


Caution: Federal Law (USAand Canada) restricts this device to sate by or on the order of a physician. 

Important Information for the Operating Surgeon 

C&amic/Ceramic To tal H i 

PRODUCT DESCRIPTION AND IMPLANT MATERIALS 
The Ceramic I Cerarnrc acetabular kners (28mm Y 46/64mm and 32mm x 52/64mm diameter sizes) and femoral heads (28mm and JZmm/Neutrai. *4. -4) are manufactured from aluminum oxrde ceratic 
(alumna - IS0 6474) The metal acetabular shells used wrth the ceramc lmer are manufactured from Tr6Al4V (ASTM F136) and are porous coated (CP titanrum beads, ASTM F67) for cementfess press- 
fit applrcatrons. The correspondmg metal hrp stem components used in the study are from Encore’s FOUNDATION ‘, Revelation” and LInea? HIP Systems that are porous-coated, semvconstrained total 
hrp replacements intended for cementless press-fit appkcatrons. 

INDICATIONS 
The CeramrdCeramrc Total Hip System IS rndicated for primary total hrp arthroplasty rn patients wrth the followrng condrbons: 

1) mflammatory tissue disorders; and. 
2) nomnflammatory degeneratrve jocnt drsease including osteoarthntrs. post-traurnstrc anhntrs or secondary anhrftis. and avascular necrosis 

CONTRAINDICATIONS 
1) infectcon; 
2) sepss; 
3) osteomyelitis: 

z; 
rapid jornt destructron or bone absorptron apparent on roentgenogram: 
skelefally immature patients and cases where there IS a loss of abductor musculaturepoor bone stock, poor skm coverage around hrp joint which 
would make the procedure unjustdable: 

;; 
uncooperative patrent or a patrent with neurologrc disorders and tncapable of followrng instruct!ons: 
osteoporosis; 

:; 
metabolic drsorders which may impair bone formation: 
osteomalacia: and 

10) drstant foe of rnfeckons (which may cause a hematogenous spread to the implant sate); 
11) obescty: and, 
1.7) foreign body sensrtrvlty 

WARNINGS 
Improper selectron. placement, posrbonrng, and frxatcon of the implant components may result in unusual stress condrbons and a subsequent reductron m  serwce life of the prosthetrc 
implant. The surgeon is to be thoroughlyfamrliar wrth the implant, tnstruments, and surgical procedure prmr to performing surgery. 

PRESS FIT APPLICATIONS 
Trght fixation at the hme of surgery is critical to the success of the procedure. The femoral component stem must press fit into the femur, whrch necessitates precrse operatrve technique 
and the use of specrfred instruments. lntraoperabve fracture of the femur can occur during seabng of the prosthesis. Bone stock must be adequate to support the devrce. 

ACETABULAR FIXATION SCREWS 
Caution should be exercised when usmg acetabular shell fixation screws to avoid the perforation of the pelvis and posstble rupture of blood vessels. 

SMIC ACETABULAR SHELL/LINER 
e Frxation screws should be fully seated to assure stable fixation of the shell, and to avoid mterference with the ceramrc liner whrch could lead to premature failure/fracture of the 

component. 
. Prior to seabng the ceramic liner into the shell component, surgrcal debris must be cleaned from the interior of the shell. Debris may Inhibit the liner from locking into the shell 

component. Farlure to properly seat the ltner into the shell can lead to disassociation of the liner from the shell and may cause it to bmd in the wrong positron, chip, or be 
damaged. 

s The ceramic liner should be placed in the shell by hand. Prror to impacting, take your fmger and run along the rrm to ensure the Inter is even. Gently impact wrth the impactor 
provided. 

* The ceramic hner should not be implanted If the hner is damaged (e.g. tf the kner is dropped on the floor, or if the hner IS scratched by an instrument) as this can sigmftcantly 
affect the structural integrrty of the components. 

s Replace both the ceramic Imer and metal acetabular shelf tf the liner is chipped, cracked, or otherwise damaged durmg the Implant procedure or postoperabve bmeframe. This 
is because the acetabular shell taper, once deformed through assembly to Its mating ceramic liner, should not be reassembled to another ceramic liner. 

