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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

IHSTRUCTIONS
Thie & aninformed corsentdacumentthat has been prepared to help inform you about capsulotomy and
breast implant replacement using silicone gel-filled implank, is risks, as well az afternative Teatment(s).

It & important thatyou read thie infarmation carefully and completely. Please inftial each page, indicating
that vou have read the page and zign the corsent for surgery as proposed by wour plastic surgeon and
agreed upon e o,

GEHNERAL IHFﬂP,LIH.‘TIDH

Capzdlatormy & 2 surgical aperation peformed to freat the scarring that occurs around bre ast implant or to
& the shape ofthe pocket where the implant & placed. Thi wsually inwohves surgical cutting of the scar
hatfarms around a breast implant and the possible placement of 3 nenw breast implanti=).

which forms intemally around a breast implant, ean tighten and make the breast round, firm,

o ainful. Exceszive firmmess of the breasts can occurzoon after the original surgerny of wears
pce of sympto matic capsular cn:-n_’t_ragih.l_f_e ¢an be axpe cted to increase over fime. Capsular
ur on one side, both zides, or not at all. Tre atment for capsular contracturemay require
acemert, or implant remowval. Patients may electtolincreaze or decrease the gize of

3| cification can oceurwithin the zcar tiezue that surrounds breastimplants. If this

=ule may be recommended (ca psulectomyd.

gr broken implants may corsider capsulatomy surgens and breastimplant
e long term results from their original surgery, whether for mii‘ngﬁc or
3dwvis ed by wour surgedn to considerre placing yourbre 35t implant vith
ave had them Jnzome situations, ol may be advis ed fo consider
ace of to corsider a different trpe of implant P atients undergoing
gchange mist consider e poss ibility of futdre revisionany surgery.
lifespan and will evsntually require surgeny for removal and'or

caps uloto
Breaszt impla
re placement.

Cepending on the x4t
location, underneath, @

e used in the original surgery. If the breasts are
that they willbe completeby symmetrical atterward.
d ski ne (stretch makes) may require additional
la upiward and to remove loose skin,
t pocket may be neaded to reposition

Conditions that inwahee =agging
surgical procedures (breast lift) to rep
Additional procedures to internally 4
implants.

ntain their results from breast implant surgeny
of improwe their resufts,

implant devices wwere approved by the U nite d States Food and
taugmentation and reconstruction. This indudesther usein
situgtions of XL FmnEintain the otcomes of individuals who hawe existing bresst
implants. Silic i Meast i ants can be used for revision of procedures in patients who have
gftation or reconstruction with zilicone geb orzaline filled breastimplants.

ndicated in women with untreated breast cancer or pre-malignant breast
here in the body, or individuals who are currenthe pregnant or narsing.
g gk ened immune system (curenthy recening ¢hemotherapy or drugs to suppress the

disorders,
Individuals
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

immune system), conditionz that interfere with blood clofting or wound healing, or hawve reduced blood

supphy to the breast tissus (fr-:-rn prior surgery o radiation therapy treatmernts) may be at gre ater risk for
complications and a poor surgicaloutcome.

Silicone breast implants are approved by the FDOA for uze in women that are at least &2 years of age.
Wromen that meet this age criterion may utilize the =silicone implants for cozmetic breast augmentation ar
for revision surgery o carrect of improve resule of earlier cosmetic breast augmentation. There & no age

restriction on breast recorstruction procedures to restore breast shape atter cancer, trauma, or severe
breast abnormalities. Fatients who receive silicone gl filled breast implants must comply with FOA
and planuf sctorer regulRtion s concerning desicetracking and post-market studies.

ition= that inwohee sagging ofthe breast or diminighed skin tone (stretch marks) may require additional
[ procedures (breast i) to repesition the nipple and areola upward and to remove loose skin.

