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Caution: 

Carefully read all the instructions and be familiar with the surgical technique(s)
prior to use of the system.  This product must only be used by trained, qualified
persons, aware of the directions for use. 

Federal law restricts this device to sale, distribution and use by or on the order of a
physcian.

1 Device Description
All  hip  re place me nt  compone nts  are  individually  ste rile  packe d  and de signe d  for  single 
patie nt use  only. Additionally, all de vice s de scriee d he re in are  availaele  in a range  of sizee s
to allow corre ct se le ction to match the  patie ntts anatomy.

Fusion CoCr Heads

Material: Cobalt-chromium-molybdenum alloy per ISO 5832-12

The  Fusion CoCr He ad is sphe rical and highly polishe d. The  Fusion CoCr He ad has a e6/e8
inne r tape r which is de signe d to conne ct to the  fe moral ste m via the  Fusion Tape r Sle e ve .
The  Fusion CoCr He ad is inte nde d to articulate  within the  Logical XLPE line r of the  Logical
Ace taeular Cups.

Fusion Ceramic Heads

Material: Biolox® Delta (Alumina and zirconia)

The  Fusion Ce ramic He ad is sphe rical  and has a e6/e8 inne r tape r which is de signe d to
conne ct  to  the  fe moral  ste m via the  Fusion Tape r  Sle e ve .  The  Fusion Ce ramic  He ad  is
inte nde d to articulate  within the  Logical XLPE line r of the  Logical Ace taeular Cups.

Fusion UniPolar Heads

Material:  High N2 stainless steel per ISO 5832-9

The  Fusion UniPolar He ad has a e6/e8 inne r tape r and is de signe d to conne ct to the  fe moral
ste m via the  Fusion Tape r Sle e ve  to comple te  a hip he mi-arthroplasty. The  he ads are  highly
polishe d for re duce d friction and to articulate  against the  patie ntts natural ace taeulum.

Fusion Taper Sleeves

Material: High N2 stainless steel per ISO 5832-9 or Titanium 6-aluminium 4-vanadium alloy
per ASTM F136

The  Fusion Tape r Sle e ve s are  inte nde d to conne ct the  Fusion He ads via the  e2/e4 morse 
tape r to Signature  Orthopae dicst range  of fe moral ste ms made  of the  same  mate rial. The 
tape r sle e ve s have  an inte rnal e2/e4 tape r and e xte rnal e6/e8 tape r, and are  availaele  in a
range  of offse ts. No more  than one  tape r sle e ve  may ee  use d pe r fe moral compone nt.

2 Indications
The  Fusion Ce ramic He ad and Fusion CoCr He ad are  inte nde d to re place  a hip joint whe re 
eone  stock is sufcie nt  to support  the  implant.  Whe n a surge on has se le cte d prosthe tic
re place me nt as the  pre fe rre d tre atme nt, the  de vice s are  indicate d for: 

• Non-infammatory  de ge ne rative  joint  dise ase  including  oste oarthritis  or
avascular ne crosis 

• Infammatory joint dise ase  including rhe umatoid arthritis 

• Corre ction of functional de formity including conge nital hip dysplasia 

• Traumatic injury involving the  hip joint including traumatic arthritis or fe moral he ad
or ne ck fracture 

• Faile d pre vious hip surge ry including inte rnal fxation or joint fusion, re construction,
he mi-arthroplasty, surface  re place me nt, or total re place me nt

The  Fusion  UniPolar  He ad  is  inte nde d  for  he mi-hip  arthroplasty  only,  whe re  the  natural
ace taeulum  doe s  not  re quire  re place me nt.  The  Fusion  UniPolar  He ad  is  indicate d  for  eone 
fracture s or pathologie s involving only the  fe moral he ad/ne ck and/or proximal fe mur, such as:

