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Dear Ms. Wagoner,

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. Please note:  CDRH does not evaluate information related to contract liability 
warranties. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA), it 
may be subject to 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); medical device reporting (reporting of medical device-related 
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adverse events) (21 CFR 803); good manufacturing practice requirements as set 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.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 
CFR Part 803), please go to 
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH's Office 
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the 
Division of Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm.

Sincerely yours,

Mark N. Melkerson
Director
Division of Orthopedic Devices 
Office of Device Evaluation 
Center for Devices and

Radiological Health

Enclosure

for

Lori A. Wiggins -S



Indications for Use

Indications – Apollo Medial Suture Anchor and 
Apollo XT Suture Anchors

Shoulder 

Foot/Ankle 

Knee 

Elbow 

Hip 

Indications – Apollo Lateral Anchor 

Shoulder 

Wrist/Hand 

Foot/Ankle 

Elbow 

(PEEK Anchor Only) 

Knee 

Indications – Apollo Labral Suture Anchor
Shoulder 
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Wrist 

Elbow 

Hip 

Knee 

Indications –Interference Screws 

Knee 

Shoulder 

Foot and Ankle 

Elbow, Wrist, and Hand 

Indications –Titan Mini-Interference Screws 

Shoulder 

Foot and Ankle 

Knee 

Elbow 
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Wrist and Hand 
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Special 510(k) Premarket Notification 
Valeris Apollo Suture Anchor System and Titan Screws 

510(k) Summary 
(as required by 21 CFR 807.92) 

 
Submitter Valeris Medical 
Address 200 Cobb Pkwy N 

Building 200, Suite 210 
Marietta, GA 30062 

Telephone 888-404-3980 Ext 101 
Fax 678-669-2188 

 
Contact Person Daniel Lanois 

General Manager 
Address Valeris Medical 

200 Cobb Pkwy N 
Building 200, Suite 210 
Marietta, GA 30062 

Telephone 888-404-3980 Ext 101 
Fax 678-669-2188 
email daniel@valerismedical.com 

 
Date Prepared August 8, 2014 

 
Trade Name Apollo Suture Anchor System and Titan Screws 
Common Name Screw, Fixation, Bone 
Panel Code Orthopaedics/87 
Classification Name Smooth or threaded metallic bone fixation fastener 
Class Class II 
Regulation Number 21 CFR 888.3040 
Product Code MBI 

 
Name of Predicate Device  510(k) # Manufacturer 
Apollo Suture Anchor System and 
Titan Screws 

K133036 Amendia (transferred product to Valeris 
Medical) 

 
Description Apollo Family 

The Apollo Medial Suture Anchor, XT Suture Anchor, Lateral Anchor, and 
Labral Suture Anchor are delivery systems for anchors for use in fixation 
of ligament, tendon, bone, or soft tissue to bone in knee, shoulder, 
foot/ankle, elbow, and hand/wrist procedures.  These anchors consist of 
cannulated anchors with integrated suture attachment or separate suture 
punch eyelet.  The Anchors are provided loaded on individual inserters 
with and without integrated sutures, sterile, for single use only. 
 
Titan Family 
The Titan Interference and Mini-Interference Screws are interference 
screws for use in fixation of ligament, tendon, bone, or soft tissue to bone 
in knee, shoulder, foot/ankle, elbow, and hand/wrist procedures.  The 
screws are provided sterile, for single use only. 
 
Screw and anchor implants are made from either a titanium alloy (6Al4V) 
per ASTM F136, or PEEK (Zeniva ZA-500) per ASTM F2026 from 
Solvay Advanced Polymers. 

 

Valeris Medical 
Page 30

1/4

CAK
Typewritten Text
K142230

CAK
Typewritten Text



Special 510(k) Premarket Notification 
Valeris Apollo Suture Anchor System and Titan Screws 

Indications and 
Intended Use 

The Apollo Suture Anchors and Titan Screws are indicated for use 
in fixation of ligament, tendon, bone, or soft tissue to bone in knee, 
shoulder, foot/ankle, elbow, and hand/wrist procedures.  The 
screws are intended for use in the following procedures: 

 
Indications – Apollo Medial Suture Anchor and 
Apollo XT Suture Anchors 
The Apollo Medial Suture Anchor and Apollo XT Suture 
Anchors are intended for:  
Shoulder  
 Rota tor Cuff Re pa ir  
 Ba nka rt Re pa ir  
 S LAP  Les ion Re pa ir  
 Bice ps  Te node s is   
 Acromio-Clavicular Separation Repair  
 De ltoid Re pa ir  
 Ca psular Shift or Capsulolabral Reconstruction  
 
