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MANUFACTURING CORP,

510(k) Summary
Preparation Date: January 11, 2008
Applicant/Sponsor:  Blomet Sports Medicine, Inc.{formerly known as Arthrotek, Inc.)
Contact Person: Robert R. Friddle
Proprietary Name:  Biomet Sports Medicine™ Anchor devices and ZiplL.oop™ Constructs
Common Name: Soft tissue anchor

Classification Name: Fastener, fixation, nondegradable, soft tissue (21 CFR 888.3040); Screw,
fixationi, bone (21 CFR 888.3040); Suture, nonabsorbable, synthetic, polyester
(21CFRB78.5000); Suture, nonabsorbable, synthetic, polyethylene
(21CFR878.5000); Clip, implantable (21 CFR 878.4300); Marker, radiographic,
Implantable (21 CFR 878.4300); Staple, fixation, bone (21 CFR 888.3030);
Fastener, fixation, biodegradable; soft tissue (21 CFRE88.3030),

Legally Marketed Devices To Which Substantial Equivalence Is Claimed:
Multitak Suture System™ - K973015 (Bonutti Research, Inc.),
Cruciate Ligament Button - K813581 (Biomet, Inc.),

BioRaptor 2.9mm Suture Anchors - K053344 (Smith & Nephew, Inc.),
Ti-Screw - K012503 (Biomet, Inc.},

Hitch™ L-15 — K061657 (Biomet, Inc.),

AlLthread™ Tltanium - K042460 (Biomet, Inc.),

AlLLthread™ PEEK K060693 and K071569(Biomet, Inc.),

Hitch™ PEEK - K060693(Biomet, Inc.),

AlLthread™ Lactosorb® - K061389 (Biomet, Inc.)

LactoScrew® L-15 - K012872, K033355 and K061801 (Biomet, Inc.)
MicroMax™ - K040475 {Blomet, Inc.),

Hitch™ L-15 - K061657(Biomet, Inc.),

Device Description: The Biomet Sports Medicine™ suture anchor devices {Ti-Screw, AlLthread™
Titanium, ALLthread™ PEEK, Hitch™ PEEK, ALLthread™ L-15, LactoScrew® L-15, MicroMax™ and Hitch™ L-
15) Suture Anchors ate internal fixation devices Intended to aid in arthroscopic and orthopedic reconstructive
procedures requiring soft tissue fixation due to injury or degenerative disease. The devices are avallable
preloaded with suture and / or a ZipL.oop™ Construct.

The Biomet Sports Medicine™ ZipLoop™ Constructs provide a flexible, adjustable means of soft tissue
attachrment in a manner that does not require the surgeon to tie a knot in sutures. The ZipLoop™ Constructs
are available in three configurations and two strand materials.

Intended Use: Biomet Sports Medicine™ Anchors and ZipLoop™ Constructs are Intended for use in soft
tissue reattachment procedures in the shoulder, foot / ankle, elbow, knee, hand / wrist, and hip. The Biomet
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suture anchor devices have similar indications for use with one Indication for Use statement for non-
resorbable anchor devices and ancther for resorbable anchor devices. Ziploop™ Constructs may be
packaged separately (one Indication for Use Statement covers a ZipLoop™ Construct packaged separately)
or preloaded on suture anchors In place of sutures (an Indication for Use statement for non-rasorbable
anchor device with ZipLoop™ Construct and another for a resorbable anchor device with a ZipLoop™
Construct). Specific indications for use are as follows:

Anchor devices without ZipLoop Constructs:

Device Name: Ti-Screw, ALLthread™ Titanium, ALLthread™ PEEK, Hitch™ PEEK Anchors

Ti-Screw, ALLthread™ Titanium, ALLthread™ PEEK and Hitch™ PEEK Anchors are indicated for
soft tissue reattachment procedures in the shoulder, foot/ankle, elbow, knee, hand/wrist, and hip,
Specific indications are as follows:

shoulder: Acromio-Clavicular Separation, Anterior Shoulder Instability Repair, Bankart Lesion
Repairs, Biceps Tenodesis, Capsule Repair or Capsulolabral Reconstruction, Deltoid Repalr, Rotator
Cuff Repalr, 5.L.A.P Lesion Repairs

