
THE FRED HOI.I-OWS

INTRAOCUTAR I-ENS TABORATORY

CCSOft
ASPHERIC FOLOABLE ACRYLIC INTRAOCULAR LENS

INSTRUCTION FOR USE

l.Pr.Grl.dnt condlion.:
. Progressive dlsearer of the anterlor s€8m€nt of the eye (e.S rubeosislrldit,

€ssennali s atrophy)

' Choroldal hemoiiha8e
. Prol&ranve diab€nc rednopalhy
. sewre optc nerve atrophY
. sev€re corn.al dynrophv
. cat lact astociatcd with congenital rubella ryndrcm€
. Chrcnic inflammation tuch ,3 idtit or uveltt
. Uncontrolled slau€oma
. Macular deSeneration
. lrrcsul.r cohe.l .tti8mantm with unnabl€ reha.tion
. Prevlous corn.al trantpl.nt

. Mi.rophthalmor or macrdphthalmos

. Patientr in whom the inlrdocular lens may.tf€cl the abilily to obr€rye,
diagno5e, or lrc.r postenor setment dis€aies.

. Adistorted evedueto previoustrauma or developmental defect in whkh
appropriate rupport ofthe loL ir not Potrible.

. circumslances that would result in damate lo th. endo$Elium duinS implanianon

. Suspected ml(rcbial infoction

. Active o.ula. dlseas€ (e.t. chronicsevere uveitis, prolif€rdtiv€ diabetic
re$nopathy, chronlc Slaucoma not resPontive to medication)

. comeal decompenr.tion or corneal endothelial cell insufficiency

. Pertonrwhoare pregnant or nurrlng

w Rt{[{Gs
The raf€ty ol aphedc Foldabl€ Acrylic lntraocular lens imPlant has not been

subltanfated in patienB with pre-existnt o(ular condltions tuch as:

' oi.betic retinopathy
. Prevlour corneal nansplant
. Previous rctinal detachment
. litis
Suneons condde nt lenc implants in such patients should explor€ the usp of
altern:tive methods o, ephikia corr€ttio. and should consider lens imPlants

only ifahernatves are de€med unsaislactory Su8eons contaderant a !€condary

interuention ,fter an intaocular lenr implantation with YAG later, for posterior

cap3ular cataEct, must check the Y G las.r focuslng and ths l.ser callbntlon.

,,$w

DE5CnmOX:
The Aspherk Foldabl€ Acrylk htraocular lens it an implantable opticaldevic€ for
the repl.cement of huha. crynallin€ leni lo achieve th€ visual correc$on of
aphakia in patienr lollowint a cat.6ct sur8.ry The AsPhe.ic Fold.ble Acrylic

htraocular lens i5 made up ofbio.omPatible hvdrophilk .crylic PolYmer Polv (2_

Hydrcxyethyl meth.crylate) with uhraviolet blocker and it caPable of .dequate
foldint during implantation and unfoldiru to. full tize bodY followint implanta_

tion. Th€re arc two diff€rent models available, FLEX Q and FLEX QY Thes€ all

models ar€ mohofocal biconvex l€ntet. The physical prop€rties ollhe lens€s are

lfthere is any adveBe.wnt haPpened during or post{uErry lntraoper.tve or

secondary ruryical interventiont lnclude, but not limited tor Lens reporitionlnS,

tens repla.€ment, vitr.ous atpilation, or iidectomy lor pupillary block, wound

leak rcpat ind r€tinal detachmenl repair.

ln case of endophthalmins, intravaveal a ntibiotlct willbe dven.

PRECAUTIONS:

1. fLlX Q is Cl€.r Aspheric roldable Acrylic lntraocular lent€s with 360' Squ.q
edge have one bico,ly€x optic N/ith A5ph€ cal surfac€t in anteraor part and two
rupponint C loop hapticr capabl€ of prcvidlng the centt?tion i. the posterior

chamber afrer implantanon.

