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1 Title of the Dissertation A comparative study to assess the outcomes 

between closed tip primary rhinoplasty with 

conformers versus open tip primary rhinoplasty in 

unilateral complete cleft lip and palate patients  

2 A. Name of the Candidate with 

mobile number and email ID: 

Ashwini J Hosamani  

7019869899 

drashwinihosamani@gmail.com 
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Dental Sciences and hospital  
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Addresses of the guide and co-
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11 A. State whether the study is 

intradepartmental or 

interdepartmental: 

Intradepartmental 

B. If the study is 

interdepartmental: 

i. Mention the names of 

collaborating departments 

ii. Mention whether consent 

has been obtained from them 

(Copy to be Attached) 

No 

12 Total funds required for the 

study (in rupees): 

Nil 

13 Source of funding Self-funded 

PART B – 

TECHNICAL 

DETAILS 

1 Title of the dissertation A comparative study to assess the outcomes 

between closed tip primary rhinoplasty with 

conformers versus open tip primary rhinoplasty in 

unilateral complete cleft lip and palate patients. 

2 Introduction  

A. Problem statement Various techniques have been used inrepair of cleft 

lip and nasal deformity. Significant improvement is 

obtained in the results of cleft lip repair, but nasal 

deformity repair outcomes are still unforeseeable. 

This study will be determining the outcomes of 

nasal deformity repair along with or without nasal 

conformers in cleft lip and palate patients operated 

between 2021 to 2024 in the SDM Craniofacial 

Research Centre. 

B. Rationale Theneed for conducting this study isto analyze 

therole and need of primary open tip rhinoplasty 

versus closed tip rhinoplasty with conformers so as 

to analyze the outcomes   

C. Novelty Upon extensive review of existing literature, there 

are very few studies which talk about cleft 

rhinoplasty with nasal conformers. 

D. Expected outcome and 

application 

The use of nasal conformers in closed tip primary 

rhinoplasty yields equal or better outcomes when 

compared to open tip rhinoplasty  



3 Research question(s) Is their necessity and role of primary open tip 

rhinoplasty in unilateral cleft lip and palate? 

4 Research hypothesis (es), if any The role of primary open tip rhinoplasty has been 

hypothesized to have a better post operative 

outcomes of the noseover the conventional closed 

tip rhinoplasty  

5 Objectives of the Study: 

A. Primary objective(s) 

B. Secondary objective(s) 

A. To compare outcomes of open tip primary 

rhinoplasty without conformers versus 

closed tip primary rhinoplasty with 

conformers. 

B. To assess the esthetic outcomes of nose in 

patients undergoing primary open tip 

rhinoplasty versus closed tip rhinoplasty. 

6 1. Review of literature  

1.           - Year: 2012 

       - Author: MadhulaxmiMarimuthu • 

Krishnamurthy Bonanthaya • Pritham Shetty • 

Abdul Wahab 

            - Title: Open Versus Closed Rhinoplasty 

with Primary Cheiloplasty: A Comparative Study 

Number of cases: 50 

Methods: A randomized controlled prospective 

study was done between 1st January 2007 to 

31st January 2008 at Bhagwan Mahaveer Jain 

Hospital, Smile Train Unit. Thirty-six patients 

between the age of 2–45 years undergoing 

cheilorhinoplasty for unilateral complete cleft 

lip and nose deformity were included. The 

technique of lip repair was the same for both the 

groups, i.e., modified Millard’s approach and 

was performed by two surgeons. However, the 

cleft nose deformity was addressed with an 

open approach in 19 cases and a closed 

approach in 17 cases 

Statistics: The data obtained through the 

available sample size for the study were 

analyzed with student t test using statistical 

software SPSS 11.0 

Results: The width of alar base was 

consistently more on the cleft side than on the 

non-cleft side in both the groups. The width of 

alar base was consistently more on the cleft side 

than on the non-cleft side in both the groups 

Conclusion: It is an argument often heard that 

results obtained by open rhinoplasty appear to 



be superior to those by closed rhinoplasty 

techniques, at the time of primary cleft lip repair 

 

2. Year: 2016 

Author:Yasonov SA, Lopatin AV, Kugushev 

AY. Primary rhinocheiloplasty: Comparison of 

open and closed methods of alar cartilage 

reposition. Annals of Maxillofacial Surgery. 

