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Abstract

the implant.

prosthetic parts are turned with up to 35 Ncm.

Background: On bone implantology, stability of a dental implant is an essential clinical tool during
osseointegration evaluation, as it is a reflection of the structural and functional connection between the bone and

Methods: The sample was comprised by 17 patients with 40 NanoTec™ and Vellox® implants, placed on the lower
jaw, under optimum conditions, after a minimum healing period of 3 months, during stage 2 surgery.

Results: All 40 implants showed ideal clinical stability after the 30 Ncm reverse torque. There was absence of
mobility, absence of radiolucid radiographic images, and symptomatology.

Conclusions: The reverse torque is an accepted and non-invasive clinical method for early verification of initial
integration, reducing the incidence of possible failure during the first year of prosthetic loading. This is the first
study in humans which shows that 30 Ncm is possible, which means a greater safety for prosthetics, since

Keywords: Primary stability, Counterclockwise force, Prosthetic loading, Success, Failure

Background

Primary stability has been reestablished as a previous
clinical requirement to achieve osseointegration. The
presence of movements between the surface of the
implant and the bone tissue induces a bone resorption
that produces fibrointegration, in which the implant is
surrounded by an interphase of soft or connective tissue,
and not bone tissue [1, 2].

Strategies used to improve bone response include
increasing the rugosity or the application of bioactive
liners, to improve cellular adhesion and thus increase
the bone-implant contact surface [3, 4].

Recently, a physical measuring test has been intro-
duced to monitor the stability of the implant, after its
healing period. Clinical perception of the stability of the
dental implant is frequently related to rotational resistance
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during implant placement, or the application of a reverse
torque [5].

However, it is unknown how much torque may be
applied for testing without damaging the implant
osseointegration. The available data for this comes from
three volunteer implants and from animal research.

Reverse torque in dental implants

The reverse torque test proposed by Roberts et al. in
1984, and developed by Johansson and Albrektsson in
1987 [6], is considered as a special advantage in stage 2
surgery, because it represents a definitive clinical verifi-
cation of initial integration of the dental implant with
the bone surface. The torque level required is commonly
expressed in Newton centimeters (Ncm) [7, 8].

This way, a clinical evaluation is made of the percep-
tion of any movement of the dental implant, after a
specific counterclockwise force. It represents an ob-
jective diagnostic tool, easy to apply, cheap, non-
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invasive, and capable of discriminating between a
stable and a mobile implant, basing itself concomi-
tantly on the evaluation of the existence of radio-
graphic signs or symptoms, which could be relevant to
predict the prognosis of the osseointegration of a den-
tal implant.

The investigation methodologies generally found imply
animal models. The amount and specificity of data re-
ported on reverse torque as a clinical application in
humans is scarce, with little scientific evidence to back it
up. Only 13 implants in 2 studies have been reported in
humans, using reverse torque as removal torque. In
1988, Tjellstrom et al. [9] measured the reverse torque
for the removal of ten Ti implants placed on the mastoid
bone. Nine of the implants were removed with a torque
manometer, after 3 to 4 months of insertion. Only one
implant was removed with a surgical drill, for further
histological study of the bone-titanium interphase. The
torque required to remove the implants varied from 26
to 60 Ncm, with a 42.7 Ncm average. On the other hand,
in 1996, Sullivan et al. [5] studied three implants on a
volunteer. The test was made after 6 months of healing.
One of the implants of the upper mandible failed after
the application of a reverse torque less than 10 Ncm.
The remaining two implants remained integrated after
the application of torque between 10 and 20 Ncm. The
implant on the lower jaw required a reverse torque of
58 Ncm to be removed from the alveolar bone, and the
upper one a 45 Ncm torque. Thus, it was concluded that
a reverse torque of 20 Ncm applied to Ti dental
implants seemed to be a safe and reliable method, as it
represents less than 50% of the torque needed to break
the bone-dental implant interphase, in bones quality
type I or IV [7].

