CRONICA

PIMENTA NA LINGUA

FIZ-ME ACASO VOSSO INIMIGO, DIZENDO A VERDADE?

GALATAS 4:16

“Aquele que vende muito gato por lebre, quando tiver lebre para vender, nao encontrard comprador”

Josemar Bosi

3 escrevi alguns artigos sobre contaminacdo de implantes dentdrios. Todas as imagens que mostrei eram de implantes com o
rétulo de Conformidade Europeia (CE).

Até 26 de Maio de 2025 os implantes dentdrios com a certificacao CE podem ser comercializados, sendo que apds essa data tém
que obedecer as Medical Device Regulation (MDR 2017/745) como material médico da classe 1B, o que significa pertencerem a classe
de médio/alto risco.

Consideramos desde ha uns anos que um implante certificado e estéril pode ndo ser um implante limpo e livre de contaminantes
de superficie.

Ultimamente, analisamos dois implantes da mesma marca, a venda em Portugal. Uma das analises foi feita na Universidade do
Minho e a outra em Berlim.

Como as imagens e relatérios falam por si, sendo coincidentes, resolvemos publicar o relatério do MMRI.BERLIN, que é um labora-
torio acreditado, para evidenciar que é absolutamente fundamental que os colegas entendam, em definitivo, que um implante estéril
pode nao ser um implante limpo...

E, por conseguinte, o paciente podera correr sérios riscos, e o profissional também...

Em 2019, Duddeck, Alberktsson, Wenneberg e colaboradores publicaram um artigo no Journal of Clinical Medicine, com o titulo “On
the Cleanliness of Different Oral Implant Systems: a Pilot Study”, em que compararam implantes das marcas Dentsply, Nobelbiocare
e Straumann com trés marcas que fabricavam c6pias. A conclusdo é deveras interessante: “In contrast to the original implants of
market-leading manufacturers, the analyzed look-alike implants showed significant impurities, underlining the need for periodic
reviews of sterile packaged medical devices and their clinical documentation”.

A maior parte dessas impurezas eram residuos organicos, tal como os observados nos implantes que analisamos.

J& em marco deste ano, Mtanis, Biadsee e Ormanier publicaram, no Journal of Functional Biomaterials, um estudo chamado
Dr. Jodo Pimenta, Académico Honorario da Academia “Assessing the Cleanliness of Dental Implants Using Scanning Electron Microscopy and Energy-Dispersive X-ray Spectroscopy Analysis
Brasileira de Odontologia. — A SEM and EDS In Vitro Study”, em que concluiram que havia uma alta contaminacdo dos implantes analisados (“Most of the
implants studied were contaminated. Particle distribution patterns vary with the manufacturer. The wider and outer areas of the
implant have a higher probability of contamination”).

0 assunto é muito sério, e a falta de controlo analitico, que deveria ser feito ou por uma unidade europeia independente, sem
conflito de interesses, ou por entidades nacionais, podera vir a ser de futuro fonte de conflitos judiciais... Além de que é a satde dos
pacientes, e também a reputacao de profissionais, que estard em jogo...

mecicol materct
file FB_19 research insfitute berlin
el rom: 0101202 Ofes:

2um s
14542 Werder [Havel)

Test-Report Test-Laborafory:

’ MaxPlancist. 3

page: 1 /20 according fo DIN ISO 22309:2015-11 [P i
order number: 23-00035-001_ | date: 2023-08-12

client: Prof. Dr. Joao Pimenta, Barcelos, Portugal

sample collection: O laboratory
@ client

name of examiner. Dr Ditk Duddeck

sample received: 2023-07-26
sample tested: 2023-08-04

manufacturer/prand: - |

sample type/material: | NEEEEE Titcniom
production-/vaiid-date: [

sample identifier: I

fest method: scanning electron microscopic (SEM), energy dispersive X-ray

spectroscopic (EDS) fests by means of imaging enlargements
according to DIN ISO 22309:2015-11

testing insfrument: Phenom Pro X, Desktop-SEM
software: Phenom ProSuite / element idenfification, version 3.8.6
calibration method: Software

operafing conditions:  Laminar-flow-cabin, clean room ISO class 5 (DIN EN ISO 14644-1),
normal room temperature

validation: standard-free analysis
O reference materials

Imparticiity ensured: B

Exclusion of iabilty uncertainty of measurement:
The analysis resulfs given below, which have been nomaized 10 100 (mass-%, are based on an esfimate hat
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Dr. Dirk U. Duddeck, DDS. Managing director and Rl Ry g o s FSHR-SEM image (digitally Sample mounted on the sample holder.
head of research of the CLEANIMPLANT FOUNDATION. frece el erine scope soeciied n he decd omer

composed, approx. 500X).

6 www.jornaldentistry.pt



1| LAy

Phenom camera.

'.* WA .‘i'-"l.lrl'.ll |I|| Imn

Phenom camera.

Phenom camera.

Phenom camera.

360x.

500x.

500x.

500x.

Sem mapping #1.

500x.

Sem mapping #2.
1,000x.
1,000x.
1,000x.
1,000x.

2,500x.

2,500x.

2,500x.

2,500x.

0 JornalDentistry_______

5,000x.

5,000x.

5,000x.

5,000x.

www.jornaldentistry.pt 7



I CRONICA

O
O

EDS Analysis Spot_1 (Overview).
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Spot reading #2.
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Quantitative elemental analysis.
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Quantitative elemental analysis.
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Qualitative elemental analysis.

Quantitative elemental analysis.
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Qualitative elemental analysis.

Qualitative elemental analysis.
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EDS Analysis Spot_2 (Overview).

EDS Analysis Spot_3 (Overview).
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Qualitative elemental analysis.
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HE The differential spectrum deducts
a. X-ray quanta from the core material
e jEELW and focuses on signals from the
iy Lme superficial material.
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Phenom camera. Differential spectrum #1 - #2. Qualitative elemental analysis (differential spectrum #1 - #2). EDS Analysis Spot_4 (Overview).
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Quantitative elemental analysis.
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Phenom camera. Spot reading #3. Qualitative elemental analysis.

TEST RESULTS

The implant sample showed numerous carbonaceous particles. One particle exceeded
the length of 400um. Elemental analysis of ofher, smaller parficles demonsirated additional
signals of calcium (2-3 At.%) and minor fraces of sodium (<2 AL.%)

test report, examined:  date: 2023.08.11  signature examiner:

approval: date: 20230812 signature laboratory manager:

Interpretation of results:

The FSHR (Full-Size High-Resolution] SEM mapping image is electronically composed of up
10 400 single SEM frames in @ magnification of 500x and shows the complete implant from
shoulder to apex in a viewing angle of approx.120°.

The fested sample demonstrated significant confamination with organic, ie., carbona-
ceous particles (> 50 particles in the viewing angle of 120°) with no pattern of distribution.

nofe: The report confains dafa on concentrations of elements with an afomic number  less than 11, such o5 oxygen.
The specified norm has only mited o ere since fhere is no accepled siandord for an exact quantiafive EDS
analyss of light elements. The sof s methods also sted In fhe rele
I

s direct analysis

9. for carbon] or by calculafi . ©.9. for oxygen in combinafi of higher ofomic
number. However, since mafericls can several oxide states or are nof completely oridized, quantiafive dota
on oxygenin the volues.

The interpretation of resuts and possble deducions on chemical compounds and materiol classes or causes of parficulate
ana

opinion.

fon: The fest report s only The o
Parls of the rep the the festing laboratory.

SEM Mapping (overview).

E no final, como de costume,
AGORA PENSEM!...
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