2016 Jan;6(1):21. 

Title: Primary rhinocheiloplasty: Comparison 

of open and closed methods of alar cartilage 

reposition 

Aims: To establish which rhinoplasty method 

for primary repairing of unilateral cleft lip 

(UCL) is better. Settings and Design: Two 

patient groups with cleft lip were compared. 

Each group was operated on either by 

McComb’s technique as closed rhinoplasty 

method or by Vissarionov–Kosin technique as 

an open method. Subjects and Methods: First 

group included 29 patients and the second 

consisted of 31. All patients were operated on 

by single surgeon over 10 years. Randomization 

was based on wishes and intention of surgeon to 

use one of two methods. Evaluation of results 

was based on impartial data, and subjective 

information collected from respondents with 

different levels of knowledge about UCL. The 

objective scale was based on the evaluation of 

five noticeable residual deformations of nose 

that usually appear after primary lip-nose 

surgery: Alar flattening, low position of alar, 

widening or narrowing of nostril, and 

deformation of the upper part of nostril rim. 

Subjective evaluation was based on the opinion 

of respondents who were ranged every case 

depending on own judgment. Statistical 

Analysis: Was performed using Fisher method 

and Chi-square by Statistica 10.0, StatSoftInc. 

 Results: Approach with general analysis 

indicated no difference between two methods. 

Despite of absence of clear differences between 

two groups we consider the closed rhinoplasty 

more favorable due to less damage to alar 

cartilages and no scars inside nostrils. 

Conclusions: We think that mentioned scarring 

may complicate secondary rhinoplasty, which is 



often needed to correct nose deformation 

3. Year: 2019 

       - Author: Rajshree Jayarajan, MCh, 

FEBOPRAS1, Anantharajan Natarajan, MRCS, 

MCh2, and RavindranathanNagamuttu, MBBS, 

FRCS2 

            - Title: Outcomes of Closed Versus Open 

Technique of Rhinoplasty During Primary Repair of 

Unilateral Cleft Lip: A Systematic Review 

Objective: Primary cleft rhinoplasty has almost 

become the norm in cleft practice. Although various 

closed and open rhinoplasty techniques are in use, 

there is no consensus as to which technique is 

superior in terms of outcome. The authors 

hypothesized that the long-term outcomes of open 

rhinoplasty during primary cleft lip repair in 

unilateral cleft is better than that of the closed 

method. This systematic review has been done to 

evaluate the hypothesis by a review and analysis of 

literature. Methods: Protocol was registered on the 

PROSPERO register of systematic reviews. 

PRISMA-P guidelines for the conduct of systematic 

review were followed. Literature search was done 

in various databases. The inclusion criteria were 

patients with nonsyndromic unilateral cleft lip 

undergoing rhinoplasty with primary cleft lip repair 

and preference given to studies comparing the 2 

procedures. Results: Sixteen articles were selected 

based on inclusion criteria after screening 522 

articles—1 randomized controlled trial, 2 

retrospective cohorts, and 13 case series. Both 

closed and open techniques have achieved good 

symmetry of nostrils with no impairment of growth. 

No advantage of one technique over the other was 

noted. Conclusions: There is a paucity of 

randomized controlled trials and prospective studies 

on the subject to arrive at an evidence-

basedrecommendation as to whether open or closed 

rhinoplasty during primary cleft lip repair gives 

better long-term outcomes. Due to insufficient 

evidence, the authors are not able to support or 

refute the hypothesis put forward in the review 

 

4. - Year: 2018 

       - Author: Emi Funayama, MD, PhD,Yuhei 



Yamamoto, MD, PhD, Akihiko Oyama, MD, PhD,y 

Hiroshi Furukawa, MD, PhD, Naoki Murao, MD, 

PhD,Toshihiko Hayashi, MD, PhD, Taku Maeda, 

MD, PhD, and Masayuki Osawa, MD, PhD 

            - Title: Comparison of Nasal Symmetry 

Between Presurgical Nasal Stenting and 

Postsurgical Nasal Retainer Placement in Unilateral 

Clefts 

Number of cases: 63 

Methods: Four nasal anthropometric 

distances/ratios and 2 angular relationships 

(described in the following sections) were 

measured to assess nasal symmetry using 

standard photographs obtained at 4 years of age 

(Fig. 2). Two physicians blinded to group 

performed all measurements and data analyses. 