2. FIEX QY ir Y€llow Aspheri. Fold.bl€ Acrylic lntrdo.uhr lene€s with 360' Square

edge have one blconvex optc wilh Aspherical surtucet in anterior Patt and two
ruoportlna C loop h.ptic! capable of Plovidil\g the centrntion in the potterior

chamber after impl.nt.tlon. rLEx QY has yellow chrcmophore lhal blocks blue

lithttransmitsion,

co unotrrlc:
The Aipherk rold.ble Acryli. lnll.ocular lenses arc supplied in hvdrated

conditon in holsterwith blhter packwhich irterminallynerilized with moitt heat.

The blirrel ir packed in the sinlle unit canon The expirY date ol the product it
indicaled on the blister labeland single unit canon. store th€ intraocular lens at

temperature between 5oc to 45'c.Ihe rterlle TECJETlnjection tvstem is packed in

rhe seDirdte blirter for rOLs delivery purpose.

ll. lntr. op.r.dv! condltlon:
suryeonspe oming dtfljcult cat.r.ct sur8eryand obseruingany ofthe followinS

contraandicatront should weiSh the potential ritl / benefit ratio before
implanting the lot:
tn the conditon mentioncd belowlt is advirable no to us€ the device eitherdoe
to the rtructural dlfficu lnes ofthe€ye in whl.h the imPlantanon ofthe devjce wlll
lead to the perm.nenldamaSe to tne visualrccovery
. Flat anterior chamberfollowinr ertlaction of cmtalllne leor

. vlreour lors {cont6indlcation for poste.ior chamber l€nt

. Tr.umatic cat.racl (potehtially resultint in an unstable capsulrr bag due to
iresularshrinkas€l

. Pr$€nce olor predirposinon to .etn.l detachment

. t\,lechanicalo. surglc.l manipulaton requted to enlarSethe pupil

. Sianificant anterior chamber bleedlns

. Uncontrcllable positrv€ int6o.ular presturc

& Pr...udon. lor handllq.nd dor.g.:
. The Aspheic Foldable Acrylic lntlaocular lens mun not be reused and or

rest€rilized by any method, which could causeserious harm to the Pan€ntt'

.st€ility isgu.ranteed unlessthe ne lity blirter is damaged or opened

. OpeninB the sterile blister requlr€s an lmmediate use ofthe lntl,ocular lens.

. cherk the thelf'pacl i.tegrity prior lo use.

. Oo not us€the p.odlct il the packaS€ ir wet.

. The blirter should b€ opened ln th€ stedle aleas only.

. Do not ule the intrJocular lens if the holster, which maintelnt sterility has b€en

d.mated or opened.
. Do not'torethe intraocular lenrerin dhectsun li8ht, keePawayfrom freezin8.
. Do noGoakth€ intBocular lenset in oth€r solutions.
. Do not uses lhe intaocular leffi il it is a.cidently dropped.
. Do notuseth€ noraSe liquidfrom the blist€r pack for inlr.ocular irriSanon

COMPLICA]IO ST

Ihe complicatons that may ads€ tollowing inttaocula, lens imPlantadon are

essennalry the same as for po5!-ope6tive complications aft€r catahct sirryery
Ihe lollowlhg complications may be obrerued followlng implantato. of any
intlaocular lenres- Some ofthem may require r€condary su4i.al intervention.
.Inflammatory reacdon Guch.s vltritis, aidoq.lisfu, etc)

. cystoid macula. edema

. Vitrcous prolapse in to the anteriorsegment

. Surpecied mlcrobial infecnon

. Precipitation of the lens

. oecentration of the lenr

' tuxation or subluxation of the i€ns
. oevi.$on iiom th€ taqet refraction
. corneal decomp€nsatton or corneal endothelial cell intuff.iency
. Chronic inllammation such as kltlr or uveltis
. Secondary Slau.oma

8. Pr...utlon for rrt r..t t!.t ry:
Thele are th€ orecautonrto be tak€n in sen€Elfor the catar.ct surgery not

dkectly related to the ure ofthe devke in the eye.
.lt h.ecommended to ure iniector and cartridge tupplied bY Ihe tred Hollows

lnlraocular Lens Laboratory onlY.

