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Novastep 

Gilles Audic 

QA/RA Director 

Espace Performance III- Batiment P 

Saint-Gregoire,  35769 FR 

 

Re:  K192356 

Trade/Device Name: Airlock Centrolock Osteosynthesis Implant System 

Regulation Number:  21 CFR 888.3030 

Regulation Name:  Single/Multiple Component Metallic Bone Fixation Appliances And Accessories 

Regulatory Class:  Class II 

Product Code:  HRS 

Dated:  August 19, 2019 

Received:  August 29, 2019 

 

Dear Gilles Audic: 

 

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. Although this letter refers to your product as a device, please be aware that 

some cleared products may instead be combination products. The 510(k) Premarket Notification Database 

located at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination 

product submissions. 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 
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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 adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 4, Subpart B) for combination products (see 

https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-

combination-products); good manufacturing practice requirements as set forth in the quality systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

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 https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-

mdr-how-report-medical-device-problems. 

 

For comprehensive regulatory information about medical devices and radiation-emitting products, including 

information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-

devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn 

(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the 

Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See 

the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-

assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE 

by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100). 

 

Sincerely, 

 

 

 

 

Shumaya Ali, MPH 

Assistant Director 

DHT6C: Division of Restorative, Repair 

    and Trauma Devices 

OHT6: Office of Orthopedic Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 
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Traditional 510(k) premarket notification 

Indications for Use Statement 

DEPARThtENIT OF HEALTH AND 1-11.JMAN SERV IOES 
Food and Drug Admirwstra.lion 

510(k) Number (if Sa!mm) 

K:1923561 

Device Name 

Indications for Use 

Airlock® Ceidmiocl® osteo.syudie:sis impbnt sys,tem 

lndiicafiC>11s fur lJse (Oesoobe) 

Form Approved: 0MB Na. 0910-0120 

Bl;piralion Date: 0613™2D20 

See PRA statement below. 

Am.ook® Ceo.trolock® osteosynthesis implant systems are single-use devices intended fm fixation md stabilization of 
fresh :lhcimes, revision p rocedures, joint fusion and Jeoonstrnction of small bones of the hands, feet, anl::l.e, fingeIS and 
toes. 
Examples iDdude: 
• Mono OJ Bl-Cortical osteotomies in tire foot or hand 
• Distal OJ Proximal me-taw.sal or mclaeaJPal oste.otomies 
• Fixation of osteotomies for Haltux VaJgns treatment (~uclt as Scarf, Chevron, etc.) 
• Cakaneus/cuboid arthrndesis 
• Ta1arlnavi.cul.ar arthrod.esis 
The system may be used in adnlt pali.eots" 

Type of Use (Select one ,or both, as applicable) 

~ P,resaiip1ion Use (Part 2 1 CFR 801 Subpart. D} D Over-lihe-Counler Use (21 C FR ,801 Sub;partC} 

CONTINUE ONA SEIPARATE PAGE IF NEEDED. 

This !>eclion :applies only to reaqui remenls of the P:aperwo~ Red u:ction Act of 19EI5. 

•oo NOT SEND YOU R COM PILETED FORM TO THE PRA STAFF IEIMAIL ADD RESS B EIILOW :• 

T1he burden fime for this collection, of inform:a1ion is estimated to-aYerage 79 hours per response,. including fhe 
time ID r-eYiew inslruclion,s. search existing, dais sou:rces, gafh er and mairr!ain t he darta. needed and complete 
:and r-ellie-w the oalleclion .of irrf<H"mation. Send comm errts r-egardirlg tnis burden estimate or :any o1her Bispe,ci 
of tnis information collection,,. in,cluding suggestions tor r-eduoing this burden,, to: 

Department of Health and Human Seruiices 
Food: :and IJrug Administration 
Office .of C hief l rrf<H"mation Offroe;r 
Pap erwork Reduciion Act (PRA> Staff 
PRAstafl@fda .. flhs .. gov 

"An agen~y may not 0011dr1ct ,or sponsor, and a peT80fl iB 11of .required fo ~spond to, a co.llection at 
i,iformation u111e8s it dfttpJays a =~lly valid 0MB m.rmber. • 

FORM FDA.3881 (7M7) Page1on 
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