* Do not reassemble a ceramic liner and metal acetabular shell once they have been drsassembled. due to the deformabon incurred by the taper lockmg mechanism durmg the 
inibal assembly. 

e Do not reuse ceramic kners, Even though the rmplant may appear undamaged, It may have small defects and internal stress patterns which lead to early failure/fracture of the 
component. 
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HEAD 
Do not use ceramic heads with components from other manufacturers because desrgn. material, or tolerance differences may lead to premature devcce farlure. Ceramic heads 
must only be used with hrp stem tapers that correspond with the head tapers. Components of the system have been specifically designed to work together. 
The htp stem taper and head taper should be dry and free of all contammation to ensure proper seating and assembly. Failure to properly seat the head onto the stem can lead 
to disassociatron of the head from the stem or may cause it to be damaged. 
The head component should be olaced on the stem taper gently whrle keeping the head and taper in alignment, and then firmly seated by sharply hittmg the head usmg a Soft 
plastic hammer or impactor. 
Ceramic heads should not be implanted if the head or the cone of the stem 8s damaged (e.g. if the head is dropped on the floor. if the stem taper is scratched by an instrument, 
or If the head and stem were assembled and disassembled) as this can srgnifrcantly affect the structural integrity of the component 
Do not reassemble a ceramrc head and metal stem once they have been drsassembled, due to the deformation incurred by the taper lockmg mechanism durmg the initial 
assembly. 
if the ceramrc head must be revised for any reason and the hip stem is ftrmly ffxed. the revrsion should be made with a CoCr head and correspondmg polyethylene lmer and 
metal shell. 
00 not re.use ceramic hea&. Even though the cmplant may appear undamaged, it may have small defects and internal stress patterns whrch lead to early farlure of the devrce. 

PRECAUTIONS 
The patient r-rust be advised of the lirnrtatmn of the reconstructron and the need for protection of the knplant from full weight bearing until adequate fixatron and healing have occurred. ExcesSlVe aCthftY 
and trauma affecting the )omt replacement have been implicated with premature farlure of the reconstructton by loosening, fracture and/or wear of the pmsthetrc replants. Loosening of the Components 
can result in mcreased productron of wear panrdes. as well as damage to the bone. makrng successful renscon surgery more drffrwlt. The patient should be advised to report any related pain, decrease in 
range of matron. swellmg. fever, and unusual inudences. 

The patient IS to be cautmned to govern actrwtres and pmtect the replaced joint from unreasonable stresses, and follow the rnstrucbons of the physruao mth respect to follow-up care and treatment. 

The patient is to be warned of surgrcal risks. and made aware of possrble adverse effects. The pallent 1s to be warned that the device does not replace normal healthy bone. and that the Implant 8n 
‘ek or become damaged as a result of strenuous actrvfty or trauma. 

rairzed rnstrurnents are available and must be used to assure the accurate implantatron of prosthettc CompOnents. 

An rmplant should never be reused. While It may appear undamaged, imperfections may exist which would reduce the servce life of the implant. 

While rare tntraoperatrve fracture or breaking of instruments can occur. lnstrumenls birch have experienced extensrve use or excessive force are suscepkble to fracture. Instruments should be eXaMned 
for wear p;ior to surgery. 



The safety and effecbveness of the Ceram~clCeram~c Total tkp System has not been established tn patents wtth the fol lowmg condlttons, or undergomg the fottowtng procedures 
1) funcbonat deformtty, 
2) rawon procedures where other treatments or devtces have fatled, 
3) cemented ftxatton. and, 
4) treatment of nonumon. femoral neck and trochantenc fractures of the proxtmal femur wtth head tnvolvement 

VERSE EFFECTS 
,ease refer to the Adverse Events Table, below, for the operatwe site adverse events reported with the use of this dewce system 

Table 1. Time Course Dtsbfbuffon of O~eroffve We Adverse Events for Ceramic/Ceramic Total HIP System vs. Control Ceramic/Pofvefhdene HIP System Out fo 24 Months Post-Operatively. 