The outcome variables are expressed as cleft 

sidenoncleft side ratios 

Statistics: The data were subjected to analysis 

of variance 

Results: Nasal anthropometric distances and 

angular relationships were measured 

photographically to assess nasal symmetry at 4 

years of age in all groups. Compared to group 

III, groups I and II exhibited significantly 

greater nostril heights (P ¼ 0.0075, P ¼ 0.0015 

respectively) and columellar deviation angles (P 

¼ 0.0020, P ¼ 0.0221). Groups I and II did not 

differ significantly. 

Conclusion: No significant between-treatment 

difference in terms of nasal symmetry between 

preNS and postNR was observed. However, 

both treatments afforded significantly better 

results than no treatment. Since older infants 

tend to resist the placement of nasal devices, 

preNS is more feasible in this age group 

 

5. - Year: 1999 

       - Author: Yeow VK, Chen PK, Chen YR, 

Noordhoff SM. The use of nasal splints in the 

primary management of unilateral cleft nasal 

deformity. Plastic and reconstructive surgery. 1999 

Apr 1;103(5):1347-54. 

  - Title: The use of nasal splints in the primary 

management of unilateral cleft nasal deformity. 



Number of cases: 60 

Methods:  Data from two groups of 30 patients 

with complete unilateral cleft lips each were 

retrospectively collected and analyzed. The first 

group served as a control (no nasal splints), and 

the second group used the nasal retainer 

compliantly for at least 6 months 

postoperatively. All patients had their primary 

lip repair at 3 months of age. A photographic 

evaluation of the results when the patients were 

between 5 and 8 years of age was conducted. 

The parameters used to assess the nasal 

outcome were nostril symmetry, alar cartilage 

slump, alar base level, and columella tilt. The 

first scores were based on residual nasal 

deformity, and the second set were based on 

overall appearance. It was found that the mean 

scores of residual nasal deformities for all four 

parameters in patients who used the nasal stent 

were statistically better than the scores of 

patients who did not (p values ranged from 

0.0001 to 0.005). The overall appearance scores 

for the four parameters in the patients who used 

the nasal stent after surgery were also 

statistically better than the scores for those who 

did not (p values ranged from 0.0001 to 0.01) 

Results: The results show that postoperative 

nasal splinting in the primary management of 

the unilateral cleft nasal deformity serves to 

preserve and maintain the corrected position of 

the nose after primary lip and nasal correction, 

resulting in a significantly improved aesthetic 

result. Therefore, it is recommended that all 

patients undergoing primary correction of 

complete unilateral cleft deformity use the nasal 

retainer postoperatively for a period of at least 6 

months. 

Conclusion: Nasal retainersare recommended 6 

months post operatively to all patients 

undergoing surgery for complete unilateral cleft 

deformity 

 

 

 

7 6. Methodology  

A. Study design A longitudinal study  



B. Study participants (human, 

animals or both) 

Humans 

i. Inclusion criteria 

 

 

 

 

 

ii. Exclusion criteria 

 

 

 

 

 

 

iii. Withdrawal criteria, if any 

(trial-related therapy, 

follow-up and 

documentation are 

terminated prematurely as it 

is indicated to ensure safety 

of the participants)  

iv. Rescue criteria, if applicable 

(starting symptomatic 

therapy either to control 

symptoms of disease or to 

overcome lack of adequate 

efficacy of the study drug or 

placebo)                                                                 

v. Number of groups to be 

studied, identify groups with 

definition 

1. Operated from January 2021 to June 2024. 

2. Unilateral complete cleft lip alveolus 

palate cases   

3. Patient guardians consented for follow up 

to period 1-2 years. 

4. Patient aged 6-16 months  

 

1. Syndromic patients. 

2. Patients with secondary lip deformity. 

3. Bilateral cleft lip alveolus and palate 

cases. 

4. Unilateral incomplete cleft lip. 

5. Patients who are lost to follow up. 

6. Patient operated elsewhere for lip and 

requiring rhinoplasty. 

 

 

 

 

 

Nil 

 

 

 

Nil 

 

 

 

Two groups 

 

1. Group I- Patients operated using closed tip 

primary rhinoplasty with nasal conformers. 

2. Group II- Patients operated using open tip 

primary rhinoplasty without nasal 

conformers. 