' Do not implant loLrwhich arc not complaint wlth patienfssp€cific biometrlc

. Onlyexpeienced turyeons should implanl an inll.ocularlent-

.ln cares ofpanentswith co-morbidities orchronic lllnessessuch as Diabetes

Mellitus, Chrcnic renal fail!r€, Heart dileases, Chronic retPilatory lunS diseatet

and anyotherchronk condition, refer to Phytician and perfom euBeryafter

. Paie.ts ar€ routin€ly *r€enedfor Hlv l and ll, H8sA8, HC! (Catetoircd as Hith
Sisk)and in poritive cates, the salety prcraution it ptacticed duri.tthesuGery

. Suraery is deferr€d ifthere is ocular intudion.nd rcsch€duled once it it under

. Pedaatric calahct su4ery ir pedormed under 8en€ral anaesthesia, lherefore the
patlentwill haveprcanenh€ticcheckupby.naertheticream.

. WHO SUldeline ofsurslcalrafety checks it imPl€mented du ntsu4ery

CHANACIERISIIC':
Pleate refer to lhe Tabl€ No 1 of rhit leaflel named Specificanons of I€CSOFT

Asrheric Foldabl€ Acrylic htlaocular lens."

[{Dtcftoi6/t TE DtDusE:
The Asphenc Foldable A€rylic hvaocular l€nses lor ponerior chamber are

indicat€d forthe rEpl.cem€nt ofcloudy human cryn.lllne lent to achieve vhual

cor€cdon of aphntia in .duh .nd p€diatric panents lollowint clta6ct rur8ery.

This lenr ir intended fot placement in the .aPtula. ba&

COUTTAI DICATION:
Paient with any of the followlry.onditrons m.y noi be tuit.ble candidalet for an

antrao.ular len3 becrus€ the lent may intensifY an existinS condiion or m.v
interf.re with dla8nons ortreatment ola condition or mav pose an unreasonable

sk to ihe pati€nfs ey€ti8hl.

A.R.l.tlv! Contnlndl.:tlon:
Contraindiotionr mentloned below is not direcllY for the use of the device

however, in ruchsituanon lhedevice.an h.ve detrimental €ffect, either it willbe
diffi.ult to ihplant due to preexkin8 conditont or it will cause more harm

followint impl.htation:



CALCULATION OF I,TNs POWER:
The ruGeons should detemine rhe pow€r ol the tent to be imptanr€d.
Calcul.tions rhould enimate from th€ refractve eror 6r cakulations b.ied on
lhe cornealradius, depth ofthe anterior chaBber and th€ paExialtengh ofthe
eye accordinB to publkhed formulfi:

promptly reported to The Fred Hollows lnt.aocul.r lens L.boratory. This
infom.tion is beiry rcquested f.om alltur8eons in ord€r to document potennat
lont-term €ffe€ts of TECSOFT Aspheric Foldable Arryllc lntlaocular len!

suB€ons .re encourated to report these evEnts in order to aid ln identilylhg
emerting or potental problems with Poly-HEMA material with UV absorblng
posl€riorchrmber int6eular lens- surgeons are alro enco!.a6ed to infomthen
pafienrs implanred with a Poly-HtMA intraocular lens of po$ible ch.racteriltic
modlfication ofthe intGocuiar lenr when absotulnS drugs p.erribed by them or

Ih€se prcblemr may be related toa specific lotof l€nses or may be indicarive of
a long'term problem associared with lens€tor intraocular le.ses int€neral.
Pahenrt are lo be advised that thet sur8eons or medkal centre rhould be
inlormed of anV side effectsthat they miBht expe.ience that were.ot refured to
in th€ inform.tion tiven toth€ patients priorto surgery.

i)Extracl th€ inkao.ular lens lrcm the lens holder and llace it on a sterile tOL

ca^ridte hydBted with virco-€lastc aubnance.
ii)Make surethatthe i.traocular lens ircente.ed and hapticsand opticdo not

t€t cautht in b€tween th€ c.rtridge nap! while foldintth.llaps.
ilil Ensure that the haptic ta.int the c!.t dge barcl ir polntiry lelr (in opposite

"S" poiition).
lv)Nowth€ lOLca(idte load€dwlth thefolded rOL ir rcadyto be ptaced intoa

neile injector lor smooth d€livery of the intlaocular lens into the patienf5

Reln.nt procedu.er f.om the manufacturer ot the IOL ihie.tor and tOL ca ridge
beinB uled should be checled. Since th€ lens .nd pa€kating materi.ts .re an

plarnc, the lens may pick up .n electrostatic chaBe when the p.ckar is op€ned.
Ihe lens rhould b€ @rclully examined to ensu.e that parti.les hav€ not bee.