argoing surgeny that invohes breast impl..an'ta must gorsider the following:
entation, rec‘u:-nstrl,lq":in:nn. or rexr.fghn__w'rth silizame gelfiled implants may not be 3 one-

of arn brpe are pot considered lifetme deviges. They cann at be expected to last
by require future surgery for implant replacement or remowal,

g the breazt follawing augmertationg recorstruction, o rewisionanith implants
¢ may be an unacceptable appearance to thesbreast i wou |ater choose o

e d.

gtion, recorstrudion, or revisionwith-larger sEed.implants (=250 cc)
ications such as implant estrosion, hematoma, infection, palpable
nk ling requiting surgical intépvention to correct these gom plications.

ot undergoing the surgical procedure oruging saline-filled breast

ement i& alzo a surgical option ifyor elect to abandon the uwse of

: igte ] . [FPaddition, every procedure has limitations.
Additional information concernj impla obtained from the FDOA padiageirsert sheets

benefit. Although the
of them with wour plas

experience these complications, wou should dEcuss each
re wou understand all possible consequences of breast
ith breast implants can be inherent to this type of implanted
fazurgical procedure, Addiional advisony information regarding
corsidering surgeny th at involves breast implants.

) own ind ividu al risks and be nefits following bre ast implant surgery, clinical
data sufgests 1 will be =atisfied with the outcome of breast implant surgery despite the
QU Fre ncS e e i ntwith the surgeany.
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

SPECIFIC RISKS OF CAPSULOTOMY WITH IMPLANT REPLACEMENT USIHG SILICONE
GELFILLED IMPLAHTS

Implants: d

Breaztimplants, similar to other medical devices, can fail. When a silicone geHiled implant ruptures, the gel
material i= usually contained within the scar issue =urrounding the implant (intr acapsular rupture). In 2ome
cazes, the gelmay ezcape bevondthe capsulelayer and go into the breasttszue ik el (edracapsular rupture
and gel migratien) orto more distantlocations . Migrated silicone gel may be difficult or impossible o remowe.
Fupture of a hreaﬁt'irnp]ant may or may not producs local firmness inthe breast. Patient are advised to refer
to ingifridu al manufactarers information al materiaks regarding the incidence of device ropture reported during
ark et studies.

zsible to predict the biologic rezponse that 3 patients tizsues will echibit to the placement of breast
o ol woill he 3l fallowing surgens.

ras aresult of an injury, from no apparent cavse, of during mammegraphy: Rupture of 3
ant s most often undetected (zilent upture). It i possible to damage an implant at the

gadorbroken implants cannot be repaired. Aceording to the FDA, ruptured ordamaged
@tement or removal Breast implarts can wear out, they are not guaranteed to last a
may be requiredto replace ane or both implants.

qing) study i advised to evaluate the possibility of implantrophore, vetit =
plant inte grity. The FDAresommends regular = oeening MBI examinatiors
fthen every 2 vears thereatter.

il the braast implant, can tighten and mae thebreast round, firm,
of the breasts canpoccwr saon after surgens or vears later. The
occurrenee of S i ar acture & not predictable. The incidence of swmptomatic capsular

2 puer time. Capsular eondr acture may occuron one side, both zides,
or not at all. ks mo |:-Iant placement in front of the chest muzcle laver. Treatment for
capsular contractur e mag i ent, or implantremowal. Capsular contracure may
reaccur after surgical proce occurs mafesoften in revision augmentation than

primary augmentation.

Lack of adequate tissue coverage or |
skin. Tizsue bregdidonn  (necros
chemotherapyfradiation to bre
therapy. Insome cases, incii
may become visible at the su

and extrusion of the implant through the
ith the wse of =teroid drogs,  after
icroave digthermy, and excessive haat or cold
CAfrophy of breast tiesue may occur. An implant
esult of the device pushing through layers of skin. If
osed, implant removal may be necess any. Permansant

Wigible and p
Ln.l'rth silic-:-

nd breastskin can ocoeur. Somewrinkling i normal and expected
. Thig may be more pronounced in patient who have zilicone gel-
or thin breasttissue. FPalpable worinkling andfor folds may be confused
able zases must be imvestigated.