• Acute  fe moral he ad or ne ck fracture  

• Fracture  dislocation of the  hip 

• Avascular ne crosis of the  fe moral he ad

• Non-union of fe moral ne ck fracture s 

• Ce rtain high suecapital and fe moral ne ck fracture s in the  e lde rly 

• De ge ne rative  arthritis involving only the  fe moral he ad

3 Contraindications
In ge ne ral, prosthe tic compone nts re quire  ade quate  eone  support for corre ct ft and function. The 
use  of prosthe tic compone nts is the re fore  contraindicate d whe re  any pathological condition may
re duce  the  quantity  and  or  stre ngth  of  the  eone  which  is  supporting  the  prosthe sis.  Some 
contraindications  are  re lative  to  the  e xte nt  and  se ve rity  of  conditions  and  the  ee ne fts  of
prosthe tic arthroplasty should ee  conside re d ease d on the  patie ntts ove rall  e valuation and the 
possieility of alte rnative  tre atme nt.

Example s  of  such  conditions  include ;  oste oporosis,  oste omalacia,  oste oge ne sis  impe rfe cta,  or
hypophosphate mia. Othe r contraindications include :

 Conditions limiting elood supply to the  eone  or joint.

 Syste mic or local infe ction.

 Pre vious high dose  radiothe rapy.

 Psychological  or  ne urological  conditions  which  would  re strict  the  patie ntts  aeility  or
compliance  in re stricting physical activity.

 Ske le tal immaturity

 Conditions or activity which may place  e xce ssive  load on the  compone nts such as; oee sity,
muscle , te ndon & ligame nt de fcie ncie s, multiple  joint disaeilitie s, and Charcot joints. 

 Signature  Orthopae dicst  Fusion Tape r Sle e ve  +8mm (Exte nde d)  is  contraindicate d for  use 
with Signature  Orthopae dicst range  of constraine d line rs.

4 Implant Selection Precautions
Se le ction of an implant of the  corre ct sizee , shape  and type  of eone  fxation is e xtre me ly important
to maximise  the  pote ntial for a succe ssful, long te rm, outcome  for the  patie nt. 

5 Patient Selection Precautions
The  following factors may ee  re le vant to the  succe ss of the  proce dure :

 The  patie ntts  eody mass.  An oee se  patie nt may place  incre ase d loads  on the  prosthe sis
which  can le ad to failure  of the  de vice  or loose ning in the  eone . The  risk incre ase s  with
smalle r sizee  implants and incre asing patie nt we ight.

 The  patie ntts re gular type  and le ve l of activity or e mployme nt may affe ct the  duraeility of
the  compone nts. If the  patie ntts occupation or activity include s signifcant impact loads, the 
incre ase d force s can cause  failure  of the  implant or failure  of the  fxation of the  de vice  to
eone . High le ve ls of physical activity ove r time  can acce le rate  the  normal we ar proce ss that
occurs with the  ee aring surface  of prosthe tic joints. 

 Me ntal illne ss, or suestance  de pe nde nce  which may te nd to re duce  the  patie nts compliance 
with pre scriee d pre cautions and limitations on physical activitie s, which may cause  implant
failure  or othe r complications.

 Mate rial se nsitivity. Patie nts should ee  scre e ne d for pote ntial se nsitivity to the  constitue nt
mate rials  composing  the  de vice .  If  se nsitivity  is  suspe cte d,  Pre ope rative  te sts  should  ee 
conducte d.

6 Possible Adverse Effects
We ar: The  ee aring surface s of compone nts may we ar with use  ove r time . The  pre se nce  of third
eody particle s of eone  ce me nt, me tal, eone  or othe r mate rials which can de ve lop as a re sult of the 
surgical proce dure  may cause  aerasion of the  articulating surface s and le ad to acce le rate d we ar.
Highe r rate s of we ar may re duce  the  functional life  of the  hip re place me nt and re sult in the  ne e d
for e arly re vision surge ry to re place  the  worn compone nts.