AL< 22.0mm HiiSir (a0,.1,a2 optimlr€d I 
l'?l

Holl.d.y I aCO Ootimiledl I rl. HofiGr Ql':l

22 0mm < Al<25.0lVlV sR(/r l'll, Hattis I?1, Holtadaylzl,

ttolfer Ol?l

Haitis (aO,a1,a2 optimized ) 'il
Holladay(StOptmiledl rr,

SETUll{ LEt{S P,OUCY:

Pl€ase cootact th. manufa.ture. or your local dindburor ot TECSOFI Aspheric
fohble A.rylic lntrdocul.r lenr to do so.

AOVERsE iEACIIO iEPOiTII{G:
Adv€6e reaction! {hypopyon, intrdo.ular ihf€ction, acut€ corneal decompensa-
tioh, ahdlors€condary sursical inleruention ) a ndlor potentially nght-thrc.tening
complicatons that may rearonably be .etarded as len, rclared and rhatwere not
previoudy expected in nature, severity or det.ee of incidence should be

T. TOR IMPLATANO WTH IIIS€RTIOI{ FOECEPS-
i)Gently rab the lenr with.on loothed polished lorceps ar the center of rhe

ii)The lenr mun not be allow€dto dehydlate.lt is r€comm€nded th.rrh€ l€ns be
insened intothe eye immediately after loadinS it into canridge wirh iniector.

iii)Xydrate ih€ lens usinBtterile intraocular nrig.ton solution beforc implantaton
into rhe patient s eye.

l1l HlLt, w.E. Choosing tne risht formuta .http://ww.doctor hitt.com/iot,main

12lSHAMMA5, H.1. htraocul.r Lens Power Calculationr. SLAC(, t...

PANENT INTORMATIOIT:
The panent id€ntification card included in the p.ckate is to be compl€ted and
Eiwn to th€ patient, togetherwirh inltruction to keep rhis card as a permanent
record of the impiant and to showthe card to any eye care professional seen in

CO TAI SOF PACXAGING:
. One A5pheric FoldableAcrylic rntlaocularlens

. Patient ldentfication Card

. Patent ldentificaton kbel

.lnnruction for Use (lFU)

DrRrcnons For usE:
Iher€ are va.ious surgicalprocedures that can be us€d for the TECSOfTtuph€ric
Foldable Ac.yli( Inrrrocula. l.ns implantaton. Th€ suneon should rele.t a
proredure thal is appropriate to the patient, foltowinS inrpection, the lens witl
be rcady lo. insedoi. Thir may include the use ol a vi3coelastic or other
transitional m€di!m for implantation.
1. Eefore op€nin8 the shefi-prck, ple.re ched the requesred model, dioptri.
power and expiry d.te.lnspect lh€ damate to the packaSinS.

2. Open the blirter in a rt€rile area and exkact the hokle. ve fy infomation
su.h as model, powe., rerial number and expiry date lor consistency with the
outer packa8lns labellna.
3. Pe€l the lid of the holster .nd extract the lens holdel lnsped rhe len!
placement i. ihe holder

Symbols u3.d o. packatint
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5, FON IMPLANTATION WITH IN'TCIION SYSTtM.

Table No.: I (Speclficatons ot TECSOaT Aspheric Foldablr A.ryllc tntr.ocular l€ns)

FLEX Q

60

13.0

+11.00t0 +32.00

Available Dioptdc Poeer {D} .1100 to +30.00(Power rndemenB bv0 5 0)

|31.00t0 +32,0D(Power lncrenrents by 1.0 D)

118 6

Fit: Iecsoft " FLIX Q" Clear Aph€i! Foldabl€ Acrylic

ftEX QY

60

130

+11.001o +32 00

+U.00 io +30.001Po{er incr.nentr by 0.5 D)

+31.00to +32 oo{Power indements by 1.0 0)

ti8: Iec'oft " Fl€x 0I" Yellow Asphedc toldable Arrylic

118 6

Lr04l00
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