“COMPARISON OF KNOTLESS BARBED SUTURE
VERSUS MONOCRYLE SUTURE FOR INTRAORAL
USE IN MAXILLOFACIAL FRACTURES: A
RANDOMISED CONTROL TRIAL”

By
Dr. SAPNA RAMESH PATEL
REG.NO. - IF0219006

MDissertation

Submitted to the
KLE Academy of Higher Education I Research Belagavi, Karnataka
In partial fulfillment of the requirements for the degree of

MASTER OF DENTAL SURGERY

In
ORAL AND MAXILLOFACIAL SURGERY

(BRANCH III)

Under the guidance of
Dr. SHRIDHAR D. BALIGA 5

Professor & Head

DEPARTMENT OF ORAL AND MAXILLOFACIAL SURGERY
KAHER's V K INSTITUTE OF DENTAL SCIENCES
BELAGAVI, KARNATAKA

2019 - 2022




KLE ACADEMY OF HIGHER EDUCATION & RESEARCH

BELAGAVI, KARNATAKA

DECLARATION BY THE CANDIDATE

| hereby declare that this dissertation entitled “COMPARISON OF
KNOTLESS BARBED SUTURE VERSUS MONOCRYLE SUTURE FOR
INTRAORAL USE IN MAXILLOFACIAL FRACTURES: A RANDOMISED
CONTROL TRIAL?” is a bonafide and genuine research work carried out by me
under the guidance of Dr. SHRIDHAR D. BALIGA yps Professor & Head,
Department of Oral and Maxillofacial Surgery, KAHER's Vishwanath Katti Institute

of Dental Sciences, Belagavi.

Date: 3/ q /? 022 Dr. SAPNA RAMESH PATEL

Place: Belagavi REG.NO. - 1F0219006




KLE ACADEMY OF HIGHER EDUCATION & RESEARCH

BELAGAVI, KARNATAKA

CERTIFICATE BY THE GUIDE

This is to certify that the dissertation “COMPARISON OF KNOTLESS
BARBED SUTURE VERSUS MONOCRYLE SUTURE FOR INTRAORAL
USE IN MAXILLOFACIAL FRACTURES: A RANDOMISED CONTROL
TRIAL?” is a bonafide research work done by Dr. SAPNA RAMESH PATEL, Post
graduate student, in partial fulfillment of the requirement for the degree of Master Of
Dental Surgery (MDS) in Oral and Maxillofacial Surgery. KAHER's Vishwanath

Katti Institute of Dental Sciences, Belagavi.

. P : _.J o=

Date: Z /1 /2022— Dr. SHRIDHAR D. BALIGA yps

Place:Belagavi Professor & Head
Department of Oral & Maxillofacial Surgery,
KAHER's KLE VK Institute of Dental Sciences.

Belagavi - 590010
Professor and Head
Dupt. of Orai & Maxillofacks’ Sergery
KLE V. K. Institine of DentatSaiences,
Belagavi




KLE ACADEMY OF HIGHER EDUCATION & RESEARCH

BELAGAVI, KARNATAKA

ENDORSEMENT BY THE HEAD OF THE DEPARTMENT AND

PRINCIPAL/HEAD OF THE INSTITUTION

This 1s to certify that the dissertation entitled “COMPARISON OF
KNOTLESS BARBED SUTURE VERSUS MONOCRYLE SUTURE FOR
INTRAORAL USE IN MAXILLOFACIAL FRACTURES: A RANDOMISED
CONTROL TRIAL” is a bonafide research work done by Dr. SAPNA RAMESH
PATEL, post graduate student under the guidance of Dr. SHRIDHAR D. BALIGA
smn.s. Professor & Head Department of Oral and Maxillofacial Surgery, KAHER's

Vishwanath Katti Institute of Dental Sciences, Belagavi.

. : :(“L;UQ_J?\C C,,M/}‘—WQ

P4 B .
HeadpfRepaniments Principal _ 0

veyt. of Oral & Maxiliotactat Surisry KLE V. K. Institute of Dental Sclences,
KLE V. K. Institute of DentaPSalences, Nehru ”fég{ﬁ?mgm

Dr. SHRIPARERID. BALIGA mpss Dr. ALKA
Professor & Head, Principal,

Department of Oral & Maxillofacial Surgery, KAHER's V K Institute of

M.D.S.