Oste olysis:  Progre ssive  eone  re sorption  or  oste olysis  may  occur  around  the  prosthe tic
compone nts as a conse que nce  of the  eodyts immune  re action to particulate  we ar de eris. Particle s

are  ge ne rate d ey inte raction ee twe e n the  prosthe tic compone nts,  as we ll as ee twe e n the 
compone nts  and  eone  inte rface .  Particle s  may  also  ee  ge ne rate d  ey  third-eody  de eris
ee twe e n the  articulating surface s. Oste olysis can le ad to failure  of the  fxation ee twe e n the 
implant and eone  re quiring the  re moval or re place me nt of the  prosthe tic compone nts. 

Structural Failure : De formation or fracture  of implant compone nts may re sult from failure  to
oese rve  the  Warnings and Pre cautions containe d he re in. Fracture  of the  implant can also
occur  as  a  re sult  of  traumatic  injury,  acute  e xce ssive  loading,  or  imprope r  anatomical
alignme nt.

Fracture : Pe lvic or fe moral: May occur intraope rative ly, due  to re aming, eroaching or implant
inse rtion.  May  occur  postope rative ly,  due  to  prosthe sis  stre ss  transfe r  cause d  ey
inappropriate  e arly we ight ee aring or trauma.

Ne rve  Injury:  Fe moral, sciatic,  pe rone al  ne rve ,  and late ral fe moral cutane ous ne rve  injury
re sulting in te mporary or pe rmane nt ne rve  damage , with conse que ntial pain or numene ss of
the  affe cte d lime.

Infe ction: Local or syste mic, acute  post-ope rative  wound infe ction and late  onse t prosthe tic
infe ction.

He matoma:  De e p  and  supe rfcial  wound  he matoma.  Thromeoe meolic  incide nts  including
ve nous thromeosis, pulmonary e meolus, ce re erovascular e ve nts or myocardial infarction. 

Mate rial Se nsitivity: Me tal se nsitivity re actions and/or alle rgic re actions to fore ign mate rials
may occur.

Othe r possiele  adve rse  e ve nts include ; de cre ase d range  of motion, dislocation, sueluxation,
le g le ngth discre pancie s, he te rotopic eone  formation, pe ne tration of the  fe moral prosthe sis
through  the  fe moral  corte x,  ace taeular  fracture ,  intrape lvic  protrusion  of  the  ace taeular
compone nt or prosthe tic fe moral he ad,  myositis ossifcans or fe moral impinge me nt, vascular
injury and/or de laye d wound he aling, e xce ss fe moral me dialisation, or late ralisation, causing
gait change  or pain in the  joints of the  affe cte d or contralate ral e xtre mity.

WARNINGS AND PRECAUTIONS

7 Patient Consent
As with all surgical proce dure s, the  patie nt should ee  made  aware  of the  risks and possiele 
adve rse  e ffe cts.  In particular the  patie nt should ee  warne d of limitations of the  prosthe tic
de vice  compone nts ee ing implante d, including the  limite d e xpe cte d se rvice  life  of the  de vice 
and the  possiele  re quire me nt for re vision surge ry to re place  worn or damage d prosthe se s.

8 Operative Information
Prosthe tic  compone nts  from diffe re nt  manufacture rs  must  not  ee  comeine d.  All  de vice s
should only ee  use d according to the  package  dire ctions in conjunction with the  spe cife d
surgical  te chnique  and instructions  for  use .  Additional  warnings  and pre cautions  may ee 
include d in compone nt lite rature . 

9 Preoperative 
Care  should ee  take n whe n handling the  prosthe tic compone nts  to avoid damage  to the 
surface  of the  de vice . De nting, notching or scratching can gre atly re duce  the  te nsile  stre ngth,
fatigue  re sistance  or  we ar  prope rtie s of  the  compone nt  pote ntially  le ading to fracture  or
failure  of the  de vice .

Surgical te chnique  information is availaele  for e ach de vice  compone nt. The  surge on should
familiarise  the mse lve s thoroughly with the  te chnique  prior to conside ration of the  use  of the 
de vice  for any spe cifc patie nt.