I I I I I I I I I I I I I I I I I I 
TOTAL 1 29 1 7 1 4 1 5 { 45 1: ’ _ ,:I. ,““I 23 1 IO 1 3 1 3 1 39 I:‘,,. I::?/ 28 1 9 1 8 1 7 1 52 1 

Op = intraoperatively: 6 = 6 months; 12 =I2 months; 24 = 24 months postoperative; Tot = total. Table includes all operative site adverse events-device related and 
‘unrelated’. 5% = total number of a particular adverse event reported divtded by number of cases enrolled. * Revistons, included here, were not cncluded among the 
operative site adverse events reported and analyzed by ihe sponsor. However. the adverse events that led to the revtsions were reported and analyzed. The sponsor listed 
and analyzed revisions separately under survwrship. 

General adverse effects reported for any total hip replacement surgery mclude: 
1) Accelerated wear of the arkculating surfaces of acetabular Components has been reported followng total hip replacement. Such wear may be 

imtiated by partrdes of cement, metal. or other debris timh can cause abraston of the arbwtatmg surfaces Acceleraled wear shortens the useful kfe of the prosthesis, and leeds lo early 
revwon surgery to replace the worn prosthettc components 

2) Metattosis and osteotysts may be tmpttcated from wear debris assouated with the use of orthopedic implants 
3) Peripheral neuropethtes have been reported following total fount surgery Subdintcal nerve damage occurs more frequently, possibly the result of surgtcsl treume. 
4) Metal ssns~t~wty reactions in pattents following jomt replacement have been rarely reported. Implantation of foreign matenal in bssues can result m  htstalogrcal 

reaCttons Involving macrophages and ftbroblasts. The dinmel stgmficance of MIS effect is uncertain. as stmtlar changes may occur es a precursor to, or during the healing process. In Some 
cases, wear debris can m~tiete the process of htstrocytic granuloma formation and consequent osteolysis and loosening of the Implant 

5) D~stocetton and subluxation of Implant components can result from improper posttiomng of the components Muscle and fibrous bssue laxtty can also contribute 
to these candrtions 

6) Implants can loosen or mtgrate due to trauma or loss of fixation 
7) Infection can lead to fatlure of the ~otnt replacement 
8) Whtle rare, fatigue fracture of the tmplant cen occur es a result of strenuous actwtty. tmproper akgnment. or duratton of senwe 
9) Fraoture of the femur can occur while press-fltttng (seating) the femoral stem component into the prepared femoral canal 
10) Allergtc reacttons 

lntraoperatwe and early postoperattve compltcabons can include 

:I 
femoral or acetabular perforalmn. or fracture, 
femoral fracture can occur whtle seabng the dewce. 

3) damage to blood vessels. 
41 temporary or permanent nerve damage resultmg tn pam or numbness of the effected Iamb, 
51 undestrabie shortening or lengthemng of the limb, 
6) traumabc arthrosfs of the knee from mtreoperatwe posttronmg of the extremity. 
7) cetdtovaswlar dtsorders mctudmg venous thrombosis, putmona~y embolism. or myocardml inferCkOn. 
-\ gastrointestmal complioebons. 

gemtourtnary complrcet~ons. 
hematoma. 

sf delayed wound heakng. 
12) infectton. 
13) petri. and, 
14) death 
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Late postoperatwa complrcakons can include 
‘1 trochantenc avutw” as a result of excess muscular weakenmg, 

:; 
trochantenc “on-unto” due to rnadequate reattachment and/or early werght bearing, 
aggravated problems of the knee or ankle of the affected kmb or contralateral extremtty by leg length dwrepancy. too much femoral medkalzakon. or muscle 
defruency, 

4) femoral fracture by trauma or exceaawe loadtng, partrwlarty tn the presence of poor bona stock. 
‘\ penartwlar catwftcat~o” or ossrfrcatran with or without fmpedtment to jornt mobtlrty. 

rnadequate range of metro” due to rmproper aalect~o” or posttronmg of components. by femoral rmplngement, and penartrwlar caioficatto”. 
localrzed progresswe bone resorptro” (osteolyars) 