Calcium dep o anformin the scartiszue surrounding the implant and may cause pain, firmness, and could
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be wizible on a mammagraphy. These deposits mustbe identified differenths from caleium deposits that are a
gign of breast cancer. Should this occur, additional surgery might be neceszany to remowve and e<amine
calificatiore.

Chest Wall Irreguia rities:
Chest wall irre gularities have been repoted secondary to the use oftesue expanders and breastimplants.

Implart Displacement and Tissue Etrett:hing:

Dizplagement, rotation, or migration of a braast implant from itz initial placement may occur and can be
panied by discomfort andfor distortion in Breast shape (viible rippling of the skin). Unusual
hiques of implant placemeant may increase the righ of dizplacement or migration. Additional £urgeng
e necessany to attempt to correctthis problem. It mav not be possible to resobre this problem once i

surgical drapes, u:nr tan:mag.r become deposited on the surface of the implant at the time
= equences of this are unknown.

hat havethe pu:ntenﬁalfu:urtauma to the bpeast could potentialby bre ak.or damage
&dingseroma.

a1 there are any clifical cons equences assogiatedwith @ silizone gel
“Eh y b= of zilicone gel material and platinum zan pass through the shell
layer of Tk at fthe implart. Studies indicate thatzmall amounts of platinum in its

3 m statesare contained withinthe zilicone gel. Microgram amourts
diffuse cutside of bfeastimplants, Thie may contributeto capsular

of plaﬁnum in't 3 |
over all body of available evidence zup pors that the extremehy low

of the nippleswand the skin of wour breast. After

ion. Partial or permanent loss of nipple and =kin
ffect sexual resporse or the abiliby to

‘“r’-:nu m.sn,r EpEr e nce dlm ‘g' 7
seueral monthes, ITll:Et p atie

that position, vour plastic surgeon may choose
are derpred from human or pig cadaver skin or

ezzed and do not carng amy wiable cells, “ou =hould

In order to place the implant in
to uze biological materials. hice

Stimates the total number of US cases of BIA-ALCL to be up to 250 A

predominancef@f BlLA-ALCL patients has been noted to have a history of a tesdured-sudface device, An
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

exact zingle-number estimate ofthe risk for both tesdured and non-tedured implants i not poss ible with
the currenthy available datal Lifetime risk of Bl ALCL has been estimated to be behtween 1:1,000 and

1: 20,000 wwomen with testured breast implants, and BlA-ALC Lrisk & currenthy under investigation. BLA
ALCL uzually involves azwelling ofthe breazt, on average Zto 14 vears after the operationto ircer the
breast implant Mot cases were cured by remowval of the implant and capsule surrounding the implant;
horewer, rare cases have required chemoatherapy andfor radiation therapy for treatment.

F atierts with breast implants should be ﬁ:nllu:nwed by a3 surgeon owver time and sedh professional care for
implant related 51,rm|:-t-:|rn5 such as pain, lumps, swelling, or asymmetny. Patient should moniter their
mplants with routine I:-reagtseh’ exams and fallove ztandard medical recommendations for imaging
Y Mammography, Ulrazound, MED. Abnormal 2creening results or implant-related symptoms may
in additional costs and expenses ‘_f-:-r:'_tesis an-:l.l';:-'_r procedures to properly diagnose and treat vour
. Tezk and procedures could include, but may notbe limited to: obtaining breastfluid or tsue:
and labor stony evaluation, surgerns to remowve the scar capsule around the breast implant,
wal, or implant replacemant.

mation does not demorstrate an increased risk of breast cancer in women who fave
or ejther cosmetic or reconstructive purpeses. Individuak with 3 personal histony ar
er may be at 3higher risk of developing breast cancer than an indivi du al with no
t iz recommended that allwomen peform periodic salf examination of their
according to American CancerSociety guidelines, and seek professional
cted. In the event that sugpicious tEsue B id entified prios to ar during
b er apy with corres ponding expenses may be warranted.