Foot/Ankle  
 La te ra l S ta biliza tion  
 Me dia l S ta biliza tion  
 Achille s  Te ndon Re pa ir  
 
Knee  
 Me dia l Colla te ra l Ligame nt Re pa ir  
 La te ra l Colla te ra l Ligame nt Re pa ir  
 P os te rior Oblique  Ligame nt Re pa ir  
 Illiotibia l Ba nd Tenodesis  
 
Elbow  
 Bice ps  Te ndon Re a tta chme nt  
 Ulna r or Ra dia l Colla te ra l Ligame nt Recons truction  
Hip  
 Ca ps ula r Re pa ir  
 Ace ta bula r La bra l Re pa ir  
 

 Indications – Apollo Lateral Anchor  
The Apollo Lateral Anchor is indicated for:  
Shoulder  
 Rota tor Cuff Re pa ir  
 Ba nka rt Re pa ir  
 S LAP  Les ion Re pa ir  
 Bice ps  Te node s is   
 Acromio-Clavicular Separation Repair  
 De ltoid Re pa ir  
 Ca psular Shift or Capsulolabral Reconstruction  
 
Wrist/Hand  
 S ca pholuna te  Ligame nt Recons truction  
 Ulna r/Ra dia l Colla te ra l Ligame nt Re cons truction  
 
Foot/Ankle  
 La te ra l S ta biliza tion  
 Me dia l S ta biliza tion  
 Achille s  Te ndon Re pa ir/Re cons truction  
 Ha llux Va lgus  Recons truction  
 Mid- and Forefoot Reconstruction  
 
Elbow  
 Bice ps  Te ndon Recons truction  
 Ulna r or Ra dia l Colla te ra l Ligame nt Re cons truction  
 La te ra l Epicondylitis  Re pa ir (PEEK Anchor Only)  
 
Knee  
 Me dia l Colla te ra l Ligame nt Re pa ir  
 La te ra l Colla te ra l Ligame nt Re pa ir  
 P os te rior Oblique  Ligame nt Re pa ir  
 J oint Ca ps ule  Clos ure   
 Iliotibia l Ba nd Te node s is   
 P a te lla r Ligame nt/Te ndon Re pa ir  

 Indications – Apollo Labral Suture Anchor  
Shoulder  
 Rota tor Cuff Re pa ir  
 Ba nka rt Re pa ir  
 S LAP  Les ion Re pa ir  
 Bice ps  Te node s is   
 Acromio-Clavicular Separation Repair  
 De ltoid Re pair  
 Ca psular Shift or Capsulolabral Reconstruction  
 
Wrist  
 S ca pholuna te  Ligame nt Recons truction  
 
 Elbow  
 Bice ps  Te ndon Re a tta chme nt  
 Ulna r or Ra dia l Colla te ra l Ligame nt Re cons truction  
 
Hip  
 Ca ps ula r Re pa ir  
 Ace ta bula r La bra l Re pa ir  
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Special 510(k) Premarket Notification 
Valeris Apollo Suture Anchor System and Titan Screws 

Knee  
 Extra ca ps ula r Re pa ir  
 Me dia l Colla te ra l Ligame nt Re pa ir  
 La te ra l Colla te ra l Ligame nt Re pa ir  
 P os te rior Oblique  Ligame nt Re pa ir  
 J oint Ca ps ule  Clos ure   
 Iliotibia l Ba nd Te node s is  Recons truction  
 P a te lla r Ligame nt/Te ndon Re pa ir  
 Vas tus  Me dia lis Obliquus Muscle Advancement  
Indications –Interference Screws  
The Titan Interference Screws are indicated for the 
reattachment of ligament, tendon, soft tissue, or bone to 
bone during cruciate ligament reconstruction surgeries of 
the knee. All screws with a diameter of 9 mm or less and a 
length of 23 mm or less are also intended for the use in the 
following procedures:  
Knee  
 ACL re pa irs   
 P CL re pa irs   
 Extra-capsular repairs  
o Medial collateral ligament  
o Lateral collateral ligament  
o Posterior oblique ligament  
 P a te lla r re a lignme nt a nd te ndon re pa irs   
o Vastus medialis oliquous advancement  
 Iliotibia l ba nd te nodes is   
 