Foot and Ankle: Achilles Tendon Repalr/Recanstruction, Hallux Valgus Reconstruction,
Lateral/Medial Stabilization Repairs/Reconstruction, Midfoot/Forefoot Reconstruction/Repairs

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral/Medial Repairs,
Lateral Epicondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament
Reconstruction

Knee: ACL/PCL (only for ALLthread™ Titanium and ALLthread™ PEEK anchors), Tiiotibial
Band Tenodesis, Joint Capsule Closure, Lateral/Medial Collateral Ligament Repair, Patellar
Ligament Repalr, Patellar Tendon Repair, Patellar Reallgnment / Repair, Postefior Oblique Ligament
Repair, VMO Advancement

Hand and Wrist: Collateral Ligament Repalr (Gamekeeper's Thumb), Scapholunate Ligament
Reconstruction, Tendon Transfers In Phalanx, Uinar/Radial Collateral Ligament Reconstruction
{only for Ti-Screw, ALLthread™ Titanium and ALLthread™ PEEK), Volar Plate
Reconstruction

Hip: Labral

Device Name: AL d™ L-15, LactoScrew® L-15 Max™ ch™ L-15 r

AlLthread™ L-15, LactoScrew® L-15, MicroMax™ and Hitch™ L-15 Suture Anchors are
indicated for soft tissue reattachment procedures in the shoulder, foot and ankle, elbow, knee, hand and
wrist, and hip. Specific indications as follows:

Shoulder: Acromio-Clavicular Separation, Anterior Shoulder Instability Repair, Bankart Lesion
Repalrs, Biceps Tenodesis, Capsule Repair or Capsulolabral Reconstruction, Deltold Repair, Rotator
Cuff Repair, S.L.A.P Lesion Repalrs

Foot and Ankle:_Achilles Tendon Repair / Reconstruction, Hallux Valgus Reconstruction,
Lateral/Medial Stabilization Repairs/Reconstruction, Midfoot / Forefoot Reconstruction / Repairs

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral / Medial Repairs,
Lateral Eplcondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament
Reconstruction
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Knee: ACL/PCL {only for ALLthread™ 1.-15), Iliictibial Band Tenodesis, Joint Capsule Closure,
Lateral/Medial Collateral Ligament Repair, Patellar Ligament Repair, Patellar Tendon Repair,
Patellar Realignment / Repair, Posterior Oblique Ligament Repair, VMO Advancement

Hand and Wrist: Collateral Ligament Repair (Gamekeeper's Thumb) (not Inciuding Hitch™ L-
15), Scapholunate Ligament Reconstruction, Tendon Transfers In Phalanx (not Inciuding
Hitch™ L-15), Ulnar/Radial Collateral Ligament Reconstruction (only for ALLthread™ L-15 and
LactoScrew® L-15), Volar Plate Reconstruction {not including Hitch™ L-15)

Hip:_Lahral

ZipLoop™ Constructs packaged separately:

Device Name: Full, Bowtie and Half Zip-Loop™ Constructs

Full, Bowtle and Half ZipLoop™ Constructs are indicated for use in soft tissue reattachment
procedures In the shoulder, wrist/hand, ankle/foot, elbow, knee, and hip.

When a ZipLoop™ Construct is packaged separately, the specific indications for use are as follows:

Shoulder: Acromio-Clavicular Separation, Anterlor Shoulder Instability Repair, Bankart Lesion
Repairs, Biceps Tenodesis, Capsule Repair or Capsulolabral Reconstruction, Deltoid Repair, Rotator
Cuff Repalr, 5.L.A.P Lesion Repairs

Eoot and Ankle: Achilles Tendon Repair / Reconstruction, Hallux Valgus Reconstruction,
Lateral/Medial Stabilization Repalrs / Reconstruction, Midfoot/Forefoot Reconstruction / Repairs