KAHER's V K Institute of Dental Sciences, Dental Sciences, Nehru Nagar,
Belagavi - 590010 Belagavi-590010.

Date: j/ 1 } 2022 Date:,zf‘ \ \3\(;)“

Place: Belagavi Place: Belagavi




KLE ACADEMY OF HIGHER EDUCATION & RESEARCH

BELAGAVI, KARNATAKA

COPYRIGHT

DECLARATION BY THE CANDIDATE

I hereby declare that KLE ACADEMY OF HIGHER EDUCATION &
RESEARCH, Belagavi, Karnataka shall have the rights to preserve, use and
disseminate this dissertation entitled “COMPARISON OF KNOTLESS BARBED
SUTURE VERSUS MONOCRYLE SUTURE FOR INTRAORAL USE IN
MAXILLOFACIAL FRACTURES: A RANDOMISED CONTROL TRIAL”

print or electronic format for academic/research purpose.

Date: :"Jl } 20272 Dr. SAPNA RAMESH PATEL

Place: Belagavi REG.NO. - 1F0219006

KAHER, Belagavi, Karnataka
Established under section 3 of UGC Act, 1956 vide, GOI, Notification No.
F. 9-19/2000-V.3 (A)




UNDERTAKING

I, Dr. SAPNA RAMESH PATEL, hereby declare that the information and
the data mentioned in my dissertation entitled “COMPARISON OF KNOTLESS
BARBED SUTURE VERSUS MONOCRYLE SUTURE FOR INTRAORAL
USE IN MAXILLOFACIAL FRACTURES: A RANDOMISED CONTROL
TRIAL?” belongs to me and is original.

[ am aware of the definition of plagiarism as detailed below:

An act or instance of using or closely imitating the language and thoughts of
another author without authorization and the representation of that author’s
work as one’s own, as by not crediting the original author.

A piece of writing or other work reflecting such unauthorized use or imitation.
The deliberate or reckless representation of another’s words, thoughts or ideas
as one’s own without attribution in connection with submission of academic
work, whether graded or otherwise.

I hereby declare that the dissertation prepared by me is original-one and does
not involve plagiarism anywhere. In case at a later stage it is found that ] have
indulged in plagiarism, then I am solely responsible for the same and the
institution is at liberty to take any disciplinary action against me including

cancellation of dissertation or any other penalties imposed by the university.

Date: 3/1/0 02 2- w]

Place: Belagavi Dr. SAPNA RAMESH PATEL




ACKNOWLEDGEMENT

To begin with | bow my head to the most mercifd aompassionatelhe
Almighty God for his blessings on me, without which no endeaauid ever be a

Success.

| consider it my utmost privilege and honour to regs my deep sense of
gratitude, appreciation and indebtedness to my eetgdl teacher and Guide
Dr. Shridhar D. Baliga wps Professor and Head, Department of Oral and
Maxillofacial surgery for his efficacious guidanocsgoperation and support during
the preparation of this dissertation and throughowt post-graduation course. | am
indeed deeply indebted to his kindness, courtesiring patience and meticulous
care in correcting my mistakes during the courséhisf study. He is always being the
most approachable and a student friendly teachéis @issertation could not have
been compiled without him, who not only served gs supervisor, but also

encouraged and challenged me throughout my acaderogram.

| take this opportunity to express my heartfelttiquale toDr. Alka Kale yps,
Principal, KLE Vishwanath Katti Institute of Dentstiences, Belgaum, for providing

me with facilities to carry out this study.

| wish to express my sincere gratitude to my teadbe S. M. Kotrashettiyvps,
Professor for his support and guidance. He has eraged me to think, his keenness
and pliancy towards acquisition of knowledge hatpé@ me mould my concepts

towards scientific excellence.

vii



My sincere gratitude to my teacherfr. Teraj Kalewps, Professor,
Dr. Sanjay Rao Professor for their professional guidance and whudarted support

throughout my postgraduate course.