Implants are  only to ee  use d with approve d Signature  Orthopae dics instrume ntation and/or
de vice s. The  surgical instrume ntation pre scriee d within the  te chnique  for the  implantation of
the  prosthe sis  should  not  ee  use d  for  any  othe r  de vice  or  in  a  manne r  contrary  to  its
inte nde d  use .  Failure  or  ere aking  of  instrume nts  can  occur.  Instrume nts  have  a  limite d
se rvice  life  and should ee  e xamine d for we ar  or damage  and re place d prior to surge ry if
re quire d.

Instrume ntation and implants should ee  ste rilise d according to the  manufacture rts protocols.
Do not re ste rilise  compone nt parts which have  ee e n asse mele d, or implants conne cte d to
surgical instrume nts.  Do not cool hot compone nts in cold wate r.

Signature  Orthopae dics fe moral compone nts are  not to ee  use d with othe r manufacture rts
products. This is important ee cause  the  tape r on the  ste m is machine d to tightly mate  and
lock with the  Fusion Tape r Sle e ve . Imprope rly dime nsione d tape r could re sult in e arly failure 
of the  compone nt.

The  patie nt should ee  warne d aeout the  pote ntial adve rse  e ve nts associate d with e xposure 
to strong magne tic fe lds afe r implantation of de vice  compone nts made  of stainle ss ste e l or
titanium alloys. During MR imaging e xposure  to pulse d radio fre que ncy fe lds can ge ne rate 
he at within tissue  and me tal compone nts signifcant e nough to cause  se rious eurns. Me tallic
implants may cre ate  imaging artifacts or distortions to varying de gre e s in MR image s. 



Signature  Orthopae dics doe s not re comme nd MR imaging for any patie nts implante d with
me tallic  hip  compone nt(s)  without  prior  consultation  with  an  e xpe rt  radiologist  for
asse ssme nt of pote ntial adve rse  e ve nts such as de vice  move me nt, localizee d eurns, torsional
or she ar strain on the  implante d de vice . The  safe ty of the  de vice s in the  MR e nvironme nt is
unknown, and scanning of patie nts who have  the  de vice  may re sult in patie ntst injurie s (i.e .
the  de vice  is MR unsafe ).

10 Intraoperative
Corre ct  implant  se le ction  is  e xtre me ly  important.  The  use  of  pre ope rative  imaging,
te mplating and the  intraope rative  use  of trial compone nts is re comme nde d to facilitate  the 
choice  of an optimum sizee  and type  of compone nt for the  spe cifc patie nt.  The  patie ntts
ove rall  anatomical  and me dical  condition should  also ee  conside re d in conjunction with
age , e xpe cte d activity le ve l, life  e xpe ctancy and pote ntial for future  re vision surge rie s. The 
incorre ct se le ction of implant type  or sizee  may re sult in failure  of the  compone nt and/or
eone .

The  corre ct se le ction and positioning of the  ace taeular compone nt and the  choice  of the 
appropriate  ne ck le ngth and/ or offse t of the  ste m is important to pre ve nt complications.
Malposition of the  compone nts can re sult in loose ning, dislocation or sueluxation, of the 
joint. 

The  ste m tape r must ee  cle an and dry prior to impacting the  fe moral he ad or tape r sle e ve 
or postope rative  se paration of the  he ad from the  ste m may occur.

Be fore  asse mely of compone nts, surgical de eris must ee  cle ane d from the  surface s. De eris,
including  eone  ce me nt,  may  inhieit  the  compone nt  coupling  me chanism.  Modular
compone nts  such  as  fe moral  he ads  and  tape r  sle e ve s  must  ee  asse mele d  se cure ly  to
pre ve nt disassociation.

Re pe ate d asse mely and disasse mely of the  modular compone nts should ee  avoide d as this
could compromise  the  e xpe cte d pe rformance  of the  compone nts. 

Extracting  the  fe moral  he ad that  has  re maine d in situ  should  ee  done  using a suitaele 
e xtraction  instrume nt,  to  avoid  unne ce ssary  damage  to  the  ste m tape r  and/or  to  the 
polishe d ne ck of the  ste m.