)L aments, and medications may delay and interfere with healing.
F atients with m as2 i e 3 healing delaythat could resultin the inciions coming apard,
infection, and tissue’ g in the need for additional medical care, surgery, and prolonged
hospitalzations. P atie ni dications such assteraids on an extended bazis
4 a delay in the healing process, often resulting in
the need for additional surge 22 are ge associated with healing such as swelling, bleeding,
possibility of additional surgeny| prolonged : r cha , shape changes, infection, not meating
i . There may ako be a longer recoweny
ntzkin laxity (patients sedking facelifEs,
e samelax skin after surgerny. The quality
oseness will occur atsome time in the future,
may become irvahred woith healing scars from
inoplasty, facelife, body lifts, and extremity surgeny,
Il nerve endings may become too active during the
enszitive area due to thesmallsersony nerve invobre d with
alirtervention resohras this. Itie importantto dis cuss post

or elasticity of skin will not cha
qQuicker far some than others.
surgeny such as zuction- 355|5
'I.Ill'hlle there may not be

quire emergency treatment to drain the accomoulated blood aryou may
h=zuch occurrences are rare. The collection of blood that can occurunder

wour shin T

to an incres chance of bleeding and additional surgery. B & impottant to follow post oper ative
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inztructions and to limit exercize and strenuous activity for the iretrocted time. Non-prescription "herks" and
dietary zupplements can iné:'rei_ase the rigk of surgical bleeding. Hematomas can ocoeur at any time, wsualby
in the first three weeks follawing injury to the operative area. If blood transfusiors are necessany to treat
blood losz, there is the risk of blood rel ated infections such as hepatite and HIWV (AIDS). Yoursurgeon may
provide medications after wour surgery o prevent blood clots. hedications that are used to prevent bload
clots inweire can produce bleeding and decreased blood platelets.

Irfecton, arth-:nugh uni':-:nmrﬁ:nn CAN QoCUr aﬂér gurgery. Should an infection occur, additional freatment

ging antibiotics, hu:-sprtalzatln:nn or additional surgery may be necessane. t is important to tell wour
on of amy other infections, such a a history of methicillin-resistant Staphylococous aurews (MRSA)
onE, an open wound, recent upper :25plrat-:-rg.r infection/preumania, ingrown toenail, insect bite, tooth
or urinary traet infection. Infections in other parts of the body m ay lzad to an infection in the.
ea. Pozt-operative infections: ,n’th-_arrrFE ultin more extensie scarring and predispose to pevision

arz, zame more wisibla than others. Although good wound healing aftar a surgical
hiz surgery il resultin lang, prominent scars that are permanent &bnommal scars
ifand deeper tesues. Scar may be unattractive and of a different colorthan the,
ppear ance may alBo wang within thegame sear. Scars may be asymmetrical
d left side of the body). There jg the possibiliy of wisible matk="inthe =kin
ome raized, red, or discolared in the firstfew weeks/months, but wualby
2 patients are prone to”hypertrophic’ or “keloid® scars ie. prominent,
raise 1 er treatments with medications _anu:l."-:nr"51_.|rg ene may be required.

ltching, tenderness, or Sigag Id temperatures may occur after surgeny. Usualby
thiz resohras during he aling i pilra be chronics

Major Wound Separation:

Wounds may separate after surgeny.
Mecess ary.

| treatment, including surgeny, may be

Sutures:
Mozt surgicaltechniques use rotice thes e sutures after vour surgery. Sutures may

or produce irritation that requires suture remowal.

res including nerves, blood vessels, lvmphatics, mus cles,
al pracedure. The potential for this to occur waries according
Injuries to deeper structures may be temporany or permanent

and lungs (pn
to the type of

might die. This may produce areas of firmness within the skin, Additional
ecrosis may be necessany. There s the possibility of contour irregularities
m fat necrosis.

