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BOTOX COSMIT I'lCG). DYSPORT@. XEOMIN@ INJECTION

PATiENT NAM tr

(PLL,.,\SE REVIE\\r AND BRTNC WtrH yOU ON THE DAy OF YOUR PROCEDURE)



Beforc considering trc:rtnrent tith Botulinunr Toxin A (BTA), I state that to the best of my
knou'lcdgc, I dc NOT hatc trnt of these corrditions:

' Diseases dT at affect muscles and nerves (such as aml ouophic lateral sclerosis [AlS or I.ou Gehrig's
disease], ml:astheni? graris or Lambert-Eaton syndrome)

. .{liergies to ani'bonrlinum tosin product

. Allergies to cot's milk prodr.rcts (D1'sport only)

. Ailergies to human serum alburrrin products (Xeomin on\)

. Ant past side effects from BTA (3otox, Dysport, Xeomin, It{yoBlock)

. Serious breatlung probleln, sr,rch as asthma or cmph)'sema

. Srvallostrg problems or irrhahng food or fluid inro 1.our luogs (aspirarion)

. Pregnanc]'ot active breast feeding

INSTRLTCTIONS
Beurg hilh- intolnled ai:out tour corrdition and [eannent rldl help You rnake the decision whether or not to
under?o ti-.er.tmerlt tith lronrlu:um toxir: npe A (BTA). This disclosure is not meant to alarm vou; it is
sirr-rpli- an effort ro bener infor m ]'ou so thar ]'ou may girve or rvidrhold your consent for this ueatment lt is
ulportarrt drat lou read this informadon care ftllly and completely Please iniual each page, rndicating that
t'ou hrl'e read the pege end sigrr the conse,rt lor this proceclure as proposed bv y'on healthcare prolider.

INTRODUCTION
Closurdia boruirna bacteria produce a class o[ chemical compounds knox,n as "toxins". The B-fA is

processed and purifred to produce a steriie product suirable for specific ther:apeutic uses. Once dre diluted
to:m is inlected, it produces n ternporarv paralr'sis (chcmodenervnuon) of muscle bv preventing
uaosrrussion of nerr-e irnpulses to muscle. The druation o[ muscle parall'sis generallr'las* for
approsimateh'rirree morrdrs. BTi has bcen used ro treat certain conditions invoivmg crossed e1'es

(strabisn'rus). erelid spasrn $lepharospasm), and moror disorders of the thcial nen'e $nI cranial oen'e). It
has been used in other "off-label" uses for tire ueaunent of facial rvrinkjes and neck bands caused by
speciFrc rruscle groups. Certairr spastic muscle disorders rvith the neck and colorechl area have also been
reared u:dr -rlus agent. BTA iniecuons ale customized for everl'patient, depending on his or her particular
needs. These can be perfonned in areas invoh,ing dre evelid region, forehead, and neck. BTA cannot stop
the process of agi-ng. It can hos'ever, temporarily diminish the look of rvrinkles caused by nrusde groups.

ALTERNATNTE T REATMENT S

-\lternauve forms of managemcnt include not ueatirrg dre skrn rvrinkles b1' an1' means. Improvement of
skin t'rinkles mal be accorrplished bi' other tre^tments or altcrnadre npes of sruger)'such as a

blepharoplasn; face or brorv li.ft s'hen indicated. Othcr lblns of etelid srugen'mav be oeeded should von
har.e intrinsic disorders affecting the ftincrior.r of the evclrd strch as clroopmg etelidi from muscle probiems
(ci'elid ptosis) or looseness benveen the evelid arrd et'cball (ectropion). Ir.linor skin rvrinklir:g may be
unproved rluor,rgh chernical skin-peels, lasers, iniecrion of filiing tr-rnterial, or od,er skin uentmeots. Risks
and potential cornplications are associared ririth alterrradr.e ibnns of nredical or srugrcal ueatmenr.

RISKS of BTA (Borulirrum'foxin A) Iniections
Evert procedure rntoh'es a cerrdn amount of risk, and it is inlportanr thar vou understand the risks
urvoh'ed. Ar-r iridiriduali choice ro nndcrgo this procecltrre is basecl on the compiirison o[ rhe risk to
potenual bencfir, Airhough rhe rnaiorin'o[ pnuents do not espcrience dre follou'ing complications, you
should discuss each of rhem rvith vour prcx'icler to rnake sure \:ol.! unclerstand dre risks, potential
complicadons, ancl consequences oi B'fA injccnons.