Study Design 
The study was o prospective, multi-center. concurrently controlled clinical inal. A  total of 503 cases (479 patients] were enrolled and randomized into 1 of 2 treatment groups. The 
investigotronal study group received the ceromic/ceromic hrp. and the control group recewed o standard ceromic/polyelhylene hip Patients were followed untri the lost pakent 
implanted ottafned their 2-year evaluation. Study patients consrsted of those who had inflammatory tissue disorders (eg rheumotord orthnta. lupus. etc). osteoarlhntls. post-troumatlc 
arthnffn (secondary arthritis). or ~~o~~ular necrosis, and less than 70 preoperatw Hams HIP Score: and. were condldafes for pnrnory total hrp replacement After fulfWre”t of the onginol 
study enroilment, on additronal 447 ceromr/ceromic dewes were rmplanted in 400 potrents under ‘Confrnued Access’. Safety data for this group IS reported I” the form of adverse 
events in Table I 

Clinical Patient Assessment 
Each patient was evaluated at 6. 12. and 24 month post-operative time rntervals. At each vwt Q  Horns HIP Score and A/P, M/L radrographs were obtorned. Radiographs were evaluated 
by on Independent radrologist. The study endpotnts consisted of a cornpanson of mean HHS scores, complication rates. SUNIVQ~ rates, and radfographfc failure rates (based on 
luce”ckes/migrotion). Success/failure of the study (i.e., of the rnvestigattonal ceramic/ceramic device] was based on comparison of the results of the study endpornts for the two 
treatment groups. Acceptance &terra for success of the ceramic/ceramic hip system reqwed that it would perform within 5 potnts or 5 percentage points of the control hip system for 
each of the study endpoints 

Study Population/Demographics 
A total of 500 procedures were performed on 479 pottents by 17 surgeons at 17 sites I” the ortginol clinical trial. A  total of 250 investigational ceromic/ceramrc devices were implanted 
into 237 patients in the original clinical trtol. Over the some ttme period, 250 control devices were implanted m  242 pottents. Forty-two patients (42) recewed bilateral implants. 12 
recewed investigational devices I” both hips, 9 received control devices m  both hips. and 21 patients recewed 1 rnvestfgotional and 1 control device. The primary analysis mcluded 5 
investigational patients and 8 control potrents who were protocol deviatrons. These patients were analyzed along with the group to which they were originally randomtzed The 42 
brlaterol patients (84 cases) were not included I” the efficacy analysts for comparison of meon HHS scores. The bilateral HHS data was reported and analyzed separately. however The 
bilateral patients/cases were included in the overall analysis of adverse events. device survival. and radiographic forlurerotes. 

*includes btlaferol cases. Study = Ceramic/Ceromlc. Control = CeramuYPoiyethylene 

‘wice Accountability 
ne course drstnbution of device accountabilrty at each follow-up interval out to 2 years is provided in Table 3 

Theorettcal Follow-Up (TFU) = theoretical number of cases available for follow-up; Expected Follow-Up (EFU) = TFU minus deaths and revisions; Actual Follow-Up (AFU) = cases 
that had clinical data avarIable at specified follow-up interval; Lost to Follow-Up (LTFU) = EFU minus AFU: AFU (%I = AFU / EFU: * includes 2 yeor or next avadoble evaluot~on (3 
or 4 year): n = number of cases: A  cumulative from previous follow-up interval: table includes btloterol cases and protocol deviations 

Safety and Effectiveness Data 
Cttnical testing was performed to determine if the ceramic/ceramic device was OS safe and effective as the control devfce. Effectweness was assessed using the Hams Htp Score. Safety 
was assessed according to complications, surv~vol of the devices, and radiographic analyses. Predetermtned acceptance cntera were established for each endpoint. The two 
treatment groups: mvesttgational [ceramic liners) and control (potyethylene liners) were compared based on the acceptance criteria that the ceromtc/ceram!c hip system would 
perform within 5 potnts or 5 percentage points for each endpoint [6 percentage points for complications) 

The results of the study, presented in Table 4, show that the study success criteria establrshed to demonstrate tne safety and effectweness of the ceromc/ceromlc hip system 0s 
compared to the control total hip system, were met. There were no increased rtsks associated wtth the ceramic Insert The study showed both treatment groups to be equivalent All 
scores and percentages reflect the outcome ot the 2-year evaluokon or if o particular patient missed then Z-yeor evoluotron. the next annual evaluation was used. There were no 
radlographrc foWes: therefore, the percentages ore not indicated in the following table 