C. Sampling  

a. Sampling population 

 

 

 

 

 

 

b. Sample size calculation 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

c. Sampling technique 

 

● Patients with isolated, unilateral complete 

cleft lip alveolus and palate. 

● Patients operated using Millard’s technique 

for cleft lip and closed tip rhinoplasty and 

open tip rhinoplasty for nasal deformity. 

● Patients operated from January 2021 to June 

2024 in the SDM Craniofacial Research 

Center. 

● Patients aged 6 months – 16 months. 

 

Non-inferiority-Two Group- Parallel -Two Means-

Equal allocation 

Formula 

 

Non-inferiority margin = 2 

Expected difference = 0.5 

Standard deviation = 1.5 

Effect size = 1.00 

Power (%) = 80 

Alpha Error (%) = 5 

Required sample for the group I = 20 

Required sample for the group II = 20 

 

A longitudinal study  

Expected outcomes and results of study are taken 

from the prior research. 

All the cases with the particular procedure during 

time will be included no sampling will be employed 



D. Randomization details (for 

interventional studies)- 

Intervention details with 

standardization techniques 

(drugs / devices / invasive 

procedures / noninvasive 

procedures / others) 

Not applicable  

E. Ethical Clearance from the 

Institution’s Ethics Committee 

Obtained? 

Yes 

F. Study procedure • Patients in group I- lip repair will be done 

using Millard’s rotation and advancement 

technique 

•  followed by closed tip rhinoplasty with 

placement of nasal conformers  

• The conformers are left insitu for a period of 

1-2 months  

• The procedure in group II lip technique is 

similar that is Millard’s rotation and 

advancement technique  

• After dissection of lip is performed the trans 

columellar incision is placed  

• The lower alar cartilage on the cleft side is 

dissected identified and released from its 

abnormal attachment and reoriented / 

repositioned and sutured  

• Patients put on antibioticsfor 4-5 days  

• Routine dressing and Neosporin ointment is 

applied  

• Patient are put on liquid/semisolid diet  

• Patients are kept in hospital for 5days and 

discharged on 5th day  

• Patient recalled on 3rd month and 6thmonth 

interval for follow up  

• Anthropometric measurements measured 

objectively using calipers, 

Nostril height 

Nostril width 

Nasal tip projection 

Columella height 

Bialar width 

• Pre operatively and post operatively in 3rd 

and 6th month follow up  



• Objective aesthetic assessment of nose done   

and scored using Ascher-Mcdade scale, by 

healthcare professional. 

• Subjective questionnaire formulated inrating 

scale of good, moderate and bad for 

assessing esthetics ofnose with help of pre 

and post operative pictures at 6th month 

follow up 

• Data will be tabulated for final comparison 

of outcomes. 

G. Data collection methods 

including settings and 

periodicity 

• Objective data collection - 

        Anthropometric measurements 

Nostril height 

Nostril width 

Nasal tip projection  

Columella height  

Bi alar width 

        Lip assessment – 

Vermillion border 

Lip length and philtrum  

• Pre operatively and post operatively in the 

time interval of 3 month and 6 months 

• Objective aesthetic assessment of nose done 

and scored using Ascher-Mcdade scale, by 

healthcare professional. 

• Subjective analyzesand rating in scale of 

good, moderate and bad for assessing 

esthetics of nose with help of pre and 

postoperative pictures by patient party at 6th 

month follow up 

• Subjective questionnaire formulated are as 

follows after6th month follow up: 

1)Are you satisfied with the noseappearance 

2)Are you satisfied with lip appearance 

3)Are you satisfied with overall face 

appearance 

H. List of statistical tests to be 

used for data analysis 

Test of significance – Paired t test and unpaired 

ttest  

To compare difference between cleft and noncleft 

side for study parameters  

Any statically value <0.05 along with mean 

difference of more than 2mm will be considered as 

significant  

I. If it’s a Clinical Trial: Clinical 

Trials Registry of India or 

Nil 



equivalent registration number 

to be mentioned 

8 7. List risks and benefits of the study ● Risks: None. 

● Benefits: The results can be applied in the 

treatment planning for future unilateral 

complete cleft lip alveolus and palate repair 

cases. 

