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510(k) Summary of Safety and Effectiveness of Paladon ultra

(1) Submitter's name

Heraeus Kuizer, LLC (for Heraeus Kulzer, GmbH)
300 Heraeus Way
South Bend, Indiana 46614

Contact person: Cheryl V. Zimmerman
Phone: + 574 299-5444

Date summary was prepared: 201 1-05-05

(2) Name of Device

Trade name - Paladon ultra
Classification name - Denture relining, repairing, or rebasing resin (21 CER
872.3760 Product code EBI)
Class-Il1

(3) Substantial equivalence

Paladon ultra, liquid and powders, is substantially equivalent with Palaimpact, liquid
and powders, 510(k) No. K043504
Main component of both liquids is 6iethyl methacrylate, of the powders polymethyl
methacrylate.

(4) Description of the device

Paladon ultra was developed as a heat curing high impact denture base resin similar
to the substantially equivalent device Palaimpact.

The product consists of powder in various shades (pink, pink veined, pink live, R50
veined, light pink, light reddish pink, shade 200, dark pink) and liquid. 80 ml or 500
ml of liquid is supplied in brown glass bottles in an outer cardboard box, the 100 g or
1000 g powder is supplied in square HD-PE bottles in an outer cardboard box.
12000 g are available upon request.
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To make a denture, powder and liquid are mixed, in a ratio of 21 g :10 ml. The
material should be polymerised by heating.

The material has a shelf life of five years and fully complies with the requirements of
ISO 20795-i1:2008 for denture base polymers with improved impact resistance.

(5) Intended use

Paladon ultra is a denture base material for fixed and removable dentures:
" Full maxillary and mandibular prostheses
* Implant overdlenture

(6) Summaries and Conclusion

(a) Technological Characteristics

Paladon ultra was developed as a heat-polymerizing high impact resin with
improved impact resistance. In all properties it is comparable with the
essentially equivalent heat-polymerizing denture base resin Palaimpact. Paladon
ultra is a further development of the earlier product.

(b) Nonclinical tests and clinical tests/evaluations

(1) Nonclinical tests: In accordance with the Medical Device Directive 93/42/EEC
and National European medical device legislation, any medical device, must
be evaluated by the legal medical device manufacturer regarding its clinical
performance and safety. This includes an evaluation of biocompatibility in
accordance with ISO 10993-1. As Paladlon ultra is exclusively used for the
fabrication denture bases as well as implant-supported prostheses, it can be
concluded that there is only conitact with the mucosa. The duration of contact
of Paladon ultra is > 30 days. According to this classification, (DIN EN ISO
10993-1, Table 1) the following tests must be considered:
Cytotoxicity, Sensitization, Irritation / intracutaneous reactivity, SubacuteI."Subchrothidtoki6it . Genbto~ibit?. ohthe* a 6! 6th& test re~ult& the'
biocompatibility of Paladon ultra in the aforementioned indication was
documented in a biocbmpatibility evaluation report and the benefit /risk-
relation has been judged as positive.

(2) Clinical evaluation
In accordance with the Medical Device Directive 93/24/EEC and National
European medical device evaluation, any medical device is requested to be
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evaluated by the legal medical device manufacturer regarding its clinical
performance and safety. This includes a clinical evaluation in accordance with
MEDDEV 2.7.1, which is intended to critically evaluate the clinical benefits of
the medical device in comparison to its potential risks. Therefore, a clinical
evaluation is part of the compulsory risk management process according to
ISO 14971, and critical findings must further be considered in the current risk
management process of the medical device manufacturer responsible for the
evaluated device.

On this background, the clinical evaluation was performed in order to comply
with the current European medical device legislation, in particular with
MEDDEV 2.7.1. This critical evaluation followed the procedures outlined in
the corresponding clinical evaluation plan.

Paladon ultra is classified according to annex IX of council directive
93/42/EEC as a class Ia medical device.
Paladon ultra represents as well-known type of acrylic denture base material
which has proven to exhibit the expected performance and clinical
effectiveness. There is no hint for undesirable effects and potential risks when
Paladon ultra is applied according to the instructions for use.
Considering the evaluated data and technical results for Paladon ultra, it is
concluded that the product will exhibit that claimed clinical and technical
performance and thatipotential undesirable clinical effects and risks seem
well controlled and acceptable when weighed against their benefits in
dentistry. Therefore, the benefits versus risks ratio was stated to be positive
for Paladon ultra, provided that the product is applied in accordance with its
intended use according to the manufacturer's information for use.
Nevertheless, a risk for irritation or sensitization in susceptible patients or
users due to the contact with Paladon ultra cannot be excluded.

The clinical report was carried out in accordance with MEDDEV 2.7.1 and
followed the provisions of the corresponding clinical evaluation plan.

(c) Conclusion

The risk potential of the denture base resin Paladon ultra was proven. All
......properties of~the product were:verified successfully.. ....

The biological compatibility of the denture base resin was investigated to
evaluate the toxicological risk. A biological evaluation report has confirmed
that the product Paladon ultra meets the requirements of ISO 10993
standard. The results were discussed in the biological evaluation report and
the benefit Irisk relation has been judge as positive.
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The physical properties of Paladori ultra were determined in accordance with
ISO 20795-1 for denture base P5oymers. All properties comply with and
exceed the requirements of the standard. This is stated in section (4).