Does not include continued access data. only data from the original study population. * Includes uniloterol potrents only [le. 186 study and 183 control). all other caiegones 
rnciude bilateral potrents/devices. ** lack of revtsion or removal. #lack of specified radrolucenctes and migratron 



STERILIZATION 
Unless opened or damaged, components are suppled sterile I” triple peel pouches or double blister trays. Check all packagIng for punctures or other damage. Stenkzatlon of components IS by gamma 
radiation to achteve a Slenllty Assurance Level (SAL) of 10e6. When remowng the Implant. appropriate aseptlc procedures must be observed. The Outer barrier and as apprOpnate. the middle barrier may 
be opened by non-aseptlc personnel, The Inner bamer must be retrieved by asepttc personnel and the implant must not come to contact wth any oblects that might damage the surface. 
Warning: Do not autoclave any ceramic components or ceramic heads. 

WARNING: Protect all machined taDers, coatings and polished surfaces Standard cleaning procedures cannot be relied won to remove contamination from plasma coatmq 

R:gamma radiation min.25 kGy 

For further information regarding the use of the ENCORE@ Ceramic I Ceramic Acetabular components, contact your ENCORE@ representative or distributor. 
ENCORE MEDICAL, L.P., 9800 Metric Blvd., Austin, TX 78758 USA (Made in the USA) 
FOUNDATION@, LINEAR@, KEYSTONE? are registered tidemarks of Encore Medical Corporation, Austin, TX 78758 USA or its affiliates. 

0400-0082 



PATIENT LABELING FOR THE CERAMIC/CERAMIC TOTAL HIP SYSTEM 

Table of Contents 

What is the Ceramic/Ceramic Total Hip System ............................................................ .I 
What is the purpose of the device? ................................................................................. 1 
What are the definitions for the above-mentioned conditions? ....................................... 2 
What are the contraindications of this device?. .............................................................. .2 
What are the benefits and risks of using this device? ..................................................... 3 
What procedure will the surgeon follow?. ....................................................................... .4 
What will I have to do before my surgery? ..................................................................... .4 
What are the expectations after my surgery?. ................................................................ .4 
Are there any other devices and procedures that I could choose’J ................................... 5 
GLOSSARY OF TERMS ................................................................................................. 6 
Printing Date .................................................................................................................... 7 

What is the Ceramic/Ceramic Total Hip System? 

The Ceramic/Ceramic Total Hip System is an artificial hip joint made up of the following 
parts: a ceramic (alumina) ball, a ceramic (alumina) liner that fits into a metal shell; and 
a compatible metal hip stem that is used with these parts. 

What is the purpose of the device? 

The Ceramic/Ceramic Hip System is indicated for use in total hip joint replacement for the 
reduction or relief of pain and/or improvement in function. The device may be used in the 
treatment of the following conditions: inflammatory tissue disorders and non-inflammatory 
degenerative joint disease, including osteoarthritis, post-traumatic arthritis (secondary 
arthritis), and avascular necrosis. 

. 



What are the definitions for the above-mentioned conditions? 

Inflammatory tissue disorders - These disorders (like rheumatoid arthritis) cause the lining 
covering the joints, referred to as the synovium, to become thickened and inflamed. These 
conditions allow too much synovial fluid within the joint space causing a chronic 
inflammation that damages the cartilage. This damage results in cartilage loss, pain and 
stiffness. 

Non-lnflammatorv degenerative joint disease - Is a condition that is caused by the 
breakdown and eventual loss of the cartilage of one or more joints. Cartilage is a protein 
substance that serves as a “cushion” between the bones of the joints. Non-inflammatory 
degenerative joint disease includes the following three conditions listed below: 

Osteoarthritis - This is often referred to as degenerative arthritis because it is a ‘wearing 
out” condition involving the breakdown of cartilage and bones. When the cartilage breaks 
down, the bones rub against each other, resulting in pain and stiffness. 