I would also like to thankDr. Siddharamesh Mutaggivps, and Dr. Arati
Neelivps Reader for his valuable suggestions and guidanceng the compilation of
this work. | would also like to thankDr. Vijaylakshmi, Dr. Abhishek and

Dr. Snehalata, Dr Poorvi, and Dr Somyasnata for their support and encouragement.

A special thanks to my biggest strength, my belpareénts,Mr. Ramesh
Patel and Mrs. Savita Patel for supporting all my whims and always showing hee t
right direction. My siblingsMr. Punit Patel andMrs. Jalpa Patel for their criticism

which constantly helps me improve myself.

| would like to express my immense gratitude towany seniors, of which
Dr.Srishti Deshpande, Dr.Yash Manavadariya, Dr. Mehrshad Damania and
Dr. Rishabh Mandal deserve a special mention for all their help angmrt. My
batchmates and my friend¥. Harshini Patel, Dr. Chaitrali Sant, Dr. Ajit Powar,
Dr. SMohan Sai and Dr Radhika Pathak for always being by my side and being
there at the need of hour. My junior colleagu&.Faheem, Dr.Kritika,
Dr.Akanksha, Dr. Chetan, Dr. Sanjiti and Dr. Ninad, who have always given me a
familial support at all times without whom the studouldn’t have been an easy

journey.

A word of thanks tdMr. Javali from the Department of Biostatistics for

analyzing the data and designing the statisticallgsis for the same.

viii



| thank Mr. Arun, Mr. Anand and Mr. Manoj of Vighneshwara associates,

for formatting, printing and binding of my thesis.

Last but not the least, | thank rpgtients who have been the subject of this
study without whom this task was impossible. | vishlso express my gratitude to
those who may have contributed to this work eveagh anonymously. | am truly

grateful for the many hands and hearts that madegbssible. | thank you all.

Thank you, one and all.

Dr. SAPNA RAMESH PATEL



. OMFS

. BRP

. UPPP

. ESP

. OSA

LIST OF ABBREVIATIONSUSED

Oral And Maxillofacial Surgery

Barbed Reposition Pharyngoplasty

Uvulopalatopharyngoplasty

Expansion Sphincter Pharyngoplas

Obstructive Sleep Apnoea



ABSTRACT

Introduction:

Maxillofacial trauma involves different managememiodalities, which includes
various approaches such as extraoral or intragadoach. The intraoral approach is
most preferred as it avoids facial scars. Varioutsire materials are available for
wound closures such as conventional sutures, ntemlicaoated sutures or barbed
sutures for good wound healinhe objective of this research was to check the
effectiveness of knotless unidirectional barbedumag for intraoral suturing in

craniomaxillofacial trauma in comparison with contienal (monocryl) sutures.

Material and method:

The randomized control trial study was performed2énpatients with 40 incision
sites with maxillofacial trauma who fulfil the exsion and inclusion criteria and was
done in KLES Dr. Prabhakar Kore's Hospital, Belaga@®atients were allotted in

group A and group B randomly.

Group A (control group): 3-0 monocryl suture matkwas used for wound closure.

Group B (case group): 3-0 unidirectional barbedusutmaterial was used wound

closure.

Patients were recalled for follow up after 1 weakl @ week.

On follow up we have evaluated wound healing, loosg of suture, wound

dehiscence, and wound closure time.
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Result:

A total 40 incision sites were included in our cargiive study which comprised of
case group and a control group. Out of the 40,sk@swvere allotted in group A and
20 were in group B. We have found that intra auaturing time in group A was
significantly greater than group B. The wound hegahvas found better with barbed
suture as compared to monocryl suture. Loosenirgutafres and wound dehiscence

were found equal in case group and control group.

Conclusion:

The barbed suture saves time during surgery bycredwclosure time and making
wound closure easier in less accessible areaspidmg in the suture thread prevent
tissue sliding and provide even distribution okes# throughout the wound borders,
which eliminate the need for knot placement whiohturn improves the wound

healing.

