Clinical Trial Protocol
Iranian Registry of Clinical Trials

24 Jul 2026

Evaluation of Intraoral Ultrasonography Accuracy Compared to Gold
Standard Method in Gingival Thickness Assessment on Candidates for

Crown Lengthening Surgery

Protocol summary

Study aim
Main Objective : Comparison between ultrasonography
and gold standard method in gingival thickness
measurement on patients scheduled for crown
lengthening.

Design
Study type : Diagnostic clinical trial Gingival thickness
will be measured in 34 patients ( male & female), and in
every patient 40 sites will be measured at the midbuccal
of all anterior and premolar teeth in both upper and
lower jaw (in each tooth, two sites in 2 & 4 millimeters
from free gingival level).

Settings and conduct
All measurements will take place at a private radiologic
practice. An ultrasonography (E-CUBE 7,ALPINION)
intraoral probe (2 Cm length,12 MHz) will be used to
measure thickness on specified locations. The probe will
be placed vertically on both tooth and gingiva; measured
values will be recorded. 2% lidocaine infiltration will be
done and using a size 25 endodontic spreader (Mani, 25
mm,2% convergence) the same sites will be measured
as so : The spreader will be inserted in soft tissue until it
contacts the hard tissue and then the rubber will be
placed on the gingival surface , the inserted length will
be measured with a digital caliper. Recorded values will
be compared and analyzed.

Participants/Inclusion and exclusion criteria
Patients scheduled for crown lengthening with healthy
periodontium. Patients with inflamed gingiva or pregnant
Patients or those who take any medication that would
cause gingival hyperplasia will be excluded from the
study due to measurement bias.

Intervention groups
Intervention group : In this study gingival thickness on
every patient will be measured with ultrasonography and
then with gold standard method. There are no other
intervention groups.

Main outcome variables
Gingival thickness determination in 2 & 4 millimeters
from free gingival level
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Scientific title
Evaluation of Intraoral Ultrasonography Accuracy
Compared to Gold Standard Method in Gingival
Thickness Assessment on Candidates for Crown
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Public title
Evaluation of Intraoral Ultrasonography Accuracy
Compared to Gold Standard Method in Gingival
Thickness Assessment on Candidates for Crown
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Purpose
Diagnostic

Inclusion/Exclusion criteria
Inclusion criteria:
Normal and healthy periodontium Non smokers All
anterior teeth and premolars should present in both
maxilla and mandible Patient must not be pregnant
Patient must not take any medication that would cause
gingival hyperplasia
Exclusion criteria:

Age
From 18 years old to 60 years old

Gender
Both

Phase
N/A
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Sample size
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N/A
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Description of health condition studied
Gingival Thickness

ICD-10 code

ICD-10 code description

Primary outcomes
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Description
Mid buccal gingival thickness of premolars and anterior
teeth in upper and lower jaw

Timepoint
One time measurement

Method of measurement
Both sounding (gold standard) and intraoral
ultrasonography technique

Secondary outcomes
empty

Intervention groups
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Description
Intervention group: Comparison between
ultrasonography and gold standard method in gingival
thickness measurement of crown lengthening candidates

Category
Diagnosis
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Recruitment center
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No.203, Mollasadra St, Vanak Square




City
Tehran
Province
Tehran
Postal code
1993635315
Phone
+98 21 8803 3331
Email
info@dryasersafi.com
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Clinical Study Report
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Data Dictionary
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Send a written request
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