Shoulder  
 Ca ps ula r s ta biliza tion  
o Bankart repair  
o Anterior shoulder instability  
o SLAP lesion repairs  
o Capsular shift of capsulolabral reconstructions  
 Acromiocla vicula r separation repairs  
 De ltoid re pa irs   
 Rota tor cuff te a r re pa irs   
 Bice ps  te nodes is   
 
Foot and Ankle  
 Ha llux va lgus  re pa irs   
 Me dia l or la te ra l ins ta bility re pa irs /re cons tructions   
 Achille s  te ndon re pa irs /re cons tructions   
Midfoot reconstructions  
 Me ta ta rs a l ligame nt/te ndon re pa irs /re cons tructions   
 Bunione ctomy  
 Fle xor Hullucis  Longus   
 Te ndon tra ns fe rs   
Elbow, Wrist, and Hand  
 Bice ps  te ndon re a tta chme nt  
 Ulna r or ra dia l colla te ra l ligament re cons tructions   
 La te ra l e picondylitis  re pa ir  
 S ca pholuna te  ligame nt re cons truction  
 Te ndon tra ns fe rs   
 

Indications –Titan Mini-Interference Screws  
The Titan Mini-Interference Screws are intended to be 
used for fixation of tissue, including ligament or tendon to 
bone, or a bone/tendon to bone. See below for specific 
indications.  
The Mini-Interference Screws are intended to provide soft 
tissue reattachment (i.e. fixation of ligament and tendon 
graft tissue).  
See below for specific indications.  
Shoulder  
 Ca ps ula r s ta biliza tion  
o Bankart repair  
o Anterior shoulder instability  
o SLAP lesion repairs  
o Capsular shift of capsulolabral reconstructions  
 Acromiocla vicula r s e pa ra tion re pa irs   
 De ltoid re pa irs   
 Rota tor cuff te a r re pa irs   
 Bice ps  te nodes is   
 
Foot and Ankle  
 Ha llux va lgus  re cons truction  
 Me dia l s ta biliza tion  
 La te ra l s ta biliza tion  
 Achille s  Te ndon Re pa ir  
 Midfoot re cons tructions   
 Me ta ta rs a l ligame nt re pa ir  
 Bunione ctomy  
 Fle xor Hullucis  Longus  for Achille s  Te ndon 
reconstruction  
 Te ndon tra ns fers in the foot and ankle  
 
Knee  
 Me dia l Colla te ra l Ligame nt Re pa ir  
Lateral Collateral Ligament Repair  
 P a te lla r Te ndon Re pa ir  
 P os te rior Oblique  Ligame nt Re pa ir  
 Illiotibia l Ba nd Te node s is   
 P os te rior Crucia te  Ligame nt Re pa ir  
Elbow  
 Bice ps  te ndon re a tta chme nt  
 Ulna r or ra dia l colla te ra l ligament re cons truction  
 
Wrist and Hand  
 S ca pholuna te  Ligame nt Recons truction  
 Ulna r Colla te ra l Ligame nt Re cons truction  
 Ra dia l Colla te ra l Ligame nt Re cons truction  
 Ca rpome ta lca rpa l joint arthroplasty (basal thumb joint 
arthroplasty)  
 Ca rpa l Ligame nt Re cons tructions  a nd re pa irs   
 Te ndon tra ns fe r in the  ha nd/wris t  
 La te ra l Epicondylitis  re pa ir  
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Special 510(k) Premarket Notification 
Valeris Apollo Suture Anchor System and Titan Screws 

 
 

Technological 
Characteristics 
and Substantial 
Equivalence 

Documentation was provided to demonstrate that the Subject device,  
Apollo Suture Anchor System and Titan Screws is substantially 
equivalent to the Predicate Apollo Suture Anchor System and Titan 
Screws (K133036),  The Subject device is substantially equivalent to the 
predicate device in intended use, indications for use, materials, 
technological characteristics, and labeling. 

 
Performance Data Axial Pull-Out and Insertion Torque per ASTM F543-7 testing were 

conducted to confirm that the modification to add a 3rd suture portal did 
not introduce any new risk. 

 
Conclusion Based on the indications for use, technological characteristics, materials, 

and comparison to predicate devices, the Subject Apollo Suture Anchor 
System and Titan Screws has been shown to be substantially equivalent 
to legally marketed predicate devices, and is safe and effective for its 
intended use. 
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