Xii



TABLE OF CONTENTS

S. NO. CONTENTS PAGE NO.

1 INTRODUCTION 1-2

2 AIMSAND OBJECTIVES 3

3 REVIEW OF LITERATURE 4-11

4 MATERIALSAND METHODS 12-19

5 RESULTS AND OBSERVATIONS 20-30

6 DISCUSSION 31-35

7 CONCLUSION 36

8 BIBLIOGRAPHY 37-41

9 ANNEXURES 42-52

xiii




LIST OF TABLES

S. No. Tables Page No.
1 Comparison of controls and cases by age groups 21
2 Comparison of controls and cases by gender 22
3 Comparison of controls and cases with mean incigiogth by -
independent t test

4 Comparison of controls and cases by looseningtofsu 24

5 Comparison of controls and cases by wound dehiscenc 25

6 Comparison of controls and cases by Southamptoringcat -
1* week

7 Comparison of controls and cases by Southamptoringcat -
2" week

8 Comparison of ¥ week and % week with status o 29
Southampton scoring in controls and cases

9 Comparison of controls and cases with mean timsutdiring 20

by independent t test

Xiv




LIST OF GRAPHS

suturing by independent t test

. No. Description Page No.

1 Comparison of controls and cases by age groups 21

2 Comparison of controls and cases by gender 22
Comparison of controls and cases with mean incikogth

3 23
by independent t test

4 Comparison of controls and cases by looseningtofsu 24

5 Comparison of controls and cases by wound dehiscenc 25
Comparison of controls and cases by Southamptorningco

6 27
at T'week
Comparison of controls and cases by Southamptorningco

7 28
at 29 week
Comparison of controls and cases with mean time of

8 30

XV




LIST OF FIGURES

Figure No. Description Page No.
Figurel | Armamentarium 15
Figure2 | Measurement of incision length with sterile scale. 15
Figure3 | Wound closure with Monocryl suture. 16
Figure4 | wound healing after 1 week in monocryl group 16
Figure5 | Schematic diagram of unidirectional barbed suture 17
Figure6 | Measurement of incision length with sterile scale. 17
Figure7 | barbed suture used wound closure 18
Figure8 | wound closure done with barbed suture 18
Figure9 | wound healing after 1 week with barbed suture 19

XVi




I ntroduction

INTRODUCTION

Maxillofacial trauma, involves soft tissue and hard tissue injuries which
frequently occurs due to self falls, road traffic accident, violent attacks, animal
attacks, sports injury.* For which various treatment options are available like surgical
method(ORIF) or conservative method. Open reduction and internal fixation have less
disadvantages such as reduced period of IMF, maocclusion and facial asymmetry, so

in recent years ORIF is the most preferred option.

Different approaches are used for ORIF such as intraoral, transcutaneous, or
extraoral approach which requires placement of incision. But Intraora approach is
most preferable method because of having less complications and good aesthetic
results. There are many options are available for closure of incision like resorbable
suture materials and non-absorbable suture materials, non-suture materials like derma
clips, steri strips, cyanoacrylate and fibrin glue®> Despite this, suturing is still the
most prevalent method of intraoral surgery. The common complication with intraoral
suture is accumulation of microbes in and around the operative site. It is necessary to
maintain a proper hygiene post-operatively for healthy healing of surgical wound. As
compared to the extraoral wound sutures, the intraoral environment sutures get
quickly covered with debris like biofilm, and which act as source of pathogens, which
can initiate inflammation of the neighbouring tissues which provide a pathway for
wound infection. The microbes that grow over the sutures pose a threat of infecting
the surgical wound during suture removal,* other local complications, as incidence of
wound dehiscence and fistula reported in the practice® So for intra-oral wound

closure, a variety of suture materials with different structures and compositions are
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I ntroduction

being employed to avoid the complications such as antibiotic(triclosan)coated suture

material, chlorhexidine coated suture material, knotless barbed suture materials.®

Conventional suture material needs knot to be placed to secure the suture
material to the mucosa to provide adequate tensile strength. The barbed suture is a
relatively new design of suture material with cutting barbs which provide good tensile
strength without the need of knot. The Knotless, barbed, self-anchoring suture devices
are becoming more widely accepted for being equally safe and well tolerated as
traditional suture materials for tissue closure. In fact this suture materia takes less
time consumption for wound closure, provide good tissue healing, eliminate knot
placement in difficult accessible areas like retro molar trigone or palate, prevent
wound dehiscence due to dippage of knot, knot associated tissue soreness and
necrosis. Knot act as centre for accumulation of food particles and bacteria
colonisation so knotless barbed suture prevent infection and inflammation of wound

by avoiding knots.®

This suture has showed positive results when used for extra-oral wound
closure in gynaecology, general surgery, plastic surgery and orthopaedics. But only
few studies have been done in ora cavity of humans. So, this research will help us to

evaluate the effectiveness of unidirectional barbed suturesintra orally.
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Objectives

AIMS & OBJECTIVESOF THE STUDY

AIM OF THE STUDY:

To assess the effectiveness of intra-oral use of knotless barbed suture after

Open reduction & internal fixation of maxillofacial fractures.