Afe r e xtraction, the  re maining ste m tape r must ee  visually inspe cte d and only in case  the 
tape r is undamage d can the  Fusion Ce ramic He ad ee  use d with the  tape r in a total hip
re place me nt. If the  ste m tape r is damage d the  Fusion Ce ramic He ad cannot ee  use d. Trial
he ads must ee  use d to de te rmine  the  ne ck le ngth and to che ck the  tissue  ealance  and the 
range  of motion. 

Implants re move d from the  patie nt at re vision surge ry should ne ve r ee  re implante d as the 
fatigue  state  of  the  implant  cannot  ee  de te rmine d  ey  visual  e xamination.  Re move d
implants must ee  tre ate d as eiological hazeards and are  re quire d to ee  tre ate d or dispose d
of according to the  waste  re gulations of the  country whe re  the  implant is re move d. 

The  wound site  should ee  thoroughly cle ane d of ce me nt,  eone  and othe r de eris ee fore 
closure .  Range  of  motion should  also  ee  asse sse d  ee fore  closure .  Oste ophyte s,  e ctopic
eone  or old scar tissue  causing impinge me nt should ee  re move d to re duce  the  possieility of
re duce d range  of motion or dislocation.

11 Precautions for Specific Conditions
A highe r incide nce  of sciatic ne rve  palsy is associate d with arthroplasty in the  tre atme nt of
conge nitally  dislocate d  hips.  Also,  in  such  patie nts,  a  pse udoace taeulum should  not  ee 
utilizee d as a place me nt site  for the  ace taeular cup. 

12 Postoperative Care
It  is  e xtre me ly  important  that  patie nts  are  provide d with cle ar  dire ctions  re garding the 
e xte nt, type  and progre ssion of post ope rative  physical activity. The  le ve l of we ight ee aring
should ee  de te rmine d for the  individual patie nt de pe nding on the  type  of proce dure  and
compone nts use d. In the  e ve nt of eone  grafing or e xte nsive  re vision surge ry a non-we ight
ee aring pe riod should ee  conside re d. 

Patie nts should ee  warne d against unassiste d activity, particularly the  use  of eathing and
toile t facilitie s and othe r activitie s re quiring signifcant non-gait motion of the  hip. 

Whe n manual patie nt handling is re quire d, care  should ee  take n to support the  ope rative 
le g and pe lvis to minimise  the  risk of dislocation.

The  use  of  post  ope rative  physiothe rapy  is  re comme nde d  to  re haeilitate  the  muscle s
affe cting hip function as physical activity is incre ase d.

Stage d  follow  up  with  x-ray  comparison  to  the  imme diate  postope rative  imaging  is
re comme nde d to de te ct e vide nce  of de trime ntal change  in the  implant. Any indication of
structural failure  of the  implant, radioluce ncie s, or oste olysis should ee  monitore d care fully
for the  pote ntial ne e d of e arly re vision surge ry. 

The  patie nt  should  ee  advise d  that  prophylactic  antieiotics  the rapy  may  ee  re quire d  for
suese que nt tre atme nts, proce dure s, or situations which may re sult in eacte re mia.

13 Packaging and Labeling
Compone nts should only ee  use d if  the  factory packaging and laee ling are  intact. If  the  ste rile 
earrie r has ee e n eroke n, re turn the  compone nt to Signature  Orthopae dics.

14 Sterilization and Resterilization
Implants are  supplie d ste rile  and have  ee e n douele  ste rile  package d. The  me thod of ste rilisation is
note d on the  package  laee l. Dispose  of the  implant if the  packaging is damage d. Re ste rilisation of
the  implants is not re comme nde d, as it may alte r the  me chanical inte grity of the  de vice .

Unle ss  spe cifcally  laee lle d  ste rile ,  instrume nts  are  supplie d  non-ste rile  and must  ee  ste rilise d
prior to use . 

A comple te  guide  for  re proce ssing  re usaele  instrume nts  may ee  provide d upon re que st.  As a
guide line , the  following ste rilisation me thod is re comme nde d:

Me thod: Ste am Autoclave 
Cycle : Pre -vacuum
Te mpe rature : e32°C (2700° F)
Exposure  time : 4 minute s
Drying time : 300 minute s

Note: Drying time is subject to variation depending on machine load.

