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Key Takeaways

* No single bearing surface meets the needs of all patients

* Not all metal-on-metal products are the same and each
should be evaluated on its own merits

« ULTAMET Metal-on-Metal Articulation is performing
consistent with or better than other metal-on-metal
products: 4 to 4.5% cumulative revision rate (CCR) at five
years, regardless of head size



Metal-on-Metal Bearings: Designed to
Reduce Revision Rates in Younger Patients

Osteoarthrosis Osteoarthrosis
Male Patiznts Younger than 55 Female Patients Younger than 55
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Intended Benefits of ULTAMET MoM

 Low wear rates
* Increased stability to reduce postoperative dislocation
* Increased range of motion

« Reduced risk of liner chipping or fracture sometimes
seen with ceramic heads

Modular Acetabular Cups Generally
 Intra-operative flexibility

« Ease of revision of modular cups (liner exchange)
* Adjunct fixation options (screws)
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Not all MoM Articulations Are Comparable
(Head sizes >32mm)
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ULTAMET Metal lon Data (Median Values)

ULTAMET MoM Chromium Levels in Different Centres
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Summary of Survival Results at 5 and 7
Years from Multiple Sources

Syr KM 7yr KM

Survival % | Survival %
Reference N (95% CI) (95% CI)
UK NJR Supplier Feedback May 2012 download 055 920
ULTAMET MOM 12449 (95.05, 95.96) | (90.69, 93.17)
AOA NJRR February 2012 unpublished data Pinnacle 958 Q47
>32mm/OA MOM - Articul/eze 1621| (94.5,96.8) (92.9, 96.0)
AOA NJRR February 2012 unpublished data Pinnacle 06.4 059
>32mm/OA MOM - SROM 283 (93.4,98.1) (92.7,97.7)
Engh CA et al., CORR 2010; 468: 406-412 ULTAMET 98.0
MoM 126| (96-100) Not reported
Kindsfater K et al., JOA 2012; 27: 545-550 ULTAMET 97.8 97.8
MOM 95 (94.8-100.0) (94.8-100.0)
Barrett WP et al., JOA Mar 2012; e-pub ahead of print 97.0
ULTAMET MoM 1076 (95.2-98.1) | Not reported




Summary of ULTAMET Performance in UK
and Australian National Joint Registries

5-year cumulative revision rate compares favorably to other
classes of articulation (less than 32 mm head size)

CRR of ULTAMET Metal-on-Metal Articulation

« Head size does not affect revision rates
« Performance varies from surgical unit to surgical unit

All PINNACLE bearing options perform within guidelines

Approximately 1% or less of ULTAMET MoM primary cases
are revised due to soft tissue reactions



Cumulative Revision Rate:ULTAMET MoM
All head sizes, UK National Registry

125% 1 6006 )

PINNACLE MoM (N= 12449)

ULTAMET MoM THR Number

. = Timepoint CRR 95% ClI Failed No at risk
Revision Rate WO%Y Clear  448% (4.04,495%) 418 3055
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Source: UK NJR — May 2012 Supplier Feedback System, analyzed by DePuy 10



CRR of ULTAMET MoM >32mm/OA,

Australian National Registry

Table HT46: Yearly Cumulative Percent Revision of Metal/Metal Primary Total Convenfional Hip Replacement  Table HT34: Yearly Cumulative Percent Revision of Primary Total Conventional Hip Replacement by Bearing

using Head Size >32mm by Prostheses Used (Primary Diagnosis OA) Surface and Head Size (Primary Diagnosis OA)
Head Acetabular Bearing Surface HEad 1V 3Yrs 5 Yrs 7 Yrs 10 Yrs
1Yr 3Yrs 5Yrs 7 Yrs 10 Yrs Size
Surface Surface
Ceramic/Ceramic <amm | 16(1.4,17) 27(24,29) [34(32,37) 43(40,46) |56 (45, 63)
ASR ASR 17(14,22)  66(58,75 103(90,11.4) sazmm| 140216 242126 SIES T S B tE
Arficul/Eze Ultamet 18(1.2,26)  28(20,3.9) I“-0 (29,55)  46(33,63) I Ceramic/Polyethylene <3omm | 1.5(1.2,1.9) 2.4(20,29) 3.1(24,37) 41(3.549] 8.1 (45, 102)
BHR BHR 09(0.4,14)  28(22,37)  49(38,63) 67 (4894) >32mm | 3.6 (1.7.7.6)
BHR R3 24 (1.3, 42) Ceramic/Modified Polyethylens 32mm | 1.4(1.2,1.7) 2.4(21,2.8) 2.9(25 3.3] 37(3.243] &2(48 81)
Bionik Bionik 35(20,59)  7.0(47,104) SR | IE(E 1) 26D 8D (R, &)
Comet2000  Cormet 1206424 32(20,52)  60{39,9.) 9.3(59,144) Metal/Metal 3amm | 1.5(1.2.1.5) 30(26.3.6] 39(33,45) 45(39.52)] 5244 61)
>32mm | 1.7 (1.5, 1.9) 4.6(4.2,5.0) 7.1[6.6,7.7] 9.4 (8.5 10.4)
lcen lcon 25(12,49)  74(47,11.8) =
Metal/Polyethylens <3omm | 1.4(1.3,1.6) 25(23,27) 3.6(33,38) 48(4552) | 7.1 (65 738)
M2a M2a 18(1.1,30)  37(26,54  53(3872  7.2(53,97) T
2a Recap 1.5{0.8,2.3) LO(LL3I) 34(20,5.9) Metal/Modified Polyethylene <3omm | 1.4(1.3,1.5) 23(21,2.4) 29(27,30) 3.6(3.4,38] 47 (43 51)
Metasul Durom 13(08,22)  40(30,55)  55(41,7.3) >32mm | 1.5(1.3,17) 23(20,27) 32(27.38) 35 (3.0.438)
Mitch TRH Mitch TRH 1.21.0,3.3) 44(3.1,7.0) Ceramicised Metal/Modified Polyethylene <32mm | 1.0 (0.8, 1.4) 1.5(1.1.1.9) 1.8(1.4,23) 2.2(1.429)
$-Rom Utamet 22010,47)  33017,62 3702067  37020.67) ] SRR | U020 9[22 (1,2
Otner 27) 23(15.36)  54(39.7.6] 10.1[74,13.6) 154(11.6 203) Other (5] $32mm | 1.9 (0.9, 40] 3.6(20,63] 40(23.68) 7.2 (4.1,125)