OBJECTIVES:

To assess following parameters on wound after open reduction & internal

fixation of maxillofacial fractures.

* To compare the time required for placement of knotless barbed suture and
monocryl suture during wound closure.

» To compare the loosening of suture thread/tissue approximation after suturing
with knotless barbed suture material and monocryl suture material.

* To compare wound healing around incision line after suturing with knotless

barbed suture material and monocryl suture material.

NULL HYPOTHES S

There is no difference in time required for placement of suture, tissue
approximation and wound healing after suturing with barbed suture and monocryl

suture.

ALTERNATIVEHYPOTHES S

There is significant difference in time required for placement of suture, tissue
approximation and wound healing after suturing with barbed suture and monocryl

suture.
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Review Of Literature

REVIEW OF LITERATURE

Sriram Kasi Ganesh, et al2018 conducted a case study on knotless barbecedor

closure of intra oral wound, in this study the &cn closure after bilateral lefortl was
performed with bidirectional barbed suture on rigiole and with vicryl suture on left
side. Result showed that knotless barbed sutusepistent option for wound closure

intraorally.

Corinne L. Durand, et al in 2017 have conducted a research on knotledsedar
suture application in the oral cavity of cats tecktime of wound closure and wound
healing on 2 & 4™ weeks postoperatively, in full mouth extractioases, a
prospective research was conducted on 19 catsltRegre noted the closure time
for monofilament suture was 8.7 minutes and fobbdrsuture was 5.1 minutes. The
common problems were found as wound dehiscence randla kind swelling

associated with sutufe.

Bhuvaneswari Krishnamoorthy, et al 2015 led a study to compare monofilament
knotted sutures with barbed sutures in wound suguoif the donor leg in coronary
artery bypass surgery. A randomized controlled wis done between 2012 march to
June 2014 involving 142 patients who required cargrartery bypass surgery with
saphenous vein graft harvest from donor leg. Aligoas were allotted into 2 groups,
monofilament sutures placed irf' §roup (n-70) and barbed sutures placed"th 2
group(n-72). All wounds were checked on post-opezadays 3 and 5 and week 2, 4
and 6 using authenticate wound scoring system. IRskawed that suturing times
were significantly shorter in study group 2 tharougr 1 (p<0.001). Excessive

scarring, irritation, itching, and unfavourablestis responses were more common in
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group 1 than in group 2.. They have concluded thathe Furnas procedure, the
application of bidirectional barbed sutures isigtrdorward and quick, with minimal
problems. The benefits which they found in thishtéque were the less irritation

caused by this suture and no resurgery was refpsirecurrence in study grodp.

Eric I. Smith, et al 2013 led a research on placement of barbed sutares
Arthroplasty cases to check the wound suturing tiex@ense of suture, and wound
healing in total joint Arthroplasty. A total of 33umbers of patients were taken in a
prospective RCT And retrospective reviews of pragid00 patients was done. And
the conclusion they found as barbed sutures wekedi with shorter time for wound
closure following surgery and as well as the finahbenefits of saving time in the

operating room.