Based on the results of the clinical evaluation report it is concluded that the
product can be expected to exhibit the claimed technical performance and
that potential undesirable clinical effects and risks seem well controlled and
acceptable when weighed against their benefits in dentistry.
The risk analysis according to ISO 14971 was carried out for Paladon ultra
and showed that the application of the product according to the
manufacturer's instruction for use can be considered as safe.

Paladlon ultra meets all relevant requirements for denture base resins in
accordance with the Medical Device Directive 93/42/EEC and National
European medical device legislation. Based on the actual facts Paladon ultra
is considered to be effective and safe when used in accordance with the
manufacturer's instructions for use.

W eim, ptember 26, 2011

Dr. K. R pert A. Keishiold



DEPARTMENT OF HEALTH & HUMAN SERVICES I 'hic ica sciiSevice

SiLver Spiiig. [\i) I)20993-0002

NvIs. Cheryl Z1im mernman
Director: Qual ity AssuranIce &' Regulatorv Arfahirs

-leraCu~s KuI7lzer LLC
300 -IMcacs \Way
South Bend. Indiana 4661I4

Re: K(111832
Trade! Device INair e P a Iado n Ultra
Regulation Num,11ber: 21 CFR 872.3760
Regulation NameI: Denture Relining, Repairing, or Rebasing Resin
Regulate ry Class: 11
Product code: ['131
Dated: August 24, 2011
Received: Auigust 26. 20Q11

Dear I s. Zimmerm an:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined thle cle\'ice is substantially equivalent (for the
indications For use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to Mvay 28, 1976, the enactment date of the Mvedical Device
Amendments, or to devices that have been reclassifited in accordance with the provisions of'
thle F-ederl- Food. Drug, and Cosmetic Act (Act) that do not require approval of a preirarket
approval application (PINt\). You may, therefore, market the device, subject to thle general
controls provisions of the Act. The general controls provisions of the Act include
requliremnts Foralnual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CD)RI-l does
not evaluate information related to contract liability' warranties. We remind you, however,
that device labeling rust be truthful and not misleading.

If your deCvice is classified (see above) into either class [[ (Special Controls) or class Ill
(['NiA), it nay be subject to additional controls. Ex istinrg maj or regulations affecting your
devi ce can be l'0o und inl thle CodeC of Federal ReguLlations, Title 2 1, Parts 800 to 898. In
addition, FDA may p)iblisl furit her annou0Lil ncets concerning your device inl the Federal
frgistcp.
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PlIease be advised that FDA's issuce of a substantial eqUi \al enCCCe dtermlination does no01
mean that FIDA has muade a dletermination that your device cornplies with other requirements
of the Act or any~ Federal statutes and regulations administered by other Federal agencies.
You must cornmply with all the Act's req U i rmets. inclIudiniig, but not limnited to: registration
and listing (21 CFR Part 807); labeling (21 C FR Part 801); medical device reporting
(rporting of medical device-related adverse events) (21 CFR 803); good manufacturngo
practice requirements as set forth in the quality systems (QS) regulation (2 1 CF-R Part 820);
and if applicable, the eletrnic product radiation control provisions (Sections 53 1-542 of
the Act); 2 1 CFR 1000- 1050.

If ryou desire speci fic ad vce for your device on our label ing r-CgUlation (2 1 CF!R Par t 80 I).
please go to htti)://w\ww,%.fdca.LovAbowiFDA/CeinteisOfirces/C1)RI-l/CDR1--0I'fices
hocrn II 5809.htni for the Center for Devices and Radiological H-ealth's (CDRI's) Office of>
Comnpl iance. Al so, please note the regulIanion ent itled, 'Ni sbrand ig by reltrence to
lprenmrket nod llcation'' (21IC FR Part 807.97). For qiuestions regard inrg the reportinrg of'
adverse events under the MDR regulation (2 1 CFR P~art 803), p)lease go to
hitti)://\ww\w\.fdal~.'-ov;/Neicaill~evices/Safetv/lteponaProblerai/cfauLlt.ihti for thle CIDI-I's
OfFice 01> SurveilIlance and B ioinctrics/D ivi siori of' Postmuarket Surveillance.

You mnay obta inr other general in formiati on on your responsibhili ties wider the Act fromn the
Did iIonr o f Smnall Mnlarm[et urers, In ternationrialI anrd Cons umner Assistance at its toll- free
number (800) 638-204 1 or (301) 796-7100 or at its Internet address
Ittgp://vwvw.da. gov/N/leii calIDci ccs/R~esources foriou/l ndustrv/de fauIt.htnl.

Sincerely yours,

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Diviion of> Anesthecsiology, General H-ospital.

In fection Control arid Dental De\'ices
Offce of De vice Lval uation
Center for Devices and-

Radiological HeIalth

Enclosure



Indications for Use

51 0(k) Number (if known): \ At7~

Device Name: __Paladon Ultra _____________

Indications for use:

Paladon ultra is a heat curing high impact denture base resin designed for injection
procedure and press and pack technique for:

*maxillary and mandibular prostheses
*implant over-denture

Prescription Use _X__ AND/OR Over-The-Counter Use ____

(Part 21 CFR 801 Subpart D) (21 CFR 807 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE OF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

0 &Idgz pd254'i
(Division Sign-Off)
Division of Anesthesiology, General Hospitl Page _1 _ of _1
Infection Control, Dental Devices 

_

510(k) Number: / '6110?2-