9 8. Relevant references for the project 

(Minimum 10, Maximum 20) (in 
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investigator(s) (if yes, please 
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                                                              ANNEXURE II 

 

 

Informed consent form 

 

STUDY TITLE - A comparative study to assess the outcomes between closed tip primary 

rhinoplasty with conformers versus open tip primary rhinoplasty in unilateral complete cleft 

lip and palate patients 

 

                                              Dr. ASHWINI J HOSAMANI 

                                                Post-graduate student 

Department of Oral and Maxillofacial surgery SDM 

College of Dental Sciences and Hospital, Dharwad 

 

 

 

INFORMED CONSENT TO PARTICIPATE IN THE STUDY 

 

Patient’s Name:    

 

Address: 

 

Reg No: 

 

I have been informed regarding the purpose of the study being conducted in this institution. 

 

I understand my identity will remain confidential. 

 

Dr. Ashwini J Hosamani has informed me that outcomes of the above mentioned  study are 

directly or indirectly not influencing my treatment. 

 

 

 

Patient’s signature/thumb impression Date 



 

 
 

Department of Oral and Maxillofacial Surgery 

S.D.M. College of Dental Sciences & Hospital Sattur, 

Dharwad-580009 

 

PATIENT INFORMATION 

SHEET 

 

STUDY TITLE: A comparative study to assess the outcomes between closed tip 

primary rhinoplasty with conformers versus open tip primary rhinoplasty in 

unilateral complete cleft lip and palate patients 

 

RESEARCHER – Dr Ashwini J Hosamani (PG, Dept. of Oral and Maxillofacial surgery) 

 

GUIDED BY- Dr. Anil Kumar Desai (Professor and HOD, Dept. of Oral and Maxillofacial 

surgery) 

 

INVITATION 

You are being invited to take part in a research study. Before you decide it is important for 

you to understand why the research is being done and what it will involve. Please take time to 

read the following information carefully and discuss it with others if you wish. Ask us if 

there’s anything that is not clear or if you would like more information. Take time to decide 

whether or not you wish to take part in it. 

Thank you for reading this information. 

 

What is the purpose of the study? 

Our research aims to analyze the role and need of primary open tip rhinoplasty versus 

closed tip rhinoplasty with conformers so as to analyze the outcomes   .  

 

Why have I been chosen? 

You have been invited to take part in this study because your child comes under the inclusion 

criteria that is unilateral complete cleft lip, alveolus and palate of my study    



 
 

  Do I have to take part? 

Participation is entirely voluntary; if you decide to take part you will be given a copy of this 

information sheet and asked to sign a consent form. You will be free to withdraw from this 

study anytime. A decision to withdraw or not to take part will not affect the standard of care 

you receive. 

 

What will happen to me if I take part? 

If you decide to take part, your child’s anthropometric measurement of  nose and lip will 

be taken at the interval of 3rd and 6th month post operatively. 

 

Is any side-effect there? 

There is no such side effect associated with this study. You are free to leave this study at 

any moment.



 

 

 

 

 

UNDERTAKING FOR RESEARCH 

(To be filled by the Principal Investigator) 

I, Dr. Ashwini J Hosamani, the undersigned voluntarily and unreservedly agree that the research 

project titled A comparative study to assess the outcomes between closed tip primary rhinoplasty 

with conformers versus open tip primary rhinoplasty in unilateral complete cleft lip and palate 

patients conducted in the Department of Oral Maxillofacial Surgery will follow the below 

mentioned guidelines whenever the research is sent for publication or presentation. 

▪ The name of the Institute and University will always be mentioned/acknowledged as Shri 

Dharmasthala Manjunatheswara College of Dental Sciences and Hospital, a constituent unit of 

Shri Dharmasthala Manjunatheswara University. 

▪ The name of the guide and any person having contributed for the study or manuscript preparation 

will be mentioned appropriately. 

▪ The author(s) for a publication arising out of the research project will be listed as per ICMJE 

guidelines (http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-

the-role-of-authors-and-contributors.html). 

▪ A co-author/guide employed at the SDMCDS&H should preferably be the corresponding author 

for publication if and when I am not associated with the SDMCDS&H. 

▪ The above-mentioned criteria will be applicable for the publication or presentation of not only the 

complete study but also for a part or section of the study. 

Place: Dharwad, Karnataka 

                                                                                           

 

Date: 29th July 2022                                                                     Signature 

 

 

 

 



 

 

 

 

 


