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Design No. / 01/09

Persons carrying out the study / Gemma Orteu

Date / 16/09/ 2019

FRONTIER POST MARKET SURVEILLANCE /

% REPORT 5: SHORT-TERM FOLLOW-UP /

INTRODUCTION /

This study describes the short-term results regarding the implantation of 351 (13 new on 2017-2019)
Frontier model implants (GMI trademark) in a total of 135 patients (n=2.57), 81 women and 54 men, aged
between 20 and 86 years (information about 3 of them is not disposal). Over a period of 9 years 21 dentists
reported clinical cases randomly to study the success rate of implants Frontier 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 128 interventions carried out during the period June 2010 - September 2019. The
collected data is exposed below:

Oral and medical history /

25.78% (34 p.) of the patients treated were edentulous and 15.70% (20 p.) had periodontal disease. In the
latter group, one patient was treated for diabetes, while another used Sintrom. Inside of both groups, 3
patients had both antecedents, they had been edentulous due to a periodontal disease. 39% of the implants
studied are affected by the no favourable conditions.

On the other hand, 21.09% (27 p.) were smokers and according to these 26, eleven belonged to the
edentulous group, six had periodontal disease and three to both groups.
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Oral antecedents / Antecedentes Orales Periodontal
disease /
Edentolous / Enf
Edéntulos |""‘|'i"u’|"l'nL'||
o - QLW | - L=
23% 13%

None/ Ninguno
61% Edentolous +
Periodontal
Disease /
Edéntulos 4
Enf. Periodental
3%

Medical antecedents: Tobacco / Antecedentes Médicos: Tabaco

Smoker/
Fumador
21%

Nosmoker /
No fumador
79%

Medical antecedents: Others / Antecedentes Viedicos:

Otros
Otros / Otros
13% ‘

None/

87%

Range of implants / Gama de implantes
The study was performed about the internal hexagon dental implants manufactured by the company
llerimplant s.I., the following references are included in the study:

El estudio se realiza sobre los implantes dentales de hexagono interno fabricados por la empresa
llerimplant s.I., las referencias incluidas en el estudio son las siguientes:
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Implanted units /

REFERENCE/ | UNITS/ DIAMETER / LENGHT /
KDAOF3601 1 3,3 8
KDAOF3602 23 3,3 10
KDAOF3603 21 3,3 11,5
KDAOF3604 11 3,3 13
KDAOF3606 5 3,75 8
KDAOF3607 46 3,75 10
KDAOF3608 51 3,75 115
KDAOF3609 45 3,75 13
KDAOF3610 7 3,75 15
KDAOF3612 9 4,25 8
KDAOF3613 38 4,25 10
KDAOF3614 36 4,25 11,5
KDAOF3615 21 4,25 13
KDAOF3616 4 4,25 15
KDAOF3619 1 4,75 10
KDAOF3620 5 4,75 11,5
KDAOF3622 3 4,75 8
KDAOF3623 12 4,75 10
KDAOF3624 2 4,75 11,5
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Diameters

N@3,3 W@3,75 m@4,25 mo4,75

Lenght

BL8 WL10 mL11,5 mL13

References shaded in light blue are the measures most frequently used. Practically, the entire range of
implants of the company are covered with data reported as you can see, except the @5.75 diameter
implants due any follow-up have not received since its use is relegated to very specific cases. Even so, their
inclusion for the correct evaluation of the implants response are not considered essential, since its
characteristics are equivalent to the implants of different diameters, and therefore it can be expected a
similar response.

Las referencias sombreadas en azul claro son las medidas con mayor frecuencia de uso. Como se puede
observar, con los datos reportados se cubre practicamente toda la gama de implantes de la empresa,
excepto los implantes de diametro @5,75 mm de los cuales no se ha recibido ninglin seguimiento ya que su
uso queda relegado a casos muy puntuales. Aln y asi, no se considera indispensable su inclusion para la
correcta evaluacion de la respuesta de los implantes, ya que sus caracteristicas son equivalentes a los
implantes de los otros diametros, y por tanto, puede esperarse una respuesta equivalente.

Surgery and Rehabilitation / Cirugia v rehabilitacion

The type of surgery used for the 351 implant placements was:

130 implants were placed through a single surgery and 156 were placed with 2 surgeries as per our
recommended surgical technique. We have no information on the remaining 20% (65 implants), but 21
implants were placed after extraction and none of them were charged immediately.

Biomaterials and bone graft were used to help the implant integration in 21% and 0% of the interventions
respectively.

