
510(k) Summary

Date: September 27, 2011 Contact Person: OCT
Teffany Hutto -3 21

Manufacturer: Manager, Regulatory Affairs
DJO Surgical (legally Encore Medical, L.P.) Phone: (512) 834-6255
9800 Metric Blvd Fax: (512) 834-6313
Austin, TX 78758 Email: teffany.hutto@djosurgical.com

FProduct 510(k) Number, Clearance Date! Classification I Product Code
Reverse® Shoulder Monoblock Prosthesis K100741, August 2, 2010, Class 11 KWS
Encore (Turon) Shoulder System K080402, March 28, 2008, Class II KWS

Product Code IRegulation and Classification Name
KWS IShoulder joint metal/polymer semi-constrained prosthesis per 21 CFR 888.3660

Description: A monoblock humeral stem with socket that is joined with an adapter to mate with a
humeral head for use in hfemi-arthroplasty applications.

There is no change to the intended use or fundamental scientific technology. This includes no changes to
currently cleared devices, packaging or sterilization.

Indications for Use:

The Reverse® Shoulder Prosthesis (RSP) is indicated for treatment of patients with a grossly rotator cuff
deficient shoulderjoint with severe arthropathy or a previously failed joint replacement with a grossly
rotator cuff deficient shoulder joint. The patient's joint must be anatomically and structurally suited to
receive the selected implant(s), and a functional deltoid musdle is necessary to use the device. The glenoid
baseplate is intended for cementless application with the addition of screws for fixation. The humeral
stem is intended for cemented use only.

During primary surgery, after the humerus is prepared for the RSP humeral stem (modular and
monoblock), if purchase to the glenoid bone is insufficient to bear the load of the glenoid baseplate and
alternative glenoid bone reconstmuction and/or repair is inadequate, the corresponding RSP humeral stem
adapter can be used to convert the RSP humeral stem to hemiarthroplasty prosthesis as a salvage
procedure. During revision surgery of an RSP (modular or monoblock), if the glenoid bone stock appears
to be "insufficient" to bear the load of the glenoid baseplate and alternative glenoid bone reconstruction
and/or repair is inadequate, the corresponding RSP humeral stem adapter can be used to convert the RSP
device to hemniarthroplasty prosthesis as a salvage procedure. For modular RSP stems, the Foundation
Shoulder humeral head should be used. For the monoblock stem, the Turon humneral head should be used.

This stemi/adapter construct is not approved for use as a surrogate for traditional hemniarthroplasty or
anatomic replacement indications.

Predicate Device:

aDJO Surgical Reverse® Shoulder Prosthesis Adapter - K052086

Comparable Features to Predicate Device(s): Features comparable to predicate devices include the
same design features, materials, indications, sterilization, and intended use.

Non-Clinical Testing: Mechanical testing has demonstrated the device's ability to perfrm under
expected conditions. Testing included lever out strength, load cycle, screw torque strength, cycle, and
taper tensile.

Clinical Testing: None provided.
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Re: K 111735
Trade/Device Name: Reversek Shoulder Mvonioblock Stein with 1lemi Adap)ter
Regulation Number: 21 CFR 888.3660
ReguLlationl IName: Shboulder joint metal/po lyner semri-constrained p~rosthlesis
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Product Code: KW\S
Dated: September 7. 2Q11
Received: September 8. 2Q 11

Dear Mis H-utIto:

We have reviewed your Sectioni 5 10(k) premrarket notification of intent -to market thle device
refecrenced above and have determined the device is stubstantial ly equivalent (for thle indications
for use Stated in thle eclCosureC) to legally marketed pred icate devices marketed in interstate
commerce prior to Mlay 28, 1 976, the enactment date of the Mvedical Device Amendments, or to
devices that have beenl reel assi fied in accordance wvith thle proviSionls of the Federal Food, Drug.-
and Cosmetic Act (Act) that do not requir-e approval of a piemarket approval application (P)MA).
You may, therefore, market the device, Subject to the gecneral controls provisions of the Act. The
Deneral centreoIs provisions of the Act inIcIlude reuLirementus for annuWal registration, listing of'
devices, good muaim faCtUri ng practi cc, laing, and prohi bitioens against misbranding and
adulteration. Please note: CD RI-I does not evaluiate in formation related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If'your1 device is classified (see above) into either class It (Special Controls) or class ill (PMIA), it
may be Subject to additional controls. Existing major regulations affecting your device canl be
found in the Code of Federal Regulations, Title 2 1, Parts 800 to 898., Inl addition, FDA may
publish further anuncL11ements conicerni n- your device inl the Federal Revister.