>32mm | 2.3 (1.4,35)

Note: More recent unpublished results from the AOA NJRR: Articul/Eze/ULTAMET and S-Rom/ULTAMET
combinations showing a 5.3% and 4.1% CRR at 7 years respectively (data through December 2011)

11

Table HT46 & HT34 Source: 2011 AOA NJRR Annual Report



CRR is Comparable For All ULTAMET MoM Head
Sizes in the UK National Joint Registry

Mol Head Size

28mmn= 448
3Bmmn=11554
=36mm n= 447
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Source: UK NJR — May 2012 Supplier Feedback System, analyzed by DePuy
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PINNACLE Performance Across All Bearing Options

UK NJR — May 2012 Supplier Feedback
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CRR is Affected by Surgical Unit in UK
National Joint Registry
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UK NJR — May 2012 Supplier Feedback System, analyzed by DePuy 14



Reasons for Revision

Pinnacle MoM (236mm)

. % Revision o Table 5: Revision Diagnosis of Metal/Metal Pinnacle Primary Total Conventional Hip Replacement by Time
Revision Reason N Reasons% Primaries to Revision
Soft Tissue Reaction 122 27.23% 1.02%
Pa'hn LUl “':’4;% U'540° <2wks 2wks-3mths  3mths-émths  émths-1yr 2lyr TOTAL
O_t er R?ason /1 15.85% 0.59% ReasonforRevison | N Col%® N Coa N Col%% N Co% N Cols N Col%
Dislocation 69 15.40% 0.57% —
Aseptic Loosening Stem 69 15.40% 0.57% Locsening/Lysis 3 Al 2 154 1125 300 lo 340 25 20
Infection 59 13.17% 0.49% Prosthesis Dislocation ] 77 5 3835 2240 6 400 5 104 19 198
Malallgnment Socket 30 6.70% 0.25% Infection 3 231 3 375 3 200 9 19.1 18 188
Aseptic Loosening Socket 29 6.47% 0.24% fracture A8 3 Bl 2 B0 1 6] 3 b4 1 13
Peri Prosthetic Fracture Stem 25 5.58% 0.21% Metal Sensifivity : : : : : - : R | Y I B A
Malalignment Stem 17 3.79% 0.14% Pain : : : . ‘ . 1 47 Y 4 42
Lysis of Stem 15 3.35% 0.12% Malpaosifion 2 154 2 2l
Lysis of Socket 7 1.56% 0.06% Leg Length Discrepancy 2154 . : : . . . 2 21
Dissociation of Liner 5 1.12% 0.04% Incorrect Sizng , i ) , ‘ ) 147 ) ] 110
Acetabular Wear 5 1.12% 0.04% Other 1 77 . . ‘ ' . . ' . 1 10
Fracture Stem 5 1.12%  0.04% o 13 1000 13 1000 8 1000 15 1000 47 1000 % 1000
Peri Prosthetic Fracture Socket 4 0.89% 0.03%

H (o) o) . .

Mismatch Head 3 067% 002%  AQA NJRR Unpublished Analysis for ULTAMET MoM THR
Fracture Socket 1 0.22% 0.01% o . o
Mismatch Socket 1 0.22% 001% 11/2239 (0.49%) revised for metal sensitivity

UK NJR supplier feedback dataset
>36mm heads: 122 revised/12,001
(1.02%)

UK NJR — May 2012 Supplier Feedback System
analyzed by DePuy

NJRR Data 01 Sep 1999 — Dec 2011 NB Data subject to final validation




Key Takeaways

Metal-on-metal implants allow for larger femoral heads to be used,
which provide greater stability and lower risk of dislocation.

Metal-on-metal products vary in their specific designs and in their
clinical performance and should be evaluated on their individual
merits rather than as a class.

ULTAMET Metal-on-Metal Articulation is performing consistent
with or better than other metal-on-metal products and within
guidelines from the UK National Institute for Health and Clinical
Excellence (NICE). Cumulative Revision rates at 5 years vary
between 4.0-4.5%.

Registry data shows that ULTAMET bearings demonstrate an
acceptable revision rate regardless of head size

Incidence of soft tissue reactions with ULTAMET is approximately
1% or less



Key Takeaways (continued)

« The ULTAMET® metal-on-metal implant has helped reduce pain
and restore mobility for those patients suffering from chronic joint
pain.

« DePuy continues to monitor current data about ULTAMET from a
variety of sources.

« DePuy believes all patients with a joint replacement should be
followed up periodically with a frequency determined by local
guidance, relevant physician clinical protocol and the needs of
individual patients.

« Surgeons should contact their local orthopaedic association and/or

regulatory authority for specific guidance on follow up recommendations for
patients with metal-on-metal implants.
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Thank You
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