ISPAN™

Pertinoropropane {CaFg)

LIQUIFIED GAS UNDER PRESSURE
CAUTION: Federal (U.5.A.) taw restricts this device to sale by
or on the order of 2 phiysician.
NOTE: Do not use the contenis after the expiration date
printed on the cylinder fabel.

DESGRIPTION
ISPAN™ Perfluarepropane {CsF3) is a liguified gas under pressure and is
administered by infection into the vitreous cavity. it is Octafluorapropane [CaFy)
trom the Haloalkanes chemical family. The bolling point is -36.7°C (-34.1°F) and
the vapor pressure at 20°C is 100 psig (pounds per square inch gaugs).
Parfluoropropane is clear and coloriess with a faintly swest odor. |SPAN* C4F;
purity: perflueropropane (Octafluoroprapane) 99.8% (minimum}, air 1000 ppm
{maximum), and perfluoropropene 10 ppm (maximum).

INDHCATIONS
ISPAN* Perfluoropropane (CsFs) is a surgical ald for use in the treatment of
uncomplicated refinal detachment by pneumatic retfnopexy. H is osed in the jorm
of an intraviireal injection for selected retinal breaks and te aid in resarpiion of
subretinal Huid. Assoctated measures used include transconjurctival and
transcleral cryotherapy and laser photocoagulation.

CONTRAIMDICATIONS
Proliferative vitreoretinopathy {PYR) greater than Stage G, the mental ar physical
inability to maintain the therapeutic position for 5 postoperative days, severs
glaucama with more than a minimum of field logs and a cup io disc ratio sgual to
or greater than 0.6; uveilis; severe peripheral retinat degeneration; aad high
altitude travel, included but not limiled to aidine travel.

MQODE OF ACTION
During the healing phase, the suriace tension of the gas can prevent furiher
progression of the retinal detachment by holding the retina against the choroid
and permitting the retinal pigment epithelial pump to remove the subretinal fluid.
The pertivoropropane diffuses from the eye in approximaiely 6 to 8 weeks.

WARNINGS
Use of Mitrous Oxide (My0} must be stopped at lgast 10 minufas before gas
injection to ensure an adequate posieperative bubble is achieved, Do not
administer Nitrous Gxide (N0) if a gas bubble is present. Nitrous Oxide (N,0)
rapidly partitions into the gas bubie causing expansion and a pressure Ingroase
in the eye that has been known o result in vision decreasa and blindness.
There is a risk of cataract formation if the lens is inadveriently damaged by the
needie during gas injeciion during paeumaiic retinopexy.

Acute rises in intraocular prassure (108) which threaten ncular blood flow for
greater than 10 minutes should be conirolled with paracentesis of aqueous fluid or
remouat of part of the gas bubdle. Patiants with compromised acular dlood flow
such as those with severe diabetic retinopathy or ecular ischemia are at greater
risk of vascular ocelusion following the use of an expansile gas bubhls. The
intraocular pressure (JOP) should be checked by an experienced surgeon with
either tactile touch or applanafion tonomsatry when ISPAN* GgFg is in place.
Sciiotz tonometry will give faise low values compared 1o the frue 0P,

Patient positioning following intravitreal gas Injection Is of groat impartance. The
hubble must be properly situated with the proper positiening te allew contaci of
the gas bubble against the refinal hole or holes internally. Prone or seaied face
down positioning can prevent protracted contact between the gas bubble and the
1ens to averl a posterior subcapsular cataract, as well as to preveat gressuse on
the ciliary body and iris, and fo prevent pupitlary block in aphakic patients, which
might increase intraocutar pressure, The central relinal artery shauld be monitored
during and after gas injeclion. Adminisiration of systemic carbenic anhydrase

inhibitors or topicat glaucoma medications may be given for lags-gevere alel;atioas,

of intrascular pressure.
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» Air fravel is contraindicated until the gas bubble has camp.ieteiy dissipated.
feormal cabin pressure changes will cause 2 severe enjargement of the gas
bubhie with 4 resultant increase in 1OP. ™2 R

» Patients should not travel through high elevations ard over mountain ranges
untit the gas Hubble has dissipated.?

