korpusas jvedamas j kiSene tarp tiesiyjy raumeny ir prisiuvamas prie
episkleros. Priekinis plokstelés krastas turi boti maziausiai 8-10 mm nuo limbo.

4. Drenazo vamzdis apipjaustomas, kad boty galima vamzdj 2-3 mm jvestij priekine
kamerg (PK). Vamzdelis turi bdti nupjautas 30° priekiniu kampu, kad jvedimas
bty lengvesnis.

5. Atliekama paracentezé, ir j PK 1-2 mm nuo limbo jvedama astri 23 dydzio
adata, kad susidaryty adatos siolé, lygiagreti rainelei. Démesio: pasirdpinkite,
kad boty uztikrinta, jog po jvedimo drenazo vamzdelis neliecia rainelés ir
ragenos endotelio.

Pastaba: kai kurie chirurgai j PK jveda maziausiai 3 mm nuo limbo.

6. Drenazo vamzdelis jvedamas mazdaug 2-3 mm j PK per adatos sidle,
suformuotg 5 Zingsnyje. Priekinis plokstelés krastas turi boti 8-10 mm nuo
limbo.

7. Eksponuojamas drenazo vamzdelis uzdengiamas apsaugomuoju lapeliu,
donoro sklera, perikardu, ragena, arba kitomis tinkamomis transplantacijai
medziagomis, kurios yra prisiuvamos toje vietoje, ir uzdengiama jungine.

Pastaba: kaip alternatyva 7 Zingsniui, suformuojamas 2/3 storio limbos skleros

lapelis. Vamzdelis jvedamas j PK 23 dydzio adata, duriant per lapa. Lapelis

prisiuvamas.

KLINIKINIY TYRIMY REZULTATAI
AGV-FP7 klinikiniy tyrimy rezultatai pateikiami Siose nuorodose. Tai apima saugumo ir efektyvumo duomenis bei informacijg apie nepageidaujama AGV-FP7 poveikj ir

komplikacijas.

1. The Ahmed Baerveldt Comparison Study. Siame tyrime palyginti Ahmed glaukomos voZtuvo FP7 modelio (AGV-FPy) ir Baerveldt glaukomos implanto ilgalaikiai
rezultatai ir komplikacijos. Tai daugiacentris, perspektyvinis, atsitiktiniy imciy, kontroliuojamas klinikinis tyrimas su keliomis susijusiomis ir ¢ia pateiktomis

publikacijomis.

Barton K, Gedde SJ, Budenz DL, Feuer WJ, Schiffman J. The Ahmed Baerveldt Comparison Study methodology, baseline patient characteristics, and
intraoperative complications. Ophthalmology. 2011 Mar;118(3):435-42. PubMed PMID: 20932581; NIHMSID: NIHMS233027; PubMed Central PMCID:

PMC3020244.

Budenz DL, Barton K, Feuer WJ, Schiffman J, Costa VP, et al. Treatment outcomes in the Ahmed Baerveldt Comparison Study after 1 year of follow-up.
Ophthalmology.2011 Mar;118(3):443-52. PubMed PMID: 20932583; NIHMSID: NIHMS233028; PubMed Central PMCID: PMC3020266.

Budenz DL, Barton K, Gedde SJ, Feuer WJ, Schiffman J, et al. Five-year treat

ment outcomes in the Ahmed Baerveldt comparison study. Ophthalmology. 2015

Feb;122(2):308-16. PubMed PMID: 25439606; NIHMSID: NIHMS625185; PubMed Central PMCID: PMC4306613.

Budenz DL, Feuer WJ, Barton K, Schiffman J, Costa VP, et al. Postoperative Complications in the Ahmed Baerveldt Comparison Study During Five Years of
Follow-up. Am J Ophthalmol. 2016 Mar;163:75-82.e3. PubMed PMID: 26596400; NIHMSID: NIHMS746915; PubMed Central PMCID: PMC4901387.

2. Comparison of Polypropylene and Silicone Ahmed Glaucoma Valves. Sis tyrimas atliktas, siekiant jvertinti ir palyginti klinikinius rezultatus, implantavus silikonine
Ahmed glaukomos voztuvo FP7 modelio (AGV-FP7) plokstele ir polipropilening Ahmed glaukomos voztuvo S2 modelio (AGV-S2) plokstele. Tai perspektyvinis,

daugiacentris, palyginamasis tyrimas.
Ishida K, Netland PA, Costa VP, Shiroma L, Khan B, et al. Comparison
Aug;113(8):1320-6. PubMed PMID: 16877071.
3. Comparison of silicone and polypropylene Ahmed glaucoma valves: two-year foll

of polypropylene and silicone Ahmed Glaucoma Valves. Ophthalmology. 2006

ow-up. Sio tyrimo tikslas — palyginti silikoninio Ahmed glaukomos drenaZo prietaiso

(AGV-FPy) ir polipropileninio Ahmed glaukomos drenazo prietaiso (AGV-52) sa
serija.

uguma ir efektyvuma. Sis tyrimas — vieno chirurgo retrospektyvi, nuosekliy atvejy

Mackenzie PJ, Schertzer RM, Isbister CM. Comparison of silicone and polypropylene Ahmed glaucoma valves: two-year follow-up. Can J Ophthalmol. 2007

Apr;42(2):227-32. PubMed PMID: 17392844.
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