El tipo de cirugia utilizada para la implantacion de los 351 implantes fue:
130 implantes se colocaron mediante una Unica cirugia y 156 con 2 cirugias como nuestra técnica
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quirtrgica recomendada. No tenemos informacion del 20% restante (65 implantes), pero 21 de los
implantes fueron colocados post extraccion y ninguno de ellos fue cargado inmediatamente.

En el 21% de las intervenciones se utilizaron biomateriales para ayudar a la integracion del implante y en el
0% injerto 6seo.

Type of surgery / Tipo de cirugia

19% 1Surgery
/1 Cirugia

Surgeries /
2 Cirugias
46%
Biomaterials use / Uso Biomateriales Bone Graft/ Injerto Oseo
Used /
Utilizados Used /
21% Utilizados
Non used 0% Non used
/No /No
utilizados utilizados
79% 100%

Regarding loaded implants, the rehabilitation of 130 implants was carried out through a single crown, 175
were rehabilitated through a fixed bridge, 21 with ball pillars overdenture and 21 with bar overdenture, we
have no information about 4 implants.

Para los implantes cargados la rehabilitacion del implante se llevo a cabo a través de una corona unitaria
para 130 de los implantes, 175 fueron rehabilitados a través de un puente fijo, 21 por sobredentadura con
pilares bola y 21 por sobredentadura con barra, de 4 implantes no tenemos informacion.

Type of prosthesis / Tipo de Protesis

< Single crown /
1% Corona unitaria
36%

Fixed bridge /
Puente fijo
50%

Ball pillars
overdenture /
Sobredentadura
Bolas
6%

Bar
overdenture /
Sobredentadura
Barras

7%

Functional loading for 321 and 20 implants was classical and immediate respectively, except 2 early
loadings. While for the remaining 12, there are 6 implants which were not indicated the type of functional
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loading received (1 of them was explanted by no-osseointegration). We have lost following of remaining 6.

Functional load / Carga funcional

. No loaded
Immediate / (failed implant)

5% \2% J ;

Early /|
0%

1%

Classic/ (
91%

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 / ZONA IMPLANTS / IMPLANTES
Symphysis: from canine to canine (inclusive) 18 (5%)
Sinfisis: de canino a canino (inclusive)
Mandibular Posterior: premolars and molars
Posterior mandibular: premolares y molares
Premaxilla: canine to canine (inclusive)
Premaxilar: de canino a canino (inclusive)
Posterior Maxillary: premolars and molars
Posterior maxilar: premolares y molares
No information
Sin informacidén

135 (38%)

65 (19%)

104 (31%)

29 (8%)

TOTAL 351 (100%)

Regarding implants without information we do not know the exact details of placement about 11 of them
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which their information is not disposal. About remaining 18, we know that 8 were placed into the maxilla and

the remaining 10 in the jaw.

En relacion a los implantes sin informacion, desconocemos la posicién exacta de implantacion de 8 de ellos
cuya informacion no se dispone. Sobre los 18 restantes, sabemos que 8 fueron implantados en el maxilar y

los 10 restantes en la mandibula.

Global / Global Symphysis /
- Sinfisis
9%
Posterior Posterior
maxillary / mandibular
Posterior / Posterior
maxilar mandibular
31% 38%
Premaxilar
Premaxilar
19%
MAXILLA / MAXILAR: SUCCESS RATE / TASA DE EXITO: 98%
Failed/

4 failed implant (2%)

Premaxilla: 3 failed implant.

1. Patient description: 67 years old and edentulous, 4
implants were placed, three of them were
rehabilitated through a fixed bridge, one of them
was failed (Implant placed at position 23 (Canine
tooth) (KDAF3608 — @3.75 / L11.5) (2 surgeries).

2. Patient description: 57 years old with periodontal
disease, 2 implants were placed, one of them was

Maxilla / Maxilar

Pérdida
2%

Success
/ Exito
98%

failed on second surgery (Implant placed at position 23 (Canine tooth) (KDAF3604 — &3.30 /

L13) (2 surgeries).

3. Patient description: 43 years old, smoker and edentulous, 2 implants were placed, one of
them was failed (1 surgery). Remark: The patient suffered for unknowable diabetes after the

placement of the first implant.

Posterior maxilla: 1 failed implant.

4. Patient description: 39 years old, smoker, 8 implants were placed, one of them was failed for
lack of osseointegration after 4 months (Implant placed at position 17 (2" molar) (KDAF3608
— @3.75 / L11.5) (1 surgery). We must note that this implant was not placed properly based
on occlusal diagram of the company and it would suffer a fatigue failure surely. We can not
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do anything against it.