Elbow: Biceps Tenden Reattachment, Biceps Tendon Reconstruction, Lateral / Medial Repairs,
Latera! Epicondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament
Reconstruction

Knee: ACL/PCL (only for 2-0 or larger UHMWPE Full or Bowtie ZipLoop™ Construct),
Tiliotiblal Band Tenodesis, Joint Capsule Closure, Lateral/Medial Collateral Ligament Repair, Patellar
Ligament Repair, Patellar Tendon Repalr, Patellar Realignment / Repair, Posterior Obligue Ligament
Repalr, VMO Advancement

Hand and Wrist: Collateral Ligament Repalr (Gamekeeper's Thumb), Scapholunate Ligament
Reconstruction, Tendon Transfars In Phalanx, Ulnar/Radial Collateral Ligament Reconstruction
(only for 2-0 or larger UHMWPE Full and Bowtie ZipLoop™ Construct), Volar Plate.
Reconstruction

Hip: Labral

When a ZipLoop™ Construct Is packagad with a Blomet Sports Medicine™ Internal fixation device, please
refer to the package insert included with the surgeon’s choice of internal fixation device for specific
indications,

Anchor devices packaged with ZipLoop™ Constructs:

Device Name: Ti-Screw, ALLthread™ Titanlurm, ALLthread™ PEEK and Hitch™ PEEK Anchors with Ziploop
Constructs

Ti-Screw, ALLthread™ Titanium, ALLthread™ PEEK and Hitch™ PEEK Anchors with ZipLoop
Constructs are Indicated for soft tissue reattachment procedures in the shoulder, foot/ankle, elbow,
knee, hand/wrist, and hip. Specific indications are as follows:
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Shoulder: Acromio-Clavicular Separation, Anterior Shoulder Instabllity Repair, Bankart Lesion
Repairs, Biceps Tenodesis, Capsule Repair or Capsulolabral Reconstruction, Deltold Repair, Rotator
Cuff Repalr, S.L.A.P Lesion Repairs

Foot and Ankle:_Achllles Tendon Repalr/Reconstruction, Hallux Valgus Reconstruction,
Lateral/Medial Stabllization Repairs/Reconstruction, Midfoot/Forefoot Reconstruction/Repairs

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral/Medial Repalrs,
Lateral Epicondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament
Reconstruction

Knee: ACL/PCL (only for ALLthread™ Titantum and ALLthread™ PEEK anchors in
conjunction with 2-0 or larger UHMWPE Full or Bowtie ZipLoop™ Construct), Illiotibial
Band Tenodesis, Joint Capsule Closure, Lateral/Medial Collateral Ligament Repair, Pateliar
Ligament Repalr, Patellar Tendon Repair, Patellar Realignment / Repalr, Posterior Oblique Ligament
Repair, YMO Advancement

Hand and Wrist: Coliateral Ligament Repalr (Gamekeeper's Thumb), Scapholunate Ligament
Reconstruction, Tendon Transfers in Phalanx, Ulnar/Radial Collateral Ligament Reconstruction
(only for TI-Screw, ALLthread™ Titanlum and ALLthread™ PEEK In conjunction with 2-0
or larger UHMWPE Full or Bowtle ZipLoop™ Construct); Volar Plate Reconstruction

Hip: Labral
Device Name:  AlLLthread™ L-15, LactoScrew® 15, MicroMax™ and Hitch™ L-15 Suture Anchors with
Ziploop Constructs

ALLthread™ L-15, LactoScrew® L-15, MicroMax™ and Hitch™ L-15 Suture Anchors with
ZipLoop Constructs are indicated for soft tissue reattachment procedures in the shoulder, foot and
ankle, elbow, knee, hand and wrist, and hip. Specific indications as follows:

Shoulder: Acromio-Clavicular Separation, Anterior Shoulder Instability Repair, Bankart Lesion
Repairs, Blceps Tenodesis, Capsule Repalr or Capsulolabral Reconstruction, Deltold Repair, Rotator
Cuff Repair, S.L.A.P Leslon Repalrs

