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Section E 510(k) SUMMARY

Submitted by: Jensen Industries
50 Stillman Road
North Haven CT 06473
(203) 239-2090 phone
(203) 234-7630 fax
Contact: Gary Phelps

Date Prepared: June 14. 2011

Device Name: The InSyne Ceramic System
Common Nanie: Dental Porcelain
Classification Name: Porcelain powder for clinical use (21 CFR 872.6660)
Classification: Class 11
Product Code: EIH

Predicate Devices Ceramics 2inl1: 5 10(k) number K043221
WVith Gelter Creation CP - ZI: 5 10(k) number K070 114

Device Description

The In, vnc Ceramic System consists of pressable silica based ceramic pellets and silica based ceramic

layering porcelain and liquids.

Indications for use

Thie pressable ceramic pellets are pressed onto zirconia frames by decnal technicians to fabricate frill

ceramic crowns and the cermic laycring porcelain and liquids are used to build up the pressed ceramic

to final tooth morphology and shade. 'llie ceramic layering porcelain and liquids are also used in

building ceramic crowns and bridges on titaniun and titanium alloy substnuctures. Both applications

are to provise protheses for missing / damaged teeth.

Comparison to predicate devices

Data has been presented to demonstrate that the respective composition, mechanical properties,

chemical qualities, and the indications for use make the In~ync Ceramic System substantially

equivalent to Ohe predicate devices Willi Geller Creation C'P-Zi and C'eramics 2inlporcelaini. The

safety and effectiveness of the hin vne Ceramic System, being determined by the shared chemical

qualities and mechanical properties, is therefore equivalent to the predicate devices. Independantly.

the InSyne Ceramic System meets the applicable sections of concensus standards ISO 9693 and ISO

6872.
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N'lr. Car ' Phelps
Qual ity' Assulrnce Manauer
Jensen I ndtListri Cs. I ncorpoi-ated
50 Stillman Road j
[North Havenl. Conn1ecticut 06473 '

Re: K 111 74J
Trade/Device Name: The I nSv nc Ceramic S ysteml
Regulation Number: 21 CFR 872.6660
Regtilation Name: P~orcelain Powder for Clinical Use
Rcgtrlatory Class: 11
Product Code: 1l11-I
Dated: j ineC 06, 2011
RceivedI: June 2 1, 20 11

Dear Mvr. Phlelps:

We have reviewed your Section 5 10(k) premiarket notification of intent to market the device
refecrenced above and have determined the device is substantially equivalent (for the
indications for Use Stated inl thle eclosure) to legally marketed predicate devices marketed in
interstate commerce prior to Mvay 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,1, and Cosmetic Act (Act) that do not require approval of a premlar ket
approval application (PMN/A). YOU may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act inluhde
requirements for annual registration, listing of devices, good marnuf1actuing11 practice,
labeling, and prohibitions against misbranding and adulteration. IPlease note: CDRI-I does
not evaluate information related to contract liability warranties. We remnind you, howver~,
that device labeling mnust be truthful and not misleading.

If your1 device is classified (see above) into either class I1 (Special Controls) or class Ill
(P Ni A), it may be subject to additional controls. Existing major regulations a ffecti ngvyour
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
add iti on, FIDA may i)Lbli sh further announcements concerning y'our de vice in the Federal
Reuister.



Par'e 2 - Mir. Phelps

j]'lease be ad vised that FDLA's issuance of a substantial eqUivalence determiation does niot
mean that FDA has made a deteirmiination that your device complies wvith other req air-ements
o f the Act or any Federal statutes and regu'Llations administered by other Fedleia! mwene s.
YOU 111Lust comply\ wvi th all the Act's req nir-emenCts, Includin., bUt nlot limited to: registration
and listing (2 I CF R Part 807); labeling (2 1 C1FR Part 801I); medi cal device reportLing
(reporting Of media dvc-elated adverse events) (2 1 CER83;godmnfatrn

pract ice -eq ui remlents as set for-th inl the qluality systems (QS) regu lat ion (21 I R Part 820);
and i f' applicable, the electronic prod net radiation control provisioris (Sect ions 53 1-542 of
the Act): 2 1 CER 1000- 1050.

If yoF dOIesire speciflic advice for your device onl our label ing reguLlationl (2 1 C FR Part 80 1)
please go to

littp://www.~~~~~~~~~~~~~ fau/Aot A/eesfiesC j-CDRIOic/wn I 5809.hirii for
the Center for- Devices arid Radiological HeIalth's (CDRI-I's) Off-ic of Compliance. Also,
p lease note the r-egulation eniti tled, "Misbranidi ng by reference to prerrarket riot iFi cati on'
(21 CFR Part 807.97). For questions regardling the reporting of adverse evenlts under- the
MDR IV,1ulation (2 1 CFR Part 803)), please go to
hittp)://wwwv~.f'da.go\/Medlical Devices/Satfety/Rer)or-tat~robleim/defbulthtll for the CDRI-l 's
Office of'S UrVeilIlance and B iometrics/Di vision of Postmarket Survleillanlc.

YOU 11ay% obtain other gjeneral in form11ationl onl your responsibilities tinder tie Act frori the
1)ivxis ion of'S tral I MariafactUrers, International anld Con1sumerf Assistance at its toll - fee
nlunber (800) 638-2041 or (301f) 796-7100 or at its Internet address
lit1)://w\ww~tf. lao/M\,edicatDe;ices/eSOurcesoYOI/InCILIStlV/CIefat'Ilt1111

Sincer-ely your-s,

Anthony D. Watson, B.S., M.S., Mv.B.A.
Director
Division of Anesthecsiology, Generat 1-los pital

Infection Control and Dental Devices
Office Of' Device E-valuation
Center for Devices and

Radiological H-ealth

Eric losun



Indications for Use

510(k) Number (if known): k (
Device Name: The InSyne Ceramic System

Indications for Use: The pressable ceramic pellets are pressed onto zirconia frames
by dental technicians to fabricate full ceramic crowns and the ceramic layering porcelain
and liquids are used to build up the pressed ceramic to final tooth morphology and
shade. The ceramic layering porcelain and liquids are also used in building ceramic
crowns and bridges on titanium and titanium alloy substructures. Both applications are
to provise protheses for missing / damaged teeth.

Prescription Use X AND/OR Over-The-Counter Use ___

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

(Division Sign-Oft)
Division of Anesthesiology, General Hospitl
Infection Control, Dental Devices

510 (k) Number: 2I7l .
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