4 implantes perdidos (2%)

Premaxilar: 3 implantes perdidos.

1. Paciente edéntulo de 67 afos se le colocan 4 implantes, 3 de ellos se rehabilitan mediante
puente fijo, uno de los cuales fracasa (Implante colocado en la posicién 23 (Canino)
(KDAF3608 — @3,75/ L11,5) (2 cirugias).

2. Paciente de 57 afios con enfermedad periodental, se le colocan 2 implantes, en la segunda
cirugia pierde 1 (Implante colocado en la posiciéon 23 (Canino) (KDAF3604 — @3,30 / L13) (2
cirugias).

3. Paciente de 43 afios edéntulo y fumador. Se le colocan 2 implantes de los cuales pierde 1 (1
cirugia). Observacidn: Sufri6 coma diabético por diabetes desconocida al mes de la
colocacion del primer implante.

Maxilar posterior: 1 implante perdido.

4. Paciente de 39 afios fumador, se le colocan 8 implantes, al cabo de 4 meses se explanta 1
por movilidad (Implante colocado en la posicion 17 (2° Molar) (KDAF3608 — @3,75 / L11,5)
(1 cirugias). Debemos indicar que este implante no se encontraba colocado correctamente
segun el diagrama oclusal de la empresa y que probablemente habria terminado fracasando
por fatiga. No podemos hacer nada frente a esto.

JAW / MANDIBULA: SUCCESS RATE / TASA DE EXITO: 100%

0 failed implant (0%)

Jaw / Mandibula

Symphysis: 0 failed implant

Posterior mandibular: O failed implant
Failed /

Pérdida
. . 0%
0 implantes perdidos (0%)

Sinfisis: 0 implantes perdidos Success
/ Exito
Posterior mandibular: 0 implantes perdidos. 100%
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GLOBAL SUCCESS RATE / TASA DE EXITO GLOBAL: 99%

Failed / Global /

1%\

CONCLUSIONS /

Currently, based on the data analyzed, Frontier 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).

Referring to the four implants lost we must indicate that were not implanted as per recommended occlusal
diagram and validated by the company, which indicates that the diameter used for a canine tooth should be
at least 4.25 mm, so the implants 1 and 3, it could consider as a possible cause of implant failure, an
implant overload which prevent a proper osseointegration.

Frequency of use of different measures of implants according to this study:
- The diameter most widely used: 3.75 mm (45%)

- The length most widely used: 10 and 11.5 mm (both with 36 and 35%, respectively)

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, according to 351 cases analyzed it
is showed that our implant works properly and that its success rate is excellent and considering that in failed
implants, patients with unfavourable antecedents for an implant placement were encountered in 39% cases.
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< REPORT 3: LONG-TERM FOLLOW-UP /

After evaluation of the proper osseointegration and implant charging in the short-term follow-up, where 4 of
351 implants failed during the osseointegration stage, inducing 99% of success rate, a long-term product
follow-up has been developed, and the outcomes obtained by the time are attached below there are:

Regarding the 341 implants charged properly, it has lost the follow-up of 66 (25 of 135 patients), due to
patients have not attended established revisions by dentist, this involves 20.66% loss of sample follow-up.

The rest of 275 implants work properly as per information provided by doctors. Obtaining a 100% of success
rate in the second stage of the study for those implants has performed the follow-up.

Number of patients / Number of Implants /
Year
Lost Follow-up / Lost Follow-up /
Total OK Total OK

2019 2 2 0 4 4 0
2018 11 11 0 15 15 1
2017 7 7 0 16 16 0
2016 1 1 0 3 3 0
2015 9 9 0 16 16 0
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2014 4 1 3 6 1 5
2013 6 6 0 15 15 0
2012 55 45 (*1) 10 165 132 33
2011 39 31 (*1) 8 920 71 19
2010 7 3 4 17 8 9

121 96 25 322 245 66

*Patient with both succeeded and failed implants. /

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

Must be also mentioned that the results obtained in the study performed by University of Sevilla were
attached in the long-term follow-up report n® 1 issued on 01/ 09 / 2014.

Early loading of GMI implants with internal connection and sandblasted-acid-etched surface.
Velasco Ortega E., Monsalve Guill I., Matos Garrido N., Jiménez Gerra A., Garcia Méndez A.,
Medel Soteras A., Ortiz Garcia I., Espafia Lépez A.

Published in the AVANCES en Periodoncia e Implantologia (Volume 26 — Number 2 — August

2014).

Study results: After 1 clinical follow-up year and implant post-loading, the success rate of the GMI Frontier

implants was 99.1%.




