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MIS Short implants

Company Name: MIS implants Technologies Ltd.

P.O.Box 7, Bar Lev Industrial Park,

20156, ISRAEL
Telephone: +972-4-90 16800

Fax: +972-4_9918623

Establishment Registration Number: 3004203816

Contact Name: Iman Khorshid - V.P QA & RA

Telephone: +972-4-9016800
Fax: +972-4-9918623
E-mail: iman@mis-imPlants-com

US Agent. Motti Weisman - Vp Marketing
MIS Implants Technologies Inc.

14-25 Plaza Rd. Suite S-3-5 Fair Lawn

New Jersey; 074 10
Phone: (201) 797-9144
Fax: (201) 797-9145

E-mail: service@misillanscom

Date prepared: August 2 1st, 2011

Trade Name: MIS Short Implants

Classification name: implants, EndossCOUS, Root Form

Common/Iusual name: Dental implant

Product Code: DZE

Regulation No.: 872.3640

class: II

Panel identification: Dental Devices Panel
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Predicate Device: dr51Ok 001 n

4.5x6.0iTm and 6.0x6.0flm dental implants cleared unde 0k 00 1  n

s.0x6.Omtm cleared under 5 10(k) K0426 37 , both from BicOn, Inc. 50IA bOrway,

Boston, Massachusetts, 02130;

osseoSpeed 4.OS - 6 min implant cleared under 510O(k) K(063779 from Astra Tech

Inc., 890 Winter Street, Suite 3 10, Waltham, MA 02451.

Description of the device:

The MIS short implants are self tapping1 root-foflf, two piece screw type dental

implants, indicated f or use in Surgical and restorative applications for placement in

the upper or lower jaw to provide sufppot for prosthetic devices such as artificial

teeth, in order to restore the patient chewing function.

The MIS short implants are provided in 6.0mm length and 4.2mm, 5.0 mm, and

6.0mm diameters, as follows:

Seven internal hexagon 6.0mm length: diameter 4.20mm, 5.0 mm and 6.0mm

Biocom internal hexagon 6.0mm length: diameter 4.20mnm, 5.0mmn and 6.0mm

Lance internal hexagon 6.0mm length: diameter 4.20mm, 5.0mmn and 6.0mmn

The implants surface is sand blasted and acid etched.

The MIS short implants are two piece devices whereas the implant is to be used in

combination with cover screws, healing caps, abutments and superstructures.-

The MIS short implants are made of Ti6AIAV ELI complying with standard ASTM

F 136-08- Standard specification for Wrought Titanium6Alumninumlvanadu 
ELI

(Extra Low Interstitial) Alloy for Surgical Implant.

Indications for Use:

MIS dental implants are intended to be surgically placed in the bone of the upper or

lower jaw arches to Provide support for prosthetic devices, such as artificial teeth, in

order to restore a patient's chewing function.

When a one stage surgical procedure is applied, the implant may be immediately

loaded when good primary stability is achieved and the occlusal load is appropriate.

MIS short implants are to be used only with straight abutments.
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Substantlt~ Equivalence: m nedduea h .00i n

The MIS short implants have the sam inte2 nd use as th ena implO~andsceae

6.0x6.Omm cleared under 5 10(k) K0O7
2 ad506Omdetlipat 

lae

under 510(k) K0426 37, both from Bicon, Inc. 501 ArborWay, Boston,

Massachusetts, 02130, and the OsseoSpeed 4.08 - 6mm implant cleared under

5 10(k) K063'779 from Astra Tech Inc., 890 winter Street, suite 310, Waltham, MA

02451, and have equivalent performance characteristics. All these products are

manufactured from the same Titanium alloy. All other technological characteristics

are similar and show equivalent Performance capabilities. The MIS short implants

are therefore substantially equivalent to their predicate devices.

Technological characteristics - comparative table: mln se~edfo sr

Lndicatiro MIS en a Th6.56.O m nh 506Om

MISdenalThe .O50m.mman implant is intended to mm is intended to be used

For Use implants are implants are designed be surgically plae toreplaceY mcissng lunt

intended to be for use in edentulous in the maxilla or mtet nctingeona muntitse

the icll bon e d ofte np e sites in the mandible mandible to provid (teeth a ptions l or thmultp e

ore lowe jaw ahespe or maxilla for support support for prosthetic uni l ppliais wiher

toproide spport of a complete denture devices to restore the madbeomxiawhr

for pro veste t prosthesis a term inal patient 's chewing rim dit i pa T ha ilt

forprotheic r itemedatefuntdevicy 
e mbaibnedeual

devices, such as oric inemeitafntonya 
be obaied Teqal

artificial teeth, in abutment for fixed well in a single-stage or

odr to etre a bridgwork partial 
tw-stage surgical

part ens hein dentures, or a single procedure. it is indicated

pain' hwn tooth replacement. for immediate implantation

funcion.in extraction sited or

When a one stage 
implantation in partially

surgcal roceurehealed or completely

im plt , may e 
healed alveolar ridge

implnt my besituations. When a one-

immedatelystage surgical approach is

plaed stablit iso applied, the implant may be

primay stbiliy isimmediately 
loaded after
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appr~fla~The 
fluoridemodified

apprprite.surface, though having a

MIS short implants inlvlfrb-ofluorideioleefablw

are to be used onlythtnedfocas
with straghtprevention in teeth,

abutmnts.provides a favorable

substrate for bone
attachment and
osseoifltegration.
OsseoSpeed 4.OS - 6 mm is

especially indicated for use

in soft bone applications
where implants with other

implant surface treatments
may be less effective.