Since the study herein is not found in humans [5, 9],
last phase of study, and counting on previous results
from in vitro and in vivo researches with animal models
on long bones (femur, tibia, mandibles) in dogs, pigs,
baboons, rabbits, and even in mastoid bones [6, 9-16],
which provide necessary information to design human
trials, this mechanical test was performed on dental
implants in humans, under ideal circumstances, with
healing times ideally established, in areas with more
bone density and quality, with no bone compromise,
where the implants were embedded in bone, without any
fenestrations or dehiscences, and with the main goal of
setting the stage from an innovative, not very studied
perspective, and act as a research background with a
promising concept, in order to determine the clinical
feasibility of the application of a 30-Ncm reverse
torque to dental implants, so as to confirm their
osseointegration before the prosthetic phase, through
a predictable, adequate, and non-invasive clinical veri-
fication modality.
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Methods

A clinical trial was carried out, in which 17 patients
treated with implants at the School of Dentistry of the
Santa Maria University and which had had 40 dental im-
plants placed from two different commercial brands,
with NanoTec™ and Vellox® surfaces, on the lower jaw,
with the approval of the Bioethics Committee of the
Santa Maria University (Fig. 1).

Inclusion criteria of the research

1. Patients 18 years old or older;

2. Signed formal written informed consent must be
obtained from the patient (Fig. 2);

3. Patients with proper mouth hygiene (defined through
an Oral Hygiene Index of less than or equal to 1);

4. Dental implants placed on the lower jaw, due to the
bone density of the area and in juxtaposition; and

5. Dental implants with Vellox® and NanoTec™
surfaces.

Exclusion criteria of the research

1. Presence of any non-controlled systemic disease

and/or hormonal disorders;

Smoking patients;

Diabetic patients;

People with any active periodontal disease;

Patients that have received bone grafts (particulate

or in block) during the insertion surgery of the

dental implants;

6. Patients with psychological disorders that might
affect their dental hygiene; and

7. Patients under bisphosphonates therapy.

SARESIRCN

Once the patients were informed of the experimental
nature of the investigation and its publication, corre-
sponding informed consents were signed (Fig. 1), and
after the pre-surgical preparation for the placement of
the implants, the surgery was conducted under aseptic
conditions, and in accordance with the sequence of each
commercial brand. The corresponding drilling was
performed with abundance of irrigation, and the drilling
speed and the initial torque used for the insertion of the
dental implants were recorded. After finishing the
surgical procedure, periapical radiographies were taken
of the area. The proper healing time was complied with,
in accordance with the Bridnemark Protocol (at least
3 months).

Before the stage 2 surgery, periapical radiographies were
taken off the area. Once the dental implant was exposed,
the closing screw was removed. Before placing the healing
abutment, a manual counterclockwise 30 Ncm reverse
torque was applied (Fig. 3), with an Alpha Bio and/or
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UNIVERSIDAD SANTA MARIA
VICERRECTORADO ACADEMICO

Acta

Reunidos hoy 20 julio del 2010 los miembros de comité de Bioética de la Universidad
Santa Maria, conformados por los doctores: José Ceballos Gamardo, Rector; Ramén de
Torres, Vicerrector Académico; Inocencio Figueroa, Decano de la Facultad de Derecho;
Fernando Miralles, Decano de la Facultad de Ingenieria y Arquitectura; Antonieta Cotis,
Decana de la Facultad de Odontologia, Jorge Medina, Director de Posgrado de
Odontologia y Morelia Quintana, Directora de la Escuela de Odontologia; con ocasién de
revisar el anteproyecto del trabajo de investigacion titulado “ TORQUE REVERSO
APLICADO A IMPLANTES DENTALES, DURANTE LA CIRUGIA DE SEGUNDA FASE COMO
PRUEBA MECANICA DE VERIFICACION INICIAL DE OSEOINTEGRACION” a ser realizado por

la Resil Sabrina Si 0d., CIV.-15394934, bajo la tutoria de Maria del
Pilar Rios Calvo Od. CAGS. MScD, Cl V.- 6452479 y Jeannette Simonpietry Od. MScD CI
V.- 9878499.

