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Comparison of the correction of "acute nasolabial angle" and "columellar
retraction" in two methods “cuadal extension graft” and “columellar
strat with plumping graft” in open rhinoplasty surgery

Protocol summary

Summary
1-Objectives: In this study we compare two methods
which are used for the correction of tip among patients
who have ptotic tip disorder. The target group of patients
suffer acute nasolabial angle and columellar retraction
where acute nasolabial angle refers to a nasolabial angle
less than 90 degrees in men and a nasolabial angle less
than 95 degrees in women, and columellar retraction is
the columella size less than 3 millimeters. The study has
two objectives.The first one is to compare correction
ratio of nasolabial angle in two methods including
"cuadal extension graft" and "columellar strut with
plumping graft'.The second objective is to compare the
amount of columella size correction achieved by these
techniques.2-Design, procedure, and intervention: In this
study, 74 patients participated who were 18-40 years old
and admitted for open rhinoplasty. The patients were
randomly divided into two groups where each group was
treated with a different tip surgery method. One group
was treated by "caudal extension graft", and for the
other group "columellar strut with plumping graft" was
performed. We evaluated the result of the techniques 9
months after the operations. The standard face
photograph before the operation and 9 months after the
operation were taken. The preoperative and the
postoperative standard photographs were evaluated by a
physician who was unaware of the method which was
used for the treatment of the patient. The physician
measured nasolabial angle and columella size. Finally,
the measurement data will analyze using statistical
software. 3-Variables: A)preoperation nasolabial angle:
B)postoperation nasolabial angle: C)preoperation
columella size! D)Postoperation columella size.
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Scientific title
Comparison of the correction of "acute nasolabial angle"
and "columellar retraction" in two methods “cuadal
extension graft” and “columellar strat with plumping
graft” in open rhinoplasty surgery

Public title
Comparison of the correction of "acute nasolabial angle"
and "columellar retraction" in two methods “cuadal
extension graft” and “columellar strat with plumping
graft” in open rhinoplasty surgery

Purpose
Treatment

Inclusion/Exclusion criteria
Inclusion criteria: Age group 18-40 years; nasolabial
angle less than 90 degrees in male and less than 95
degrees in female; columella show less than 3 mm.
Exclusion criteria: The patients disagreement; revision
rhinoplasty; patients with poor coordination for fallow-up

Age
From 18 years old to 40 years old

Gender
Both

Phase
N/A
Groups that have been masked
No information
Sample size
Target sample size: 74
Randomization (investigator's opinion)
Randomized
Randomization description
Blinding (investigator's opinion)
Double blinded
Blinding description
Placebo
Not used
Assignment
Parallel
Other design features
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empty
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Ethics committee
Name of ethics committee
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Postal code
8916978477
Approval date
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Health conditions studied

1

Description of health condition studied
Follow-up care involving plastic surgery of open
rhinoplasty
ICD-10 code
Z42.0
ICD-10 code description
Follow-up care involving plastic surgery of head and neck

Primary outcomes

1

Description
Nasolabial angle
Timepoint
pre and postoperation
Method of measurement
calculating the degree by a computer software

2

Description

columella show
Timepoint

pre and postoperation rhinoplasty surgery
Method of measurement

mm by calliper

Secondary outcomes

1

Description
patient satisfaction
Timepoint
after surgery
Method of measurement
chek list

Intervention groups

1

Description

cuadal extension graft method
Category

Treatment - Surgery

2

Description
columellar strut with plumping graft method
Category




Treatment - Surgery

Recruitment centers
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Recruitment center
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Yazd Shahid Sadoughi Hospital
Full name of responsible person
Dr. Batoolsadat Sadjadinejad
Street address
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empty
Country of origin
Type of organization providing the funding
empty

Person responsible for general inquiries

Contact
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Street address
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Postal code
Phone
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Fax
Email
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Yazd
Postal code
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Email
bs_sajadi@yahoo.com
Web page address




Sharing plan

Deidentified Individual Participant Data Set (IPD)
empty

Study Protocol
empty

Statistical Analysis Plan
empty

Informed Consent Form
empty

Clinical Study Report
empty
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empty

Data Dictionary
empty