Because initial stability
may be difficult to obtain in

Type ivbone, imm ediate
loading of single tooth

restorations may not be

appropriate in such
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Non - clinical tests:shrimlnsadiseutswefod

Fatigue test was performed on MISshrimlnsadtseutswefod

equivalent to those Of their predicate devices.

Clinical tests: auerve n aesuiswt 0mnh

A clinical evaluation, based ofl literauervwancsetdisih30m 
ts

follow up, has been performed.

Conclusion: lnsde o as n diinlcnen

The evaluation of the MIS short implat does ntrieayditnalfocerns

regarding safety and effectiveness and the MIS short implants myteeoeb

considered substantially equivalent to their predicate device
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DEPARTMENT OF HEALTH & HUMAN SERVICES Pbi lii evc

Food and Drug Adivinistion
0903 Novl Ilmpshire AVenue~

D)cumi'lent Cont101 Room -\V 066-G609
Silver Spring. 'MD 20993-0002

MIs. I manl Khorshid
V./1) QA & RWA
M'lIS Implants Technologies, Li mi ted
P .0. Box 7 Bar Lev Industrial Park
20156, ISRAEL.

Re: K 103 08 9
brade/Device Name: MiIS Short Implants
Renulauion Number: 2 1 CER 872.3640
Reg-ulation Name: Endosseous Dental Implant
Regulatory Class: 11
Product Code: DZE
Dated: September I I. 2011t
Received: September 13, 20Q11

Dear Mvs. Khorshid:

We have reviewed your Section 5 10(k) preniarket notification of intent to market the device
referenced above and have determined the device is substantially equLivalent (for1 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 iMedical 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 inludeICI
requirements for annual registration, listing of devices, good manutfa~cturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRI-l does
not evaluate information related to contract liability warranties. We remnd you, however.
that device labeling must be truthful and not misleading.

fyour device is classified (see above) into either class 11 (Special Controls) or class III
(P MA). it may be subject to additional controls. Existing major reCgulations affecting your
device can be found in the Code of Federal Regulations, Title 2 1, Paris 800 to 898. In
addition. FDA may publish further annou0Lncements concernimt your device in the Federal
Re Z i ster.



FPa=zc 2 - Ms. Khorshid

Please be advised that FDA's issulance Of a substantial equivalenice determination does not
mean that FDA has madie a determination that Y:our device com plies With other requirements
of the Act or any% Federal statutes and regulations adniin istered by other Federal agencies.
YOU m1ust comnply wvith al i te Act's reqluiremnrts, including. bilt not li mi ted to: registration
and listing (2 1 CER Part 807); labeling (2 1 CFR Part 801) medical device reporting
(reporting of' med ical device-related adverse events) (2 I C FR 803); ('ood rnanU1 bet uriCn
practice reqluirements as set forth in the quality systems (QS) r egulation (2 1 CUR Part 820);
and if applicable, the electronic product radiation control p~rovisions (Sections 531-542 of
the Act); 21 CU-R 1000-1050.

If you desire specific advice for- your device Onl otir labeling regulation (2 I CUR Part 801)I
please go to hittp)://www"\.fdai.L',Ov/AbOutFDA/CentersOfices/CDIt-l/Cf)RHI10tlices
/rrCm I115809.1arm for the Center for Devices and Radiological Health's (CDRI-ls) Office of'
Compliance. Also, please note the regulation entitled. ''WIisbranding by reference to
premnarket notification" (21 CER Part 807.97). For questions regarding the reporting of'
adverse events tinder the MIDR regulation (2 1 CFR Part 803)), please go to
lhtp:H/vwv\\.fdal~.u-o\v/iedicalIevices/Safetv/Repor-tzaIobleti/deIfanLI t.1html lbr- the CD 1<1-s
Office of 1SurveilIlance and Biomietrics/Division of Postmarket SLurveillance.

YOU may obtain other general in formation Onl y'our responsibilities tinder the Act from the
Division of Smnall Manufacturers, International and Conlsumer Assistance at its toll-fire
number (800) 638-2041 or (301f) 796-7100 or at its Internet address
hittry//ww, w. Fda.pov/N4edical DeViceS/ReSOuricesfor- oLI/lndcustrv /dlefau~llitrn

Sincerely yours,

Ani thony D. Watson, B.S., M.S.. M.B.A.
Director
Division of Anesthesiology. General H-ospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radio log ica l f-ealIth

Enclosture
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INDICATIONS FOR USE

510(k) Number: K103089

Device Name: MIS Short Implants

Indications for Use: MIS dental implants are intended to be surgically placed in the bone
of the upper or lower jaw arches to provide support for prosthetic
devices, such as artificial teeth, in order to restore a patient's chewing
function.
When a one stage surgical procedure is applied, the implant may be
immediately loaded when good primary stability is achieved and the
occlusal load is appropriate.
MIS short implants are to be used only with straight abutments.

Prescription Use X OR Over the Counter Use___
(Part 21 CER 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW TIS LINE -CONTINUE ON ANOTHER PAGE IF
NEEDED)
Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division sign-Off)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number:, o)D h
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