Post-traumatic arthritis (secondan/ arthritis) - This type of arthritis causes inflammation 
of a joint resulting from an injury. The symptoms of this condition include: breakdown of 
the bone and rubbery tissue, bleeding in the joint space, increased thickness of the 
bone, flattening of the joint surface, cartilage separation from the underlying bone, and 
wearing away (erosion) of the bone. 

Avascular Necrosis - This condition results from a loss of blood supply to the hip bones, 
which can lead to necrosis in portions of these bones. Without a proper supply of blood 
the bone’s structure weakens and may collapse damaging the cartilage. 

What are the contraindications of this device? 

Reasons for not using this device may include: 

1. 
2. 

3. 
4. 
5. 

6. 

7. 

8. 

9. 

An infection exists in the hip, 
There are remote centers of infection that may be spread through the blood 
supply to the actual implant site, 
Rapid joint destruction or bone loss is seen on multiple X-rays, 
The patient‘s bones are still growing, 
Patients muscles may be too weak to work properly (e.g., loss of function, 
fusion, or poor skin coverage around the hip joint), 
The patient has weak bones from various causes (e.g., metabolic disorders 
such as Osteoporosis, Paget’s disease, and Osteomalacia), which may 
prevent adequate support for the device. 
The patient is unable or unwilling to follow proper procedures after joint 
replacement, 
The patient weighs too much for implanted device to support the patient’s full 
body weight, or 
The patient is allergic to the implant materials. 



What are the benefits and risks of using this device? 

The potential benefits of using the Ceramic/Ceramic Total Hip replacement are the relief of 
pain and the improved function of your hip joint. 

A two year clinical study to evaluate the Ceramic/Ceramic Total Hip System found it to be 
comparable, in terms of safety and effectiveness, to a marketed ceramic and plastic hip 
system. The study followed 479 patients who met the indications for use identified above. 
Two hundred and thirty seven (237) patients were implanted with the Ceramic/Ceramic Hip, 
and 242 were implanted with the ceramic/plastic hip. Evaluation of safety and 
effectiveness included comparisons of complications, x-ray results, survivorship (i.e., was 
the device still in place), function, and pain relief. There were complications reported but 
they were consistent with a marketed total hip replacement system. All patients had 
successful x-ray results, and 99.6% of the patients still had their device in place two years 
after surgery. 

There is a risk that this device may not restore the hip to a condition of a normal healthy 
person. Activities after implanting the artificial hip may be somewhat limited. 

With any surgery there are risks and complications that can arise during and after surgery. 
For example there may be problems with the anesthesia, development of an infection, 
hematoma, or hemorrhage. 

Possible risks and complications associated with any total hip surgery, listed in order of 
severity, may include: 
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death, 

myocardial infarction, 

the development of blood clots that may dislodge and cause decreased blood flow to the 
lungs (pulmonary embolism), 

deep vein thrombosis, 

allergic reactions, 

nerve injury, (e.g., numbness or pain), 

not being able to urinate due to pain and/or inflammation, 

swelling that continues, 

fracture of the implant, 

fracture of the bone, 

revision of the implant, 

non-union of implant and bone, 

changing position of the implant, 



* dislocation of the implant, 

0 unequal leg lengths, 
0 muscle weakness 
. aggravated problems in the joints of the affected limb, opposite limb, or back due to 

unequal leg lengths or muscle weakness, 

+ decreased range of motion, 

0 local bone resorption, 

0 heterotopic bone formation, 

0 bursitis, 

* tendonitis, 
. cellulitis, 

0 pain 

Use of the ceramic liner includes the risks of the implant changing position, or the liner 
separating from the metal shell portion of the artificial socket. Also, there may be 
excessive wearing of the ceramic material, causing joint loosening and impairment of 
function. 

The above list of risks may not be complete, and any or all risks are possible. If 
complications occur, you may require further hip surgery. 

What procedure will the surgeon follow? 