Importante es sefialar que al proyecto de igacion pr do, es del tipo

experimental, donde se pasa del modelo animal al humano con una muestra de 40
implantes , colocados en el maxilar inferior posterior en y con pacientes de la Maestria en

o] ia mencion i en Dentales de la Universidad Santa Maria

los siguif criterios de inclusién y ion:

Criterios de Inclusion:
1.- Pacientes mayores de diez y ocho (18) afios;
2.- Habilidad del paciente y aceptacién por parte del mismo en firmar los
consentimientos informados;
3.- Pacientes con higiene bucal adecuada (definido a través del indice de Higiene
Oral I.H.O menor o igual a 1);
4.- Implantes dentales colocados en maxilar inferior, debido a la densidad ésea de
la zona y en yuxtaposicion;
5.- Implantes dentales de las casas comerciales Signo Vinces (Superficie Vellox) y
AlphaBio (Superficie Nano-Tec).
6.- Dos autorizaciones debidamente firmadas por parte del paciente. Un
consentimiento informado protocolo U.S.M. y un c imi informado p
autorizado por el Comité de Bioética de la Universidad Santa Maria, se le pedira al
paciente ser leidos, aceptados y firmados, previo al momento de la cirugia.

Criterios de Exclusion:

1.- Presencia de alguna enfermedad sistémica no controlada y/o alteraciones
hormonales;

2.- Pacientes fumadores;

3.- Pacientes diabéticos;

4.- Personas con alguna enfermedad periodontal activa;

5.- Pacientes que hayan recibido injertos éseos (particulados o en bloque) durante la
cirugia de insercion de los implantes dentales;

6.- Pacientes con desérdenes psicolégicos que puedan interferir en la higiene bucal
del mismo y

7.- Pacientes bajo terapia de Bifosfonatos.

(4 , revisado y di: ido, se observa que este anteproyecto de investigacion
cumple con los sigui i i y re

1.- Cédigo de Nuremberg, el cual expresa claramente “que todo experimento en seres
humanos debe ser disefiados y basados en los resultados de investigacion animal.”

2.- Declaracion de Helsinki la cual enuncia “que todo experimento en humanos debe estar

basada en pruebas de laboratorio y en experil ion

animal.”

3.-Pautas éticas Internacionales para la Investigacién y experimentacion biomédica
enseres humanos de la Organizacién Mundial de la Salud.

4.- Articulo 46 de la Constitucién de la Republica Bolivariana de Venezuela, que sefiala la
idad del libre imi de la persona para someterse a experimentos
cientificos ( Cédigo de ética para la vida).

5.- No pone en riesgo la vida del paciente.

Este comité toma ladecisién por

i de aprobar el proyecto de i

Fig. 1 Approval of the Bioethics Committee of the Santa Maria University
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ANEXO B.

Consentimiento Informado sobre la participacion en una
investigacion biomédica en seres humanos en la Maestria de
Odontologia Mencién Residencias en Implantologia Dental de la
US.M.

Yo de
Cédula de Identidad N°:
lo siguiente:

5 afios de edad, identificado con
, domiciliado en declaro

He sido informado por parte de la Odontélogo Sabrina Simeone Giordano
(Residente de la Maestria de Odontologia Mencién Residencias en Implantologia
Dental de la U.S.M.) que la atencién brindada es de tipo docente-asistencial,
caracterizada por la atencién odontologica a cargo de odontdlogos bajo la
supervision clinica de docentes-especialistas.

Me han explicado en forma clara y suficiente sobre la participacion en una
investigacion, en la que me realizaran una prueba mecénica sobre los implantes
colocados en el maxilar inferior, bajo condiciones ideales, para un trabajo de
grado de inv i6n. Para el procedimiento clinico se utilizard instrumental
basico de chequeo dental y Llave Dinamométrica del sistema de implante
respectivo, para asi diagnosticar clinica y radiograficamente la estabilidad inicial
del implante dental previa a la colocacion de la protesis dental.