Bleeding- lt rs possibie, though unusual to have a bleedmg episocle from a BTA iniection. Brr'using rr
soft ussues rlal' occul'. Serious bleedi-r'rg arouncl the eyeball during deeper BTA rriections for crossed eres

(suabismus) has occurred. Should 1'ou develop post-iniection bleedrng, it may reqrure emergenc)' Ee,rtrnert
orsu[ge[''DonottalieanyaspkinoranEi'-il:flarunator]:medicarionsfortwodaysbeforeBTA
iniections, as rhis rrrav contribute ro a greater risk of a bleeding problem.
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Damage rq-tdeeper suucfirres- Deepcr srrlrrrres such rs oerr'cs, blood vcsscls, aod thc eFbell may b
ddffi*r*g ih. .o*r" of uryecuoa. Inlun' ro deeper srucnrrd rrull'be tcrnporarv or Ptfmeoclll

Corneal err?ssure problgms- Sorne paricnrs experencr difficulties closrng their qelids t*cr !l{ ioicctioos

-d p""bl.*. r"ry ** * rhe cornea due ro dn'ncss" Should this rare complicerion occuq addiriond

tr'CABrrenrE prorectlvc o-e drops, coatact teases, or surgct-l' marv be n€ccssar,'.

Drt* e].e probkms- Indirrduals rvho normallt have dr1'e.ves m.y be adriscd to use special caution

rn consrdcnng BT'{ rnlecuons around the e1'ei-rd region.

Migrarion of ETA- BT.{ ntat mrgrate froc: its onginal iaiecrion site to other areas a*d produce temPoraq'
prrrlr'rr. of odrer muscle groups or otlter unintended effecrc

nrooping Eyelid {Ptosis)- trfuscles thrt rarse the erelid mey be effected by BTA, should this matxi'l
mrgra(e do*nx-ard from odrer niecuon areas.

Double-Yision-Double-rision ma)'be produced if thc BTA materiai migrates into the cgioo of muscles
that conuol rno\-etnents of rhe et'eball.

El,elid Ectropion- .\bnormal looseness of the lou'er eyelid cao occw follorving BTA iniecrioo.

Other Eye Disorders- Fur:crional and uritatir-e disorders of e_ve srrucnrres may rarely occur following
BT-\ rnlecuons-

Asl.mt-,.,.r'-The human face and etelid regron is normallr asr'mmetrical rvidr respect to strucrural anatomy
a.nd iuncuorr Tirere can be a tariauon from one sidc ro the other n terms o[ the response to BTA iniection.

Paia- Discomiort associated u,ith BT.{ m}ecuoos is usuallt.shorr duradon.

Skin disordets- Skin rash and srvelLng may rarelr occur follorving BTA iniecrion.

Unknoq'n risks-The long terrn et-fecr of BTA on dssue is uoklor,,'n- There is the possibfity of addirional
risk factors mat be ciiscorered.

Unsatisfactor,v result-There rs the possibiliB' of a poor or inrdequare response from BTA iajecrion.
-\ddruonal BT-{ inlecuons mar be necessar\:- Surgrcal procedures or ttearmeots may be needed to irnprove
skrn t'nnkles rncludi.rrg those caused bv muscle acdvin'.

Allergic reactions---\s r,"rth all biologrc products, allergrc and svstemic aoaphtiacuc reacdons rlar- occul
-{liergc reactrons mal requlrc additiona-l rJcatmenr.

Antibodies to BTA- Presence of antibodies to BTA mal reduce the effecriveness of this material in
subseguent injecrrons. Thc lrealrh significaace of anubodies ro BT.\ is unknorvn.

Infection- Iniecuon is extremell rare afler BTr\ iniectiorr. Should an infecrion occru, addirional uerrment
ncluding antibiorics mai' be necessarJ'.

Long-term effects- Subsequcnt alterations rn face and evehd appcrraoce ma\- occur as the result of aging,
rveighr ioss-oi gain, sun exposure, or other circumsrances not relared to BTA iniecrioos. BTA injection ao"s
not arrcst the aging process or produce p€rmanent ughtening of the eletd region. Furure surger)'or orhcr
realments rnat' be necessarl'.

!+egancy-an-d-rrur.sing mothers- Animal reproduction studies har,'e nor been performed ro determirle if
ilTr\ could produce fctal l"rarrn. It is not knorvn if tsTA can be excrered in human milk.

Blindness- I]lindncss is extrcrnely rare after BTA inicctions. Hou,ever, ir can be caused by internal
blecdurg around the eveball or nccdle scick injr,rr:,yr 'fhe occurrencc oI this is vervrare.

Drug Interactions- The e ffecr of BTA ma'r'be potcnriated bv aminoglycoside antibiotics or other drugs knorvn
to inte rfere rvith neurnrnuscular uan smission.
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Norr-FDA APFroved Uses- \\'e usc onh'I';DA approvecl prodr.rcts purch;rsed directlv from the manufrcnuer.
I-lorre.cr; the l:iccr-ror:s srrcs rn^\'bc drflcrerrt drarr^rirose rpprcrr"d il1"the FDA.