Your doctor has determined that you might benefit from a surgical procedure that replaces 
the hip joint with artificial parts. In this procedure, your surgeon will remove the ball portion 
(femoral head) of your hip and replace it with a new ceramic ball. The ball part of your new 
hip is attached to a long metal stem that allows your surgeon to place it firmly in the thigh 
bone. Your surgeon will replace the socket part (acetabulum) of your hip with a new one 
that fits with the new ceramic ball. The new socket is made up of the ceramic liner and 
metal shell. 

What will I have to do before my surgery? 

You will have to have routine pre-surgical tests and procedures before your replacement 
hip surgery, including blood tests and X-rays. Your surgeon will perform your hip surgery 
and take care of you throughout your surgery and healing period after surgery. The 
surgical procedure for this hip replacement is similar to any other hip replacement. 

What are the expectations after my surgery? 

You will experience discomfort following the hip surgery and the necessary rehabilitation 
There are limits to what you can do after you receive your new hip replacement. Following 
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the surgery, you may need to use a walker, crutches, or a cane for up to three (3) months, 
depending upon the speed of your recovery. Your surgeon will tell you when and how 
much weight you should place on your new hip. After your operation, you will need 
physical therapy. It will not differ from other hip replacement rehabilitation. Please follow 
your surgeon’s post surgery directions carefully. This will help speed your proper recovery 
during the rehabilitation period. Your surgeon will schedule the number of postoperative 
visits based on your ability to heal. At each visit your surgeon will examine you and ask for 
X-rays of your implant. 

After healing has occurred, you may not be able to do the activities you did prior to your 
surgery (such as playing sports or heavy physical work). The device does not replace 
normal healthy bone. Your new hip can break or become damaged as a result of 
strenuous activity, trauma, or even normal use. An artificial hip has a limited expected 
service life, and may need to be replaced at some time in the future. Unexpected injury to 
the hip can cause broken bones, implant loosening, or wear of the implants. 

You should contact your doctor immediately if you experience any of the following: 

0 excessive pain (pain that limits and or prevents normal activity), 

0 decrease in range of motion (post surgical range of motion will be limited; 
however, range of motion should increase as rehabilitation progresses. If during 
or after rehabilitation range of motion decreases, your doctor should be 
contacted.), 

e swelling, or 

0 fever. 

Are there any other devices and procedures that I could choose? 

You could elect not to have surgery and choose a non-surgical method of treatment of 
reduced activity and medicine. You could elect to have a total hip replacement with 
another commercially available implant or implant part. Choices available to you 
include a metal femoral head and a plastic liner (metal/plastic), a metal femoral head 
and a metal liner (metal/metal), or a ceramic femoral head and plastic liner 
(ceramic/plastic). Other alternative operations may be available to you, including fusion 
of the hip joint. Please talk to your orthopedic doctor about these and qther options. 
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GLOSSARY OF TER 

Bursitis - inflammation of the bursa, a pad like sac or cavity found in the joint area and 
acts as a lubricant to the joints. 

Cartilage - rubbery type of tissue that pads the joints 

Cellulitis - inflammation of the skin around the hip due to infection 

Deep vein thrombosis - the development of a blood clot in the vascular system 

Dislocation - the ball at the top of the thighbone (the femoral head) is not stable within 
the ceramic insert 

Fusion -joining together 

Hematoma - collection of blood under the skin 

Hemorrhage - bleeding 

Heterotopic bone - formation of bone in areas in which bone is not intended to form 
Inflammation - swelling, redness, and pain in tissues 

Local bone resorption -the deterioration of bone affected by the surgery 

Myocardial infarction - changes that occur to the heart muscle due to the lack of 
circulating blood (i.e., heart attack) 

Necrosis - cell death 

Non-union -the bone does not grow into the artificial device possibly leading to 
loosening 

Osteomalacia - Softening of bone, particularly in the sense of bone weakened by 
demineralization (the loss of mineral) and most notably by the depletion of calcium from 
bone 

Osteoporosis - Thinning of the bones with reduction in bone mass due to depletion of 
calcium and bone protein 

Paget’s disease - A chronic bone disorder that typically results in enlarged, deformed 
bones due to excessive breakdown and formation of bone tissue that can cause bones 
to weaken and may result in bone pain, arthritis, deformities or fractures 

Revision - removal of the man-made devices 
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Printing Date 