SuUrgeny
in the skin

Fage & of 13 Fatiert Initizl= 1S Amerhoan Sce by o Ples ke Sorgeore ®
The Brm & forefE e purpases anke. i [ uEEr:ruIEui:IEIir: aml notesetEmemtofsamad of mme.Fater the forms houd b edied
amdememed i© r:ﬂ:n:tp-:hiu:'r req uire me mis n:-‘rll-\:hurpructi: sitefs|. CME B loimtComm Esion r:quirl:n':n'l:, i ppli:uhh_ am kgl

req uire me ms ofpour ind iwid 1B 15 Btes . The &5 PS d oes rn:-t::urti"r thetthe form, or any mod ifed weE D nofthe ©orm meek the req uire me ms
to obinin informed comeent & rthe partic uler procedure inthe jursd iction ofypour pmctice.



Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

surgical Anesthesia;

Both local and gener al.anesthesia irvobres risks. There iz the poszibility of complications, injury, and even
death from all formes of surgical anesth esia or sedation.

Pairc

“ou will experience pain atteryour surgenys. Fain of varyingintens iy and duration may occur and persistafter

surgery. If wol are a chronic pain p atient followead bty a Fain Therapy Fraditioner, you may be ashed to see

this prctrtn:-ner pre-operatively to azzist vouin the management of your pain disorder in the post operative
pil. Chronic pain may OOCCUr W Ny |nfre-:|uenth,r flam nenves becoming trapped in scar tissue or due to

2 5tret¢h|ng

s nenve endings that may become invalved with healing scars fram surgeny. Wehile there may net
erve injury, the small nerve endings may become too active during the healing period, thus
ainful or oversensitive area due to the small zensor nence involved with s car tissue Often,
by non-surgical intervention resotees this. it is important to discuss postsurgieal painwith

Etc-n,r of swelling in your legs artblood clots thatm ay ;:'u:-riﬁ'i'l:-ute 1o
= 3 risk with an'g.r surgerg.r and anesﬂ’.egla ErEr in patlen15 wrth-:-ut

and usualh.rregn:nh:e [
birth control pillz ywou are taling. @ ert pils may increase your risk of thrombosed weins,

In rare cases, local allergies to tap
injected agents have bean repor =, including shock (anaphylaxis]l, may ococur
in rezponse to drugs used d n medicines. Allergic reactions may regquire
addition al reatment. It & imp i ician of amy prewious allergic re actions.

Unexpected drug aller zeto medication, or illness caused by the prescribed drug
are possibilities. i im
rmedication or
taie. Frovide

ibed or cwer-the-counter, a5 well as medications wou regularby
edications and supplements wou are currenthy taking.
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hiawe differences bebueen the right and left =ide of their bodies befare any surgerny i performed. Additional
surgery may be neceszansto atemptto diminizh asymmetry.

Fersiztentswelling can accur fallowing surgery.

Although good res ults are expected, thera is no guarantee arwarranty, expressedor implied, onthe resufts
that may be obtained. The I:u:-dg.r B n-:-f symmetricand almost everyone haz zome degree of unevenness
phay not be recngnlzed in adwance. One side ofthe face may be slighthy larger or one side ofthe face
yier. The breast and trunk are 2 exchibit the ame pozsibilties. Many of such Esues cannot be fulh
ted with surgeny. The more realiztic your E:{pedaﬁpng are to the results, the better wour results will
0 o, Some patients newver achiewe their desired goak or results, at no fault of the Surgean or
au may be dis appointed with the resulE of Eurgeny. Asymmetny, unanticipated zhape and A

wound disruption, poor heahng, and'ln:-ss of zengation may occur after surgery. SEe may.
gtisfactory zurgical zcar location or appearance may occur. £ may be neceszaryto perform
o improve yourfesults. Unzatizfactory results m'a}.r MOT improve with ‘each additional

edications that contain aspirindntefera wrth the _f-:-rmi‘ng l:-f bl od
ore bleeding isgues. If vou have a medical condition{zuch as heart

arrhyth ith blockages, or blood clok) and are taking medicatiors to thin
wour blood Flaviag, Coumadirg, Xarelo®, Effient®, ar Pradaz<a®, discuss
management d the time of surgeny with wour plaztic surgeon. ~our plastic