Foot and Ankle: Achilles Tendon Repalr / Reconstruction, Hallux Valgus Reconstruction,
Lateral/Medial Stabllization Repairs/Reconstruction, Midfoot / Forefoot Reconstruction / Repalrs

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral / Medial Repairs,
Lateral Epicondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament
Reconstruction

Knee: ACL/PEL (only for ALLthread™ L-15 in conjunction with 2-0 or larger UHMWPE
Full or Bowtle ZipLoop™ Construct), Lliotibial Band Tencdesls, Joint Capsule Closure,
Lateral/Madial Collateral Ligament Repalr, Patellar Ligament Repalr, Patellar Tendon Repalir,
Pateliar Realignment / Repair, Posterior Obligue Ligament Repalr, VMO Advancement

Hand and Wirist: Collateral Ligament Repalr (Gamekeeper's Thumb) (not Including Hitch™ L-
15), Scapholunate Ligament Reconstruction, Tenden Transfers In Phatanx {not including
Hitch™ L-15), Ulnar/Radial Collateral Ligament Reconstruction (only for ALLthread™ L-15 and
LactoScrew® L-15 In conjunction with 2-0 or larger UHMWPE Full or Bowtie ZipLoop™
Construct), Volar Plate Reconstruction (not Including Hitch™ L-15)

Hip: Labral
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Summary of Technologles: The technological characteristics (material, design and sizing) of the current
suture anchor devices are not changed and are similar or identical to the predicate devices. The
technological characteristics of the new ZipLoop™ Constructs (material, design, sizing and Indications} are
similar or identical to the suture constructs provided pre-loaded with predicate devices.

Non-Clinical Testing: Non-clinica! laboratory testing was performed to determine substantial equivalence.
The results indicated that the devices were functional within their intended use.

Ciinical Testing: None provided as a basis for substantial equivalence.

Aff trademarks are property of Blomet, Inc. unfess otherwise speciiced,
Muttitak Sutire System™ Is & trademark:of Borutli Research Corporation.
PEEK-OPTIMAY Is a reglstered brademark of fnvibéa, Inc.

BiloRaptor™ s & tradernark of SmithdNephew.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Biomet Manufacturing Corp.

% Mir. Robert R. Friddle JUN 11 2008
Regulatory Specialist

P.O. Box 587

Warsaw, Indiana 46581-0587

Re:  KO0OB0088
Trade/Device Name: Expanded indications for Biomet Sports Medicine” Anchor
Devices and ZipLoop' Constructs
Regulation Number: 21 CFR 888.3040
Regulation Name: Smooth or threaded metallic bone fixation fastener
Regulatory Class: 11
Product Code: HWC, MBI, JDR, MAI
Dated: May 16, 2008
Received: May 19, 2008

Dear Mr. Friddle:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class IT (Special Controls) or class ITT (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
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 (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set



Page 2 — Mr. Robert R. Friddle

forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRI’s) Office of Compliance at
(240) 276-0120. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding postmarket surveillance,
please contact CDRH’s Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket
Surveillance at (240) 276-3474. For questions regarding the reporting of device adverse events
(Medical Device Reporting (MDRY)), please contact the Division of Surveillance Systems

at (240) 276-3464. You may obtain other general information on your responsibilities under the
Act from the Division of Small Manufacturers, International and Consumer Assistance

at toll-free number (800) 638-2041 or (240) 276-3150 or Internet address
http.//www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

e A Wy

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure



Indications for Use
510(k) Number (if known}: [Kef adf{/

Device Name; Ti-Screw, AlLthread™ Titanium, ALLthread™ PEEK, Hitch™ PEEK Anchors

Indications for Use:

Ti-Screw, AlLthread™ Titanium, ALLthread™ PEEK and Hitch™ PEEK Anchors are Indicated for
soft tissue reattachment procedures in the shoulder, footfankle, elbow, knee, hand/wrist, and hip.
Specific indications are as follows:

shoulder: Acromio-Clavicular Separation, Anterior Shoulder Instability Repair, Bankart Lesion
Repairs, Biceps Tenodesis, Capsule Repair or Capsulolabral Recanstruction, Deltoid Repair, Rotator
Cuff Repair, 5.L.A.P Lesion Repairs -