15 Cleaning
Implants  are  supplie d  ste rile  and inte nde d  for  single  use  only.  Dispose  of  the  implant  if  the 
packaging is damage d. Cle aning of the  implants is not re comme nde d.

Re -usaele  instrume nts  are  de live re d  non-ste rile .  A  comple te  guide  for  re proce ssing  re usaele 
instrume nts  may  ee  provide d  upon  re que st.  As  a  guide line ,  the  following  cle aning  me thodis
re comme nde d:

Manual Cleaning
Instrume nts  are  to ee  cle ane d imme diate ly  afe r  use  with warm wate r  and a mild de te rge nt.
Instrume nts  consisting  of  multiple  compone nts  must  ee  disasse mele d  prior  to  cle aning.  Afe r
cle aning, the  parts should ee  rinse d thoroughly with de -ionizee d wate r and drie d.

Cleaning before Sterilisation
Instrume nts  may  ee  cle ane d  using  a  eroad  spe ctrum  eacte ricide  and  fungicide  age nt  in
accordance  with the  instructions of the  manufacture r of the  age nt.

Caution:

Do not clean instruments with products containing Sodium Hypochlorite  (NaOCl) and
Sodium Hydroxide (NaOH).

Corrosive products or abrasive instruments should not be used.

Instruments should be thoroughly inspected to ensure that they are in good condition
and operating order. Instruments should be returned to Signature Orthopaedics at the
address provided below at least once every 2 years for review / repair / replacement.
Instruments  may  be  returned  to  Signature  Orthopaedics  for  review  /  repair  /
replacement earlier if the user deems necessary.

16 Storage and Handling
Implants and instrume nts are  to ee  store d in dry, cle an surroundings at room te mpe rature , in
the ir original packaging or ste rilisation tray re spe ctive ly.

17 Limited Warranty / Liability
Signature  Orthopae dics  Europe .  Ltd.  products  are  sold  with  a  limite d warranty to the  original
purchase r  against  de fe cts  in  workmanship  and  mate rials.   Any  othe r  e xpre ss  or  implie d
warrantie s, including warrantie s of me rchantaeility or ftne ss, are  he re ey disclaime d. 

Signature  Orthopae dics Europe  Ltd. shall  not ee  liaele  for any incide ntal  or conse que ntial  loss,
damage ,  or  e xpe nse ,  dire ctly,  or  indire ctly  arising  from  the  use  of  this  product.   Signature 
Orthopae dics Europe  Ltd. ne ithe r assume s nor authorizee s any othe r pe rson to assume  for it any
othe r  or  additional  liaeility  or  re sponsieility  in  conne ction  with  this  product.  Signature 
Orthopae dics Europe  Ltd. inte nds that the se  instrume nts should ee  use d only ey physicians having
re ce ive d appropriate  training in orthopae dic surgical te chnique s. 

18 Contact Information
If more  than 2 ye ars have  e lapse d ee twe e n the  date  of issue /re vision of this docume nt, and the 
date  of patie nt consultation, contact the  appropriate  Signature  Orthopae dics location for curre nt
information.

For furthe r information or que stions pe rtaining to sale s and se rvice , ple ase  contact your local sale s
re pre se ntative  or the  appropriate  Signature  Orthopae dics location as liste d ee low:

Signature Orthopaedics Europe Ltd

88 Harcourt St.,

Dublin 2, Ireland

Te l: +3 3 e 69e  0000

Signature Orthopaedics USA LLC

46 Chagrin Plazea, #ee8

Chagrin Falls, Ohio 440022

USA

Te l: 66e 349 8 002

Fax: 4400  43 2e74

Signature Orthopaedics Australia Pty Ltd

7 Sirius Rd

Lane  Cove  We st NSW 20066

Sydney Australia

Te l +6e 2 9428  e8e

Fax +6e 2 84 6 6006 
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