SUrJeon may s omme ate 3 nfor these medicatiors with the doctor that prescribed them far
pres cribed drugs for @ medical.co ndition, do notstop themwithout
on. Stopping these medications abrupthemay resultin a heart attack,
bout amy drug interactions that may exist with
art adwerze regetion, stop the drugs immediately and
reaction is sewvere, go immediately to the nearest

discussing it firstwithy .
stroke, or death. Be = iith wour p

call your plastic surgeon for
2 ITIRM Q& Ny a0,

hat they can affectyourthought process
ent, do not maie any important decisions,
. Be zure to tak e wour prescribed medication

Whentaking the prescribed pain me di
and coardination. Do not drive, do
and dao not drirk any alcohal
anby as directed.

The effect -:nf the =zu
increased scarring, colo

tin. Bxposing the incision areas to the sun may result in
ealing. Fatients vuhao tan, either outdaoors orin asalen, should
ent or awoid tanning until the surgeon says it i 5 afe to resume.
urs ewven with the use of sun block or clothing coverage.

lications that may delay healing and your return to normal life. Please [et
| plans, important commitments already scheduled ar planned, or time
you, sothat appropriate timing of surgeny can occur. There are no guarantees

thatwyou will b to rezume all activities in the desired imeframe. Allow at l2ast 10 14 d ays to travel wia
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

airplane. hMedications may berequired =should ywou have a long flighttrip to prevent DWT/PE in the immediate
post-operative period.

Long-term RResuts:

Subszequent alterations in the appearance of vour body may occur az the rezult of aging, zun expozure,
wieight lozs  weight gain, pregnansy, men apause, or other circumstances not related to your surgeny.

Interference with Sentinel Lymmph Hode Mapping Procedures:
Breast=surgens procedures that invahee cutting through bre asttisz e, =imilar to a breast biopsy, can potentialby

inte giére with diagnostic proced ures to dete rmine hemph node drainage ofbreasttissuetostage breast cancer.

= b0 current“g.r wrear body-pierzing jarmelry i the surgical region are advised that an infection
op from this activite, Blody- plermngjan.lelryghn:-uh:l be removed prior to your surgical procedur e,

vitals status during surgery wour anesthesia provider may require Acess tu:!-yn:iur'
ing. hake sureto have at least o fingernail freeof nail polisheor acrlicnails on

ith wou at the ime of o zargical procedure. ltems, such = Earrlng5
e removed and placed ina =afe place.

- X
ith pregnaney. If wou are planning a8 pregnancy, your breast skin
furgery fou may hawe more difficulty breastie eding after this

irth control pills, estrogen replacement, or if you
antibiotics, may neut alze the preventve effect

ity of any kind may openthese vessek
uke ar heart rate may cauze additional
trol bleeding. Itis wise to refrain from intimate

lzading to a bleed, or hematama. &
bruizing, swelling, and the need f

It |m|:u:-rtantthat aII [ o elective surgeny have realistic expectations thatfocus on
improvement rather th ations or less than satisfactory results are sometimes
unavaidable, may require eff, and are often stressful. Please openty discuss with wour

-:Ii5-:-r-:|erI5. Al i iay benafit psychologically from the results of electve zurgeny,
; accuratety pradicted.,

ition=s that may influgnce the long term result of surgeny. It i unknoven bow
r howe woound healing will occur after surgery. Secondary surgery may be

necessary to p additional tightening orrepositioning of body structures. Should complicatiors occur,
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

additional surgery or other freatments may be neceszary. BEven though rizks and complications ocour
infrequenthy, the risks cited aresazsociated with this surgerny. Other complications and rigks can occur bt
are lesz common. The praclice of medicine and zurgery & not an exactzcience. Although good results are
expacted, there i nosguarantes or rearranty, expressed or implied, onthe results that may be abtained. In
some situations, itmay not be poszible to achieve aptimal results with a single surgical procedure. vou and
your surgeon will discuss the opfions available should additional surgery be adwised. There may be
additional cosE and expenses for such additional procedures, including surgical fees, facility and
anesthesia fees, pathology, and lab t_r_E«tih q.

