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Design No. / 01/15

Persons carrying out the study / Gemma Orteu

Date / 23/09/2019

AVANTGARD POST MARKET SURVEILLANCE /

« REPORT 1: SHORT-TERM FOLLOW-UP /

INTRODUCTION /

This study describes the short-term results regarding the implantation of 7 Avantgard model implant (GMI
trademark) in a total of 5 patients (n=1,33), men and women aged 31 to 52 years. Avantgard dental implant
was certified in early 2016, as a consequence we are working to collect new dentists who want to collaborate
with us in order to feed the corresponding PMS database, reporting clinical cases to study the success rate
of implants Avantgard model manufactured by the llerimplant s.I. company.

DATA REPORTED /
The implantologists used the follow-up record FO-SGC-011-16 provided by llerimplant company to carry out
the data collection of the 4 interventions carried out during the period June 2016 — October 2019. Following

there is a summary of the last three years.

Oral and medical history /
Any patients have any oral history (e.g. edentulous, periodontal disease or both cases) and they were no
smokers. Moreover, they did not have any other medical history such as (controlled diabetes, heart attack or

sintrom).
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Oral antecedents / Antecedentes Orales Periodontal

disease / il

None/ Ninguno
100%

Edentolous +

Edentolous / periodental Periodontal
Edéntulos 0% Disease /
0% Edéntulos + Enf.

Periodental

Medical antecedents: Tobacco / Antecedentes Médicos: Tabaco

Smoker/
Fumador
0%
Nosmoker [/ No
fumador
100%

Otros
Heart attack /
Infarto Controlled
Miocardio Diabetes /
Sintrom + 0% Diabetes
Controlled ! Controlada
- __._._._._._._
Diahetes / 0%
Sintrom 4

Diabetes
Controlada
0%

None/ Ninguno
100%

Medical antecedents: Others / Antecedentes Médicos:
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Range of implants / Gama de implantes

The study was performed about the internal conical connection dental implants manufactured by the
company llerimplant s.l., the following references are included in the study:

El estudio se realiza sobre los implantes dentales de conexiéon interna cénica fabricados por la empresa
llerimplant s.l., las referencias incluidas en el estudio son las siguientes:
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Implanted units / Unidades implantadas
REFERENCE /| UNITS/ DIAMETER / LENGHT / PLATFORM /

KDAOF4008 2 4,25 10 RP
KDAOF4014 2 4,75 11,5 wp
KDAOF4009 3 4,25 11,5 RP

Surgery and Rehabilitation / Cirugia v rehabilitacion

The type of surgery used for these implants placements was a single surgery, so the surgical technique
recommended by the company was not used.

El tipo de cirugia utilizada para la implantacion de los implantes fue una Unica cirugia, es decir, no siguio la
técnica quirdrgica recomendada por la empresa.

No se utilizaron biomateriales ni injerto 6seo para ayudar a la integracion del implante.

Type of surgery / Tipo Cirugia Biomaterials use / Uso Biomateriales
Used /
Utilizados

2 Surgeries o

/2 Cirugias 0%
0% Non used

1Surgery / /No

1 Cirugia utilizados

100% 100%
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Bone Graft/ Injerto Oseo Used /
Utilizados
0%
Non used
/No
utilizados
100%

The rehabilitation was carried out through a single crown.

La rehabilitacion se llevd a cabo a través de una corona unitaria.

Ball pillars
overdenture /
Sohredentadura

Bolas
0%

Type of prosthesis / Tipo de Protesis

Fixed bridge /

Puente fijo
0%

Single crown/

100%

Corona unitaria

Bar overdenture /
Sohredentadura
Barras
0%

Functional loading for the implants was classical.

La carga funcional para los implantes fue clasica.

Functional load / Carga funcional

Early / Precos

Immediate / 0%
Inmediata

0%

Classic/ Clasico
100%
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RESULTS/

For the study, we divided the jaw in two anatomical areas: /

- Symphysis: from canine to canine (inclusive). /

- Posterior mandibular: premolars and molars. /

The maxilla is divided analogously /

- Premaxilla: canine to canine (inclusive). /

- Posterior maxilla: premolars and molars. /

Distribution of implants by area: /

AREA/ IMPLANTS /
Symphysis: from canine to canine (inclusive) 1 (0%)
Mandibular Posterior: premolars and molars 2 (50%)
Premaxilla: canine to canine (inclusive) 2 (0%)
Posterior Maxillary: premolars and molars 2 (50%)
No information 0 (0%)

TOTAL

7 (100%)
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Global / Global

Symphysis
/ Sinfisis
0%

Posterior
maxillary /
Posterior
maxilar
100%

Posterior
mandibula
r/
Posterior
mandibula

LE)FEIII axilar
/

Premaxilar

0

0%

MAXILLA / MAXILAR:
0 failed implant (0%)
Premaxilla: O failed implant

Posterior maxilla: 0 failed implant.

0 implantes perdidos (0%)
Premaxilar: O implantes perdidos.

Maxilar posterior: O implantes perdidos.

JAW / MANDIBULA:

SUCCESS RATE / TASA DE EXIT0O: 100%

Failed/ Maxilla / Maxilar
Pérdida
0%

Success
/ Exito
100%

SUCCESS RATE / TASA DE EXITO: -%

Failed/ Jaw/Mandibula
Pérdida
0%

Success
/ Exito
100%
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GLOBAL SUCCESS RATE / TASA DE EXITO GLOBAL: 100%

Global / Glohal

Failed/
Pérdida
0%

Success
/ Exito
100%

CONCLUSIONS / CONCLUSIONES

Currently, based on the data analyzed, Avantgard model implants of llerimplant S.L. company (GMI
trademark) have a surgical rate similar to the rest of the successful implants available with similar features in
the market. Remember that these results are only short-term success rates (placement-loading).

Based on the results obtained it does not considered to open any corrective and/or preventive action. We
hope in the following reports have more cases to study, but by the time we do not draw firm conclusions
because of the study is still not a representative sample.

En base a los datos analizados hasta la fecha el implante modelo Avantgard de la empresa llerimplant S.L.
(marca comercial GMI) tienen una tasa quirlrgica de éxito similar a la del resto de implantes con
caracteristicas similares presentes hoy en dia en el mercado. Recordar que estos resultados son
Gnicamente tasas de éxito a corto plazo (Implantacion — carga).

En base a los resultados obtenidos no se cree necesario abrir ninguna accion correctiva y/o preventiva.
Esperamos en los proximos informes disponer de mayor nimero de casos a estudiar, pero por el momento
no se pueden extraer conclusiones firmes debido a que el estudio alin no es una muestra representativa.
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« REPORT 1: LONG-TERM FOLLOW-UP /

It is needed more time to collect long-term data.

No. patients / No. Implants /
Year Follow-up duration(YEARS) / Lost Follow-up Lost Follow-up
Total OK / Total OK /

2019 3 1 2 0 2 2 0
2018 2 0 0 0 0 0 0
2017 1 3 1 0 4 3 0
2016 0 1 1 0 1 1 0

Total 5 5 0 7 7 0

Table 1 — Correlation between follow-up time and number of implants.