Please be advised that FDA's issuance of a substantial equivalence determination does not meanl
that FDA has, made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies.. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (2 1.
CFR Part 807); labeling (21 CFR Pail 801); medical device reporting (reporting ofimedical



'a-e 2- M'!s. 'Ibilny H-utto

dev ice-IceI atecl actverse events) (2 1C FR 803); good maim aCtLlriog prIactice req jUi r~eents as set
for-th in thle qUal it)' systems (QS) regil mu Oh (2 I CFR Part 820); and if tippi icab be, the election ic
IOCIucI radiation control prOVisionis (Sections 531-542 of' thle Act); 2!1 CIR 1000- 1050.

If'O woo dsire specif-ic adlvice for1 MCLiF device onl our labeling regLUlationl (2 1 CMR Part 80 1), please
go0 to hup//ww Id~o/bu DA/CcntersOfRices/C1)R-/C DR-101 ices/ueIC 11 5809.1him for
the Center for1 Devi ces and Radi ologi cal H-Iealth 's (CD Ri-I's) Office of Compliance. Also, p lease
note thle rCuMlaton enltitled. "Misbrand i g by i-c Iience to premarket noti fication"' (2 C FR 'art
807.97). IFor questions regal-cing the reporting of adfverse events uinder thle MvDR reg-ulation (2 1
C FR 'art 803), please go to
litt p ://www'%. fda.L cw/Nledi caltDev ices/Sn f'etv/fReiorta Prob 1cmI/dC falt, him(1 for thle CD RI-Is Office
of'S urveii lance and Biomietr ics/Division of Plostmlarket Surveillance.

You may obtain other aencia I in foimiation oin your respons ibili ties under the Act from thle
Di vision of Small Mannlf'actuilerIs. Inlternationlal anld Con1suLneF Assistance at its toll-Free nlumber
(800) 638-204 1 or (30 1) 796-7 100 or at its Internet addr-ess

httj :/vvvw.fda tc) /N'~ec ca Dci es/esotee l~ rYouI/I iduIsuryv/detfaLlt. himi.

Sincerely v'otIrS

N'lark j'tt /jr
NakN. M/elkersonlP/

Director
Division of'SurgOical, Orthopedic.
and Restorative Devices

Office of'Device Evaluation
Center for Devices and
Radiological Health

Enclosure-



510(k) Number (if known): KI111735

Device Name: Reverse® Shoulder Monoblock Stem with Hem Adapter

Indications for Use:

Reverse® Shoulder Monoblock Stem with Hemi Adapter
Indications for Use

The Reverse® Shoulder Prosthesis (RSP) is indicated for treatment of patients with a grossly
rotator cuff deficient shoulder joint with severe arthropathy or a previously failed joint
replacement with a grossly rotator cuff deficient shoulder joint. The patient's joint must be
anatomically and structurally suited to receive the selected implant(s), and a functional deltoid
muscle is necessary to use the device. The glenoid baseplate is intended for cementless
application with the addition of screws for fixation. The humeral stem is intended for cemented
use only.

During primary surgery, after the humerus is prepared for the RSP humeral stem (modular and
monoblock), if purchase to the glenoid bone is insufficient to bear the load of the glenoid
baseplate and alternative glenoid bone reconstruction and/or repair is inadequate, the
corresponding RSP humneral stem adapter can be used to convert the RSP humneral stem to
hemniarthroplasty prosthesis as a salvage procedure. During revision surgery of an RSP (modular
or monoblock), if the glenoid bone stock appears to be 'insufficient" to bear the load of the
glenoid baseplate and alternative glenoid bone reconstruction and/or repair is inadequate, the
corresponding RSP humeral stem adapter can be used to convert the RSP device to
hemniarthroplasty prosthesis as a salvage procedure. For modular RSP stems, the Foundation
Shoulder humeral head should be used. For the monoblock stem, the Turon humeral head should
be used.

This stem/adapter construct is not approved for use as a surrogate for traditional
hemniarthroplasty or anatomic replacement indications.

Prescription Use X AN/ROver-The-Counter Use ___

(Part 21 CER 80 1 Subpart D) AN/R(21 CFR 80 1 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Division Of Sur2i,,cai, Orthopedic,
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