Foot and Ankle: Achilles Tendon Repair/Reconstructicn, Hakiux Valgus Reconsfruction,
tateral/Medial Stabilization Repalrs/Reconstruction, Midfoot/Farefoct Reconstruction/Repairs

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral/Medial Repairs, Lateral
Epicandyiitis Repalr (Tennis Elbow Repair}, Ulnar & Radial Collateral Ligament Reconstruction

Knee: ACL/PCL (only for ALLthread™ Titanium and AlLthread™ PEEK anchors), Illiotibial
Band Tenodesis, Joint Capsule Closure, Lateral/Medial Collateral Ligameént Repair, Patellar
Ligament Repair, Pateifar Tendon Repair, Pateflar Realignment / Repair, Posterior Oblique Ligament
Repair, VMO Advancement

Hand and Wrist: Collateral Ligament Repair (Gamekeeper's Thumb), Scapholunate Ligament
Reconstruction, Tenden Transfers in Phalanx, Ulnar/Radial Collateral Ligament Reconstruction (only
for Ti-Screw, ALLthread™ Titanium and AlLthread™ PEEK), Volar Plate Reconstruction

Hip: Labral
Prascription Use YES AND/OR Over-The-Counter Uise _ NO
(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

dee b o e,
(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number_I£08 %0 84
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Indications for Use
510(k) Number (if known):__(< o f ook s

Device Narrie? ALLtheead™.L-18, LactoSch

Indications for Use:

ALLthread™ L=15, LactoScrew® L-15; MicroMax™ and Hitch™ L-15 Suture Anchors are
indicated for soft tissue reattachent procedures fn the shoulder, foot and ankle, elbow, knee, hand and
wrist, and hip. ‘Specific indications as fallows:

Shoulder: Acromio-Clavicular Separation, Ariterior Shotider Instability Repalr, Bankart Lesion
Repairs, Biceps Tenodesis, Capsule Repair or Capsulolabral Reconstruction, Deltotd Repair, Rotator
Cuff Repair, S.L+-A.P Lesion Repairs

Foot and Ankle: Achilles Tendqn:’Rgp‘al‘rl Recanstruction,: Hallux Yalgus Reconstruction;
Lateral/Medial Stabilization-Repalrs/Reconstruction, Midfoot / Forefoot Reconstruction / Repalrs

Elbow: Biceps Tendon Reattachimieht, Biteps Tendon Reconstruction, Latetal / Medial Repairs,
Lateral Epfcondylitis Repair {Tennis Elbow Repalf), Ulnar & Radial Collateral Ligament
Reconstruction

Knee: ACL/PCL (only for ALLthread™ L-15); Iliotibial-Band Tenodesls, Joint Capsule Closure,
Latetal/Medial Collateral Ligatent Repalt, Pateliar Ligament Repair, Patellar Tendon Repalr,
Pateliar Realignment / Rapalr, Posterior Obligue tigament Repalf, VMO Advancement

Hand and Wrist; Coflateral Ligament Repalr (Gamekeeper's Thumb) (not including Hitch™ L-
15), Scaphiolutiate-Ligament Reconstruction; Tendon Transfers In Phalanx (not including Hitch™
L-15), Ulhar/Radial Collateral Ligament Reconstruction (only for ALLthread™ L<15 and
LactoScrew® L-15), Volar Plate Reconstruction.(not Including Hitch™ L-15)

Hip: Labra)

Presctiption Use___ YES ' AND/OR Over-The-Countar Use _NO

(Part21 CFR 801 Subpart D) (21 BFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE:CONTINUE ON ANOTHER PAGE IF NEEDED)

Concyrrence of CHRH, Office of BeviceEVaEuaﬂan(OﬁE) N
PageBof {*
WA RO G g
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Division of General, Restorative,
and Neurological Devices
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Device Name:

Indications for Use

510(k) Number (if known): g 0§ OW

Indications for Use;

Fuil, Bowtie and Half Zipl.oop’“ Constructs are indicated for use in soft tissue reattachment
procedures in the: shioulder; wrist/hand; ankleffoot, elbow; knee; and hip,

When a Zipl.oop™ Construct is.-p'a“ck'agied separately, the specificindications for use are as follows:

‘Shoulder: Acromio-Clavicular Separation, Anterior. Shoulder Instability Repalr, Bankart Lesion
Repalrs, Biceps Tenodesls, Capsule Repalr or Capsulolabral Reconstruction, Deltold Repalr, Rotator
Cuff Repalr, S:L.A,P- Lesion Repalrs

Foot and.Ahkle: Achilles Tendon Repair/ Reconistruction, Hallux Valgus Reconstruction,
Lateral/Medlal Stabilization Repairs / Reconstruction, Midfeot/Forefoot Reconstruction / Repairs

Elbow: Blceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral /-Medial Repairs, Lateral
Epicondylitis Repair (Tennis Elbow Repair), Ulnar & Radial Collateral Ligament Reconstruction

Knee: ACL/PCL (only for 2-0 or larger UHMWPE. Full or Bowtle ZipLoop™ Construct),
Tiliotibial Band Tenodesis, Jelnt Capsule Closure, tateral/Medial Collateral Ligament Repalr, Patellar
Ligament Repair, Patellar Tendon Repalr, Patellar Realignment / Repalt, Postérior Oblique Ligament
Repalr, VMO Advancerment

Hand and Wrist: Collateral Ligament Repair (Gariiekeeper's Thumb), Scapholunate Ligament
Reconistriiction, Tendon Transfers in Phalanx, Uln /Radial Collateral Ligamerit Reconstruction
(only for 2-0 m‘iargar UHMWPE Full and Bowtie ZipLoop™ Coristruct), Valar Plate
Reconstruction

Hips Labral

When a ZipLoop™ Constrict s packaged with a Blomet Sports Medicine™ Internal fixation device; please refer to
the package inseért Inclided with the surgaori’s cholce-of iritérnal fixation device for spedific Indicatlons.

Prescription Use___YES AND/OR Over-Thes€ounter Use _NO
(Part 21 CFR BO1 Stibpart D) (21 GFR 807 Subpart C)

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

Concurrence of CDRH, Office of Dex ic' Evalg?ti"n (IDIE)
i Yo ko

(Division Sign-Off)’ page of i~
Division of General, Restorative,
and Neurological Devices
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Indications for Use
510(k) Number (if known):, / Cofool y

Device Name: Ti-Screw, ALLthread™ Titaniym, A

Indications for Use:

Ti-Screw, ALLthread™ Titanium, ALLthread™ PEEK and Hitch™ PEEK Anchors with ZipLoop
Coristructs are Indicated for soft Yssue reattactirent procedures in the shouldet, foot/ankle;.elbow;
knee, handpwrist, and hip. Specificindications are:as follows:

Shoulder; Acromio-Clavicular Separation, Anterlar Shoulder Instability Repalr, Bankart Lesior
Repalrs; Biceps Tenodesis, Capsule Repalr or Capsulolabral Reconstruction, Deltold Repalr, Rotatar
Cuff Repalr, 5.LAP:Ledion Repdirs

Foot and Ankle: Achilles Tendon Repalr/Reconstruction, Hallux Valgus Recorstruction,
Lateral/Medid] Stabllization Repalrs/Reconstiuction, Midfoot/Forefoot Reconstriction/Repalrs

Elbow: Biceps Tendon Reattachment; Biceps Tendon Reconstruction, Lateral/Medial Repairs, Laterai
Epicondylitis Repalr (Tennls Elbow Repalr), Umar & Radial Collateral Ligament Reconstruction