all physician irstructions carefulhys this i eszential fora successful outcome. It & importantthat the
al incizions are pot subjected to excessive force, swelling, abrasion, or motion during the time of
a1z onal and vocational activities need to be restricted. Protective dressings and drains should ot
d unless instructed I:-y},r-:-ur plastlcsurg eon, Succeszful post oper ative function depends.an both
bsequert care, Physical activity that increas e wourpulze or he art rate may cause bruising,
umul ation, andthe needto return to surgery. It & important th at wou participatein f-:-ll-:w
aftercare, and promote wour recowery atter surgery.

complications of skin lgss, delayed healing, 'and additicnal searring.
cke are ako at potential risk for Eimilér_ com plications attrib otable
to nicaki ; : giing may hawe a significant megative effect on anesthesia and
and possibly increased bleeding. Individuak who are not exposed
oducts have a=ignificanthe lamer risk ofthis type of o plicatiores.
Fleaze indica at arding theze ferms balon:

icotine products. Funderstand the potential rsk of second hand

understand | may still hawe the effects

___lhave smoked and stopped appr
ing i ehas lapsead.

| have been advised to i i d hawe been informed of the risks, benefits,
expectatiors, and atternatives

s before surgeny and until vour physician states it &
ill infarm my physician i | continue to smoke within this
e zurgerny, it possible, may be delayed.

It &= important to refrai
=afe to return, if desir
timeframe, and underst

Individuals w we breathing disorders such az "Obstruclive Sleep Apnea” who may rely upon CRAP
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

devices (continuous positive dinvay pressure’) or utilze nighttime wargen, are advised that they are at a
substartive risk for respir atany arrest and de ath when they take narcotic pain medications following sur geny.
This = an important cnnsiu;léra"l‘ini‘u;puhen evaluating the = afety ofsurgical procedures in terms of very serious
complications, including death, that relate to pre-existing medical condtiors. Surgery may be considered
onhy with monitoring aftenvards in 8 hospital setting in order to reduce risk of potertial respiratony
complications and to s afeby manage pain following surgeny.

Flease conzider the f"q ilg:nj.ruhi:n_.g si-rm hiqur:s afﬁ'lsg Bp dpnea:

_ = a_'m:frequizﬁﬂy tlred \IE mwzklng and throughout the day

__Ihave touble staying asleep at night

I have'been told that I snore or stop breathing during sleep

lwake up throughout e night or constantwium from zide to zide

have been told that my legs ar arms jemk while | am sleeping

aki & abruptgnn'rt'ihg.i':nn“l_f..:;:-?'ddiih:_j"si*}:e ep .

=d or fall asleep. du[i‘hgih ada‘_-,t

orm and discuss amy of the above symptoms that vou have experiencead with:

It iz importa
WOUT SUTgenn.

ein Thrombosis (B%WT), and F'ulrn-:nnary' Embols. (F‘E:;L uith ey
factors below, The higher the r|5h: factn:-rs the gniater the risk and
yderstanding these risks and, b en p.ermrtted by woulr physician,
waking and ako bedeg stodiings, squeezing active leg devices, and possibhy

medizines to

There are mary co

edse or affect riski"-:rf'ﬂl_qﬂ'iﬂg. Ioform ywour doctor about amy past
or present hiztory of 3 : R z

Fast History of Bla
Famity Histany of Bl
Birth Control Pills
Hormone Stimul ating Crrugs
Swollen Legs
History of Cancer
Large Drose Witamins
Waricose Weins
Pazt llinesses ofthe
History of hiu li

trointestinal Tract
r hdiszarriages

ng,
iors

| understand the E and howe important it is to complyweith therapy as

methods of preventative therapy include:

For high-ris
Ifyour surge

= of WTE are still high, ewen in the setting of appropriate chemoprophylaxis.
ctive and wou are 3 high-risk patient, it 5 best to corsiderwith not proceeding with such
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Irforrmed Consent — Capsualotonny with
Breast Implant Replacement Using Silicone Gzl-Filled Inmplants

elective surgeany.