RESULTS.
I trndersrand that the arnounr (rrtunber of units) rnjecced is an estirlate of the amount of BTr\ required to
paralrzc the mlrscles rn ordcr'to gct a desired resrrlt. I understand the results are of remporary o"*., and more
treatmcnts \-ill bc rrceded to nraintaur improvement. I also understand there is ,ro gu^.".rt . o'f ,.sults of 

".rycreauncnt' Furthcrmore, I undcr-'tand and agree that ali senrces rendered ro me arf charged d.irectly,o rrr. orid
drat I nnt personalh- rcsporrsrble [or par.nrenr. I furrhcr agrec in the e,r,ent of non-pa1,m.It, ,o b.", the cost of
collectron, and/<>r Court cosr and rcesonable legal fees, slrould tiris be requted.

ADD ITICINAL TREATMENT NECE$SARY
There are manv.ariablc condiuorrs ur lddicion to risk and porential complicarions rhar may influence thc loog term
result ot BT:\ rniccuorls. E,-en drough risks and complicarions occur infiequenrlf the risks cited are the ones that
are parricularli' associared with Bl;\ in jecdons. Other cornplicarions md nsks .^.,. o..* bur are even more
ur:cor!r.$)or1. Shorrld con:plicauons occur, addiuonal stugerl, or other ffeaunenrs ma1: !g necessarv. The practice of
rrrcdicir-re and stugerr is lot an exact science. Aithough gooel results are espected, tliere is ,ro goo*raa or warrangi,
expressed or rmplicd, oo rhc results rirat mat.bc obtainecl.

FINANCIAL RESPONSIBILITIES
'L-he cost of rn;ccdon ma-v i:rvoh'e sereral cherges. This includes the professional fee for the injectiong followup
tisits to lrlooltor the e[fecdveness of the Eeatrnenq and the cosr of ihe rnateriai irseif Ir is unJikely that injections
to uear cosnreuc problems sould bc cor.ered bt' t'our health insurance. Additional cosrs of medicai treatmeot
t'ould bc toru responsibilin' should complicarions der,'elop [ron: ir.ller injections.

DISCLAIh,fER
Intbrnred-consent documents are used to communicate information about the proposed surgical treatrnent of a

disease or condition along with disclosure of risks and aiternative forms of Eeatrnenr(s). The informed-consent
process artemprs ro de6ne principies of risk disclosure that should generaliv meet the needs of mosr patients in
n10st clrcurlfstances.

I-Iot-er-er, ilformed cor"rseor docurnenrs sirould not be considered all-inclusive in defrning odrer merhods of care and
risks encounrered. \bur provider mar protide lor-r with addirional or differenr information rvhich is based on all of
rhe tacts pertainilrg to roul parriculnr ca-se ancl rhe state oi rnedical knorvledge-

Infonrred-consenr doctunents are nor tnter:ded to dehne or serve as the snfldard of m.edical care. Standards of
rnedical care are determined on the basis of ail of the facts intoh-ed in an urdi'iiduaj case and are subiect to change

as scienufic knot'ledge and recl'rrrologv adrancc and as pracrice Pattelns evoh'e.

Ir is important that you read the above information careftllly and h,rve all of 1'our questions answered

before signing the consent on the next page.
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CONSENT FOR PROCEDURE
i herebr alrthonze en:plovees rurd tssisranrs as mat,be selected to perform the followiag proccdure
or trentmcrll:

Botox, Dysport, Xeornin Iniection

I have received thc follos'ing inforrnation sheet:
INFORMED-CONSENT for BTA lnjection

I acknot.lcdgc tl:rt rro guarantec has been grr"cn bv anl'ooe as ro thc resuits that may be obtained.

I corrser'rt to rhc photograpirurg or telcvising of the procedure(s) ro beperformed, including appropriate
portions oi mv bodt'. for rnedical scientiFrc or educationa] purposes, pror.ided my ideatity is not revealed by the
picrurcs.

For purposcs of adrancilg nredical educarion, I consent to the admittance of observers to the treatrneot room.

TT tI"\S BEIIN EXPI..\INED TO NIE IN .\, \\I\Y TT{AT I UNDERSTi\ND:
a. TFIE -\ROVE TRIi\TNIENT OR PROCEDURE TO BE UNDERTAKEN
b. THERE NL\\.BE .1,I;IER*\j\TNE PROCEDURES OR I\IETHODS OF TREATIVTENT
c. TI{ERE,\RE RISI{S TO THE PROCEDURE OR TREATN1ENT PROPOSED

I CONSENT TO TilE TRE.'\Ti\IENT OR PROCEDURE AND THE AROVE LISTED ITEIvIS (1-5). I r\M
S.{TiSI. IE.D \\ITFI THE EXPL{NATION.

Patier:r Name please Pnnr)

Patierrt Signarure

\\'itness Srgnarure

')

-l

-i