Kniee: ACL/PCL (oniy for ALLthread™ Titanium and ALLthread™ PEEK anchorsin.
conjunction with 2-0-orlarger UHMWRE Full or Bowtie ZigLoop™ Constrisct), Illiotibial
Band Tenodesis, Jolnt Capsule Closure, LateralMédial Collateral Ligament Repair, Patellar

Ligament Repair, Patellar Tendon Repalr,. Patellar Reallgnment:/ Repair; Posterlor Oblique Ligament
Repalr, VMO Advancement

Hand and Wiist: Collateral Ligament Repair (Gamekeeper's Thumb), Scapholunate Ligament

~ Reconstriiction, Tendon Transfers in Phalanix, Ulivar/Radlal Collateral Liganient Reconstruction
fonly for Ti-Screw, ALLthread™ Titanium and ALLthread™ PEEK In conjuriction with 2-0
ot larger UHMWRE Full or Bowtle ZipLoop™ Construct); Volar Plate Reconstruction

Hip: Labral

Prescription Use ___ YES ANDFOR OversThe-Couritet Use_ NQ

(Part 21 CFR 801 Subpart B) (21 €FR 807 Subpart C)
(PLEASE 60 NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

~Conmurrence of CDRH, OFfice of Device Evaluation (ODE)

MM (9 YQ\ Cor men Pagesof §~
(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices
45
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Indications for Use
510(Kk) Number (if known): Ko foat¥

Device Name:

[ thread™ L-15, LactoScrew®™ L-15, MicroMax™ ;
7i6L 60D COnstiuc

Indications for Use:

ALLthread™ L-15, LactoScrew® L-15, MicroMax™ and Hitch™ L-15 Suture Anchors with
ZipLaop Constructs are indicated for soft tissue reattachment procedures in the shoulder, foot atd
ankle, elbow, knae, hand and wilst, and hip. Specific indications as follows:

Shoulder: Acromio-Clavicilar Separation, Anterlor Shoulder Instability Repair; Bankatt Leslon
Repairs, Biceps Tenodesis; Capsule Repair or Capsulolabral Reconstruction, Deltoid Repair, Ratator
Cuff Repair, &.L.A.P Lesion Repalrs

Foot aiid Ankle: Achilles Tehdon Repair / Reconstriction, Hallux Valgus Regonstruction,
Lateral/Medial Stabllization Repalrs/Reconstruction, Midfoot / Forefoot. Recanstiuction / Repalts

Elbow: Biceps Tendon Reattachment, Biceps Tendon Reconstruction, Lateral f Médial Repalrs, Lateral
Eplcondylitis Repair (Tennls Elbow Repalt); Ulnar & Radial Collateral Ligament Reconstruction

Knee: ACL/PEL (anly fol ALLthréad™ L-15 In conjunction with 2-0 of targer UHMWPE Full ot
Bowtle ZipLoop™ Construct), Iifiotibial Band Tenodesis, Joint Capsile Closure, Lateral/Medtal
Collateral Ligament:Repali, Patellar Ligamerit Repalr, Patellar Tendén Repalr, Patellar
Reafignment/Repalr, Posterior Oblique Ligament Repalr, VMO Advancement

Hand and Wrist: Collateral Ligament Repair {Gamekeeper's Thumb) (notincluding Hitch“'
L-15); Scapholunate Ligament Reconstruction, Tendon Transfers In Phalanx. (not including
Hitch™ L=15), Ulnar/Radial Collateral tigament Reconstruction (only for ALLthread™ L-15 and
LactoScrew L-15 In conjunckion with 2:0 or larger UHMWPE Fall of Bowtie ZipLoop™
Construct), Volar Plate Reconstruction (not including -Hitch™ L-15)

Hip:_Labral
Prescription Use:___ YES ANDIOR Over-The-Countar Use _NO
(Part 21 CFR 801 Subpart D). (21 CFR 807 Stibpart-C)

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

Concurrence of CDRH, -Office of Device Evaluation (ODE)
e Qh - Lo
(Division Sign-Off) '
Division of General, Restorative,
and Neurological Devices

510(k) Number KO UAL4