COMMUHICATION KHOWILFDGEMEHT — COHSEHT

There are mary way*s't-:u communicats with vou. 1 iz important to keep appointments and let us know f
problems or Esues aﬂs& ME‘H'H:IE]S of communicating are by telephone, text, pager, answering service (if
available), email, and fe"gujal: mi ail. Jfﬂn-ernergency arises, keap us alerted of your progress so we may aid
in amy necasarf‘tré.ﬁf‘mw’ﬁ Fleas e do. nu:n‘“t lzawe 3 message after hours or on weskends on the office
arEaring IT|§II:|'|II'|E it am{ urgent qr emergent situation exists, a= there & a delay in retrieving such
meszages. All aﬂ:emj:ds will be made to p;éeﬁr&}rnur privacy in accordance with HIPAS rules.

e confirm below all aeceptable ways of communicating with you:

ad to communicate infu:g[m:élﬁ on aboutthe i:.’r.:.’p.':.:;ed - hrgic_al treatment
dizclosure of risks and alternative forms of tre atment(=), including no
Surge i ; ttemp15 to define principles l:lf“r:I5|;lZ dlsn:li:nsme {’hat 5hu:-u|i:l qeneralhy
cirzumstances.

Howewer, in ould n,-:-t be -:u:-nsiu:le__r__e-:l,_ail-' i.r"in:Jus'rué ii{ugﬂ_efi;uii:u_g'nﬂﬂer methods of
care and rishs & urgeon may provide wou with additional ar different information
thatis based on 3 ular zase and the '-:;l.'lrrer_u’_c state of medicalknowledge.

seme & the standard of medical care, Standards
cts imrohredsin anindiidual case and are subject
ance and as practice patterns evaohre,

of medical care are determim o basie of al
to change as scientific kno :

carefully and have all of your

it is important that you read t
i he next page.

questions answered hefore

S
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10.

11.

12.

O Informed Consent — Capsulotomy with

ASPS Member Sureon® Breast Implant Replacement Using Silicone Gel-Filled Implants

CONSENT FOR SURGERY/PROCEDURE or TREATMENT

| hereby authorize Dr. Jeffrey 1 ee, MD and such assistants as may be selected to perform Capsulotomy with Breast
Implant Replacement Using Silicone Gel-Filled Implants Surgery.

| have received the followinc

7 information sheet: Capsulotomy with Breast Implant Replacement Using Silicone
Gel-Filled Implants Surger:

| recognize that cfuring ﬂ'}e mﬂiﬁse efthe

ton amd medlcal treatment or anesthesia, unforeseen condltlons may

before, during, and after the operation(s) er pracedure(sj to be performed,
or medical, scténtn" ic or educahonai purpa?;es provided my identity is not

N coneent to the admittance of obsemers to the operating room.

encies for legal reporting and medical-device
registration, if applicable.

| understand that the surgeons’ fee
agreeable to me. If a secondary

esthesia and hospital charges, and the fees are
r expenditure will be required.

| realize that not having the ut of having this procedure

IT HAS BEEN EXPLAINE
a. THE ABOVE TREATM

T 1 UNDERSTAND:

TO BE UNDERTAKEN

: DURES OR METHODS OF TREATMENT
c. THERE ARE RE OR TREATMENT PROPOSED

PROCEDURE AND THE ABOVE LISTED ITEMS (1-12).
| AM SATI ATION.

Patient or Person ized to Sign for Patient

Date/Time Witness

Page 13 0f 13 Patient Initials ©2016 American Society of Plastic Surgeons®
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