El tratamiento se realizard siguiendo la secuencia del plan de tratamiento
propuesto en la Maestria de Odontologia Mencién Implantes Dentales. Los
beneficios de esta investigacion se ven representados en el logro de innovar una
técnica en humanos que determine la viabilidad clinica de la aplicacién de un
torque reverso a implantes dentales, con el fin de confirmar la estabilidad primaria
de los mismos, previa a la fase protésica, a través de una modalidad de
verificacion predictible, adecuada y fiable.

Acepto la realizacion de fotografias, radiografias y otros medios
diagndsticos que sean necesarios para documentar la investigacion;
garantizandome la confidencialidad, el resguardo de mi identidad y la utilizacién
de dichos records sélo con fines académicos e investigativos.

Comprendo que la Odontologia no es una ciencia exacta y por tanto la
garantia de los resultados esta sujeta a miltiples factores. Confio en el buen juicio
y las decisiones del profesional durante el tratamiento, buscando siempre el mayor
beneficio, razén por la cual, si sugiriese cualquier situacion inesperada, autorizo al
operador a realizar el procedimiento o maniobra que estime oportuna para la
resolucién de la misma.

Comprendo las explicaciones que se me han facilitado en un lenguaje claro
y sencillo. Me comprometo a acudir a las citas y controles cuando el odont6logo

asi me lo indique, asi como a mantener una higiene adecuada y a seguir
las indicaciones y recomendaciones que se me realicen.

Me siento libre, sin coacciéon ni manipulacion, para decidir de acuerdo a
mis valores e intereses y me declaro competente para tomar las decisiones que
correspondan. En  tal sentido, DOY MI CONSENTIMIENTO AL
FACULTATIVO A REALIZAR EL TRATAMIENTO PERTINENTE, con el
buen entendido que puedo retirar este consentimiento por escrito cuando asi lo
desee, sin represalia ni penalidad alguna.

Sabrina Simeone Giordano Paciente:
C.1.15.394.934 ClL:

Fig. 2 Informed consent for patients
A

Signo Vinces calibrated dynamometric wrench, depending
on the surface of the implant placed (Figs. 4 and 5).
Finally, the corresponding healing abutment was put into
place, and the periapical radiography was taken.

On the data collection table, the existence of any
peri-implant radiolucency radiographic images previous
to the stage 2 surgery was recorded. After the applica-
tion of the 30 Ncm reverse torque, the presence or
absence of dental implant movement was recorded, as
well as any incidence of symptomatology (pain), or
presence of any clinical signs.

Fig. 3 30 Ncm, measurement

Results

This study reports on the clinical behavior of 40 dental
implants placed on the lower jaw, on ideal bone, and
under ideal surgical and systemic conditions, subjected
to a 30-Ncm reverse torque during the stage 2 surgery,
on 17 patients.

The patients evaluated only showed normal signs and
symptoms of post-operatory swelling. According to the
distribution of the implants on the mandibular region, 2
cases of the implants with NanoTec™ surface were
placed on the canine region, 9 on the premolar region,

Fig. 4 Reverse torque test
- J
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Fig. 5 Reverse torque at 30 Ncm

and 9 on the molar region. In the case of the implants
with Vellox® surface, 6 of them were placed on the pre-
molar region and 14 on the molar region.

Of all the implants studied, the average initial torque
of insertion was 31 Ncm on the implants with NanoTec™
surface and 39 Ncm on the implants with Vellox®
surface.

There was no clinical or radiographic difference
between the dental implants which stage 2 surgery was
performed 3 months later and those which stage 2 sur-
gery was performed after 4 months of healing.

Clinically or radiographically, no adverse events were
reported in any of the two dental implant systems during
the evaluations. On the 40 dental implants subjected to
a 30-Ncm reverse torque, the expected clinical integra-
tion was observed. There was no evidence of mobility,
or clinical signs on the peri-implantar tissues. There was
no symptomatology whatsoever, with the exception of a
case on a Vellox® implant, which showed “slight” sensi-
tivity when the reverse torque was performed.