+ Patignts shouid not raceive hyperharic oxygen therapy uatii the gas bubbie
has dissipated.?

» Patients should not receive Nitrous Oxide (¥,0) uniil the gas bubble has
dissipated, as it will partition into the bubble and severely raise the 10P,

* Patients should not inhale 1SPAN* C;Fy Gas in high conceniration as
suffocation may aceur.

Int order to assist with communication, a patient information card and bracels
are provided with this preduct and shouoid be given to the patient prior o
discharge fram their eya surgery, The patient card is a convenient way te remingd
the pafieat about the impartant restrictions nated above, including limitations en
the use of Nitrous Oxide (N»0) in subsequent surgieal or dental procedures; irave!
im ar airplane or through high eievations; and when to remove the bracelet. The
bracelet is to be worn by the patient to alert subsequent haalth professionals that
the patient may have a gas hubble in their eye and to confer with ike
gphthabmotagist grior to treating the patient. Ensura both sides of the bracelet
and card are eompleted and reviswed with the patient. Additional eards and
Bracalets may he ohiained from Escalon Customer Servies at

1-800-433-8197, ar your local Esgalon rapreseniative.

Rearder: Hospital bracelets - TR9137; Patient Cards - TRO138
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PRECAUTIONS
Cautioa should be used in eyes with angle recessien, pigment dispersian
syndrome, significant anterior synechiae, traumatized eyes and ayes with
significant vitreous hemorrhage obscuring ar adequaie view of the perigheral
ratina, '

Sterile surgical techniques should be used for injection of ISPAN* CsFs. Blepharitis
or ather lid infections should be treated as if for Intraccular surgsry prier to using
1SPAN™ C4F5 for pneumaiic retinopexy. Endophthalmitis has been reported rarely
foliowing gneumatic relinopaxy.

There are ao known teratagenic affects of 1SPAN® 04Fg when injected inia the
eye. Until such information is available, it should ke esed with caution in
pregnaat women.

Sterilily cannct be assured when the gas is transferred from the tank to 2 sterile
syringe. The gas must be filtered through a sterile 0.22 pm filter prios Lo injection
into the eye and used immediately. A pressure reducing gas regulator should be
used ta remave ISPAN® GgFg frem the cylindes. The delivery presqure of the gas
shouid not axceed 10 psig. The fecture bottle stand is recammended for
maintaining the ngcessary upright position of the gas eylinder during use. Close
cylindger valve when aof in use.
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ADVERSE REACTIONS
Opsrative camplications associated with pneumatic retinopexy using ISPAN* CgFs
may inciuds: '
*+ cenlral retinal artery occlusion,
» " anterior hyatoid gas injection,
+ detachment of the pars plana epithelium,
» anterier lens iouch,
+ charoldal detachment,
» subconjunctival gas,
* vitreous hemorrhage,
» small subretinal gas bubble,
* gubretinal hemorrhage,
*  hyphama,
+ escape of gas through the injection site, and
v elevated I0P which may require anterior chamber paracentesis or vilrsous tap
1o raduce pressure

Pasioperative compiications associated with pneumatic retinapexy using

ISPAN* GaFg may include:

+ gevere elevaied |OP that has been known to resuit in vision decrease and
blindness if Nitrous Oxide (M0} is adminfstered during a subsequant surgicat
or dental procedure with a gas bubhle present in the eve,

+ endophthalmitis,

* choroidal detachment,

* malignant glaucoma,

¢ cataract,

* mild premacuisr membrane,

« modsarate macular pucker,

» prolitgrative vitreoretinopathy (PYR),

+ retinai break reopened,

+ new retinal detachment,

« new or missed retinal breaks,

» subconjunctival gas,

« subconjunctival hemorrhage,

+ subretinat hemotrhags,

s vitreal pigmentation (known as “fobacce dust”, frequentty occurs due o
crygsurgery and not because of gas injection),

»  vitreous floaters,

« gubretinat gas,

*  yveitis,

+ oxirafoveal subretinal pigment migration,

+ pigment in the macula, macutar hole and

« fincreasad anierior chamber cellsfflare.