Discussion

The reverse torque technique proposed by Roberts in
1984 to evaluate dental implants integration proved to be
successful. The most recent researches are aimed at evalu-
ating current results. Thus, the objective of this research
was to evaluate, by means of the 30 Ncm reverse torque
test, 40 dental implants on the lower jaw, during the stage
2 surgery, as a mechanical and clinical, non-invasive treat-
ment of initial osseointegration of two different implant
brands, which micro and macroscopic designs are varied.
The idea is to establish and contribute scientific evidence
to support long-term implantological treatment plans
openly, on totally or partially edentulous patients.

In accordance with authors such as Sullivan, Jividen,
and Carr [5, 7, 11, 12], our main objective when
performing the reverse torque test was to identify non-
integrated dental implants as early as possible, before
the restoration phase, through an objective method for
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clinical verification that is easy to perform, with readily
available tools, and with a proper level of safety that will
not damage the bone-dental implant interphase.

Based on previous studies, such as Carr’s in 1995 [11],
who suggested, knowing the risks of data inferred from
animals compared to humans, a recommended measure-
ment of 35 Ncm when placing the prosthetic compo-
nent, which has been confirmed and established by
every commercial brand as the safety margin for most
implants at the time of their prosthetic connection. We
support our study on the application of a 30-Ncm re-
verse torque, as a reliable measure under the conditions
of our study. Also, in accordance with the results of
researches performed on reverse torque on humans,
such as Sullivan’s [6], who established that a 20-Ncm
reverse torque on low density bones is a reliable meas-
urement on cone-shaped Ti implants, and authors such
as Johansson and Albrektsson [6], who defined that once
the dental implants are osseointegrated, the minimum
reverse torque required to dislodge Ti implants with
treated surface was 116 Ncm, the measurement of
30 Ncm was confirmed as a predictive measure.

In order to exclude risk factors, as there are no previ-
ous researches on reverse torque in humans, the re-
search was made following a conventional protocol, only
on lower jaw implants, with implants of treated surface,
which have benefits that greatly compensate for the
risks, allowing for faster osseointegration levels because
the rugosity increases the contact surface between the
implant and the bone tissue [13, 14]. Considering the
results of our study, and the micro and macrogeometry
of the implants with NanoTec™ and Vellox® surfaces, no
difference was found between the two implant systems,
after the 30-Ncm reverse torque.

It is worth mentioning that the reverse torque mechanical
test has been the subject of very little criticism. Branemark,
in his study from 1985, argued it was a risk of irreversible
plastic deformation inside the peri-implantar zone [17], if
the proper healing times are not complied with, and in low
density bones; however, both of these factors were excluded
from our study as this is a concept test. Also, other
methods, such as Periotest and the resonance frequency
analysis, are more technique sensitive and depend on
multiple factors, such as contact angle applied to the
surface of the implant, interposition of soft tissue, malfunc-
tioning of the device itself, or the type of implant [5, 8, 17].

Conclusions

1. Under the ideal conditions of the study herein, the
application of a 30-Ncm reverse torque at the time of
the stage 2 surgery, before the prosthetic restoration,
allowed the clinical identification of the stability of 40
dental implants.
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2. Primary stability depends on the micro and
macroscopic characteristics of the dental implant.
Thus, after the application of a 30-Ncm reverse
torque, both implant surfaces, NanoTec™ and
Vellox®, showed the expected clinical integration.

3. Insertion torques registered did not determine any
differences, due to the micro and macrogeometry
of the implants studied, with respect to the 30-Ncm
reverse torque.

4. Under the conditions of the study, a condition of
success was clinically and radiographically established
on all 40 implants evaluated, with no perceptible
peri-implantar radiographic changes, clinical evidence
of mobility, or presence of any symptomatology after
the 30-Ncm reverse torque test.

5. Nowadays, there is a clear and demonstrable need to
define a non-invasive, fast, and easy-to-use diagnostic
technique to clinically evaluate the stability of a dental
implant and its osseointegration, before the restor-
ation phase. It is recommended to extend this
study to other clinical cases, in order to establish
application magnitudes of the reverse torque test,
according to bone quality and quantity.

According to the results of this study, this clinical event
was established as a mechanism for early clinical verifica-
tion of osseointegration.
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