DIRECTIONS FOR USE
ISPAN* CaF; is injected transconjunctivally and fransclerally into the
vilreous liguid.

Prior to przumatic retinopoxy with ISPAN® C3Fy, it is commen practics to decrease
infraocuiar pressure to about 4 mmig or less, Disinfect the injection sits with
saveral drops of sterile 5% Povidone-lodine solution.

Place the ISPAN™ CsFg cylinder in a lecture boltle stand and attach the pressure
reducing regulator. The delivery pressure of the gas shoufd nat exceed 10 psig.
The I1SPAN® C3F5 must be fiitered through a sterile 0.22 pm fifter into a sisrile
syringe that is to be used immediately. The globe is positionad so the injection
site is uppermast and distant from the retinal tear. Inject the gas briskly
transconjunctivally and transclerally about 4 mm posterior to the limbus inte the
vitreous liquid. The position of the needls tip is usually monitored by an assistant
during this progess. An average of 0.3 mL of 100% gas is injecied. When the
needle is withdrawn, the needie track is immediately blocked with a starila
cotton tipped applicator and the head rotated to position the bubble away from the
injection sile.

A bubble ot ISPAN* C3F; increases in velume by 4x in 72 hours. 1t {s usaally nat
necassary to reinject additional gas becauss the duration of perilu‘nrnpmpane is
appraximately six fo eight weeks. i the gas tamponade {5 not effective, il may be
necessary to vtilize aliernative procedures, e.g. scleral buckling, laser
photecoagulation, ete, ;«,’:’m’* . o g 1

Following use of this product and prior 1o discharge, warn the patient of the
fallawing irfermation prasent on the Patiant Warning Card and Bracelet:

+ Advise any health care provider about poessible Joss of vision or blindness if
Nitrous Oxide (N,0) anesthesia is administered with a gas bubble present
in the eys.

s Not te travel by plang, firough high elevations or over mountain ranges uniil
the gas bubble has dissipated, Changes in efevation may cause the 0P to
increase, which may cause loss of vision or biindness.

+ Maintain preper head positioning fellowing aye surgery. Incarrect head
pesitioaing may cause the suzgery to be unsuccessful, glaucoma and cataracts.

HOW SUPPLIED

BT UNIT VOLUME REF:
WEIGHT {at aormal atmospheric
prassurg & temperaturs)
20 grams 2.5 liters TRA029

Cylinder pressure at time of purchase: 100 psig {pounds per square inch gauge) al
20°C {88°F).

PURITY: 99.8% Perfluoroprapans

STOBAGE: Store at room tamperature 15°-30°C (59°-86°F). I1SPAN* GsFs contains no
additives. Do aot use beyond the sxpiration dats. Close cylinder valve when nat
in use.

ISPAN™ CqFg gas is  fluorinated greenhouse gas covered by the Kyoto Protocol
and has a Giobal Warming Potential (GWP) of 8,600. Residual ISPAN™ CsFy gas
shauld be recavered by appropriately qualified personne) and recycled, reclaimed
or destrayed in accardance with locaf ardinaaces.

CAUTION: CONTENTS UNDER PHESSURE
Can cawse rapid suffocation. Do not puncture, Da not atore or usa near heat or
apen {lame. Use only with a pressure reducing gas requiator in an upright posttion.
Close valve when not in use.
D0 MOT INCINERATE.

Manufactured for:

_ESCALON®

244D South 175th Street
New Berlin, Wl 53146
1-809-433-8197

frinted in U.5.4. 03058 953E5LD1 94174-4C

*% 15PAN™ is a ragistared tradsmark of Al Liquide Healthcars Amarica Corposalion