Antonio Taboada-Sua’rez,et g2014) conducted a study on Polypropelene suture
versus Knotless Bidirectional Barbed Absorbableutag(BBAS) for esthetic surgery
of protruding ear in 48 patients which distributedo group 1 and group 2. In group

1 total 25 patients undergone furnas technique T®RLASTY with polypropylene
suture and in group B of 23 patients undergone QJKSY surgery using BBAS
included. Patients reviewed after 6months, 1 yaad 3 years, for postoperative
problems and level of satisfaction. So they havackmed that in study group
discomfort produced by this BBAS was less and mequént of resurgery was not
present. so The knotless BBAS are associated edtel complications plus it is fast

and simple to use,.11 K A

Ramkumar Ceyar, et a(2020) have done study on efficacy of barbed sutare
wound suturing after surgical extraction of thirablar, the study was split mouth

RCT. Total 25 patients with bilateral impacted 3mblars with same index were

Page 5



Review Of Literature

included in the study. Suturing was done usingK3@less barbed suture (30 cm) for
the study group and in control group with 4-0 pdédgdgin 910 (vicryl) suture
following extraction. The patients were followed op 1st, 3rd and 7 day post-
operatively. Pain, maximum mouth opening and ed#ray checked on follow up.
They found that the mean time taken for wound axpration and pain was less for
the study group then control group, reduction irered and mouth opening
improvement noticed on first and seventh post-dperaday in the study group

compared to the control group.12

A. K. Sharma, et al 2020have done randomised control trial to check effact

barbed suture material in mandibular angle fracttases who requires intraoral
incision for “open reduction and internal fixationThey have compared with vicryl
suture. Total 40 patients taken in this study whiehe allotted into two groups, study
group includes wound closure with knotless Bidimtl barbed suture material and
control group includes wound closure with vicryltume material. Patients were
reviewed on T, 3% and #' day postoperatively for wound healing and resstiswed

that wound healing proved better in study groug@spared to control group, time

required for wound closure also found less in styaup than control groups.

Yifei Lin et al, have done systematic review and meta-analysidfentigeness and

safety of barbed knotless suture in surgical fiel®016. Data were collected from
pubmed, EMBASE, clinical trial.gov for RCTs up t015. Sensitivity analysis plus
subgroup analysis were done total 17 RCTs studye vimecluded. Compared with
conventional suture, barbed sutures could reduosur time but post-operative
complications are noted more in barbed suture gtbhep conventional group. So the

safety evidence of barbed sutures are still ndtcset. **
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E. Crosetti et al, 201%have escorted the prospective (cohort) study topewenthe

efficacy of V-Loc unidirectional barbed suture wittonventional monofilament

suture (Vicryl) for suturing of a free flap to rp@nt site in head and neck
oncosurgery. They have evaluated the time for cégguost operative complications,
length of hospitalization and cost. Total 20 pasemere distributed in two groups A
group (barbed suture) and B group (vicryl sutufié)is analysis demonstrated that
using a barbed stich to suture the free flap taprewt area reduces complication
rates, particularly dehiscence and fistula occueems well as intra-operative time
and hospitalisation length. Based on these findenys the literature, they came to

conclusion as unidirectional barbed stitches afreaaproacﬁ.

Roberto Cortez et al, have organized a study in 2015 to check the imceeof

complications after wound approximation in plassigrgery, which altered when
different brands of barbed versus non barbed cdioreal sutures were used. A
retrospective review was done in 2015 in 1011 tesadjical techniques including 713
surgeries with traditional non barbed sutures 898l urgeries with barbed sutures.
When the 2-layer closure technique was used, tiheebasutures were linked with
significantly greater rates of minor wound probler®mpared to V-Loc barbed
sutures, quill barbed sutures were linked with @iersbly greater incidence of

erythema

Mark T. Villa et al, 2008 the authors have conducted a literature studyder to
estimate many clinical parameters related to batbeshd suspensions. The authors
performed a MEDLINE search and they found six papbat addressed midface

elevation with barbed thread suspension and matitteedcriteria. Suspension of the
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ageing face with barbed sutures has the potentia ta minimally invasive procedure

with fewer side effect®

Malcolm D. Paul et al, has done a review article on Evolution and Appiaes of
Bidirectional Barbed Sutures for Wound Closure @02, in which they found
following benefits of barbed sutures such as fafterplacement of the sutures, no
need for knot tying, no need of assistant duringiring, distribute the even tension

along the suture line and the potential for enhdrszar cosmesis.

Imran Ahmed et al, have done systematic review and meta-analysisiaical site
infection prevention in 2019. They have includedudsgs from “EMBASE,
MEDLINE, AMED (Allied and complementary medicinetdhase) and CENTRAL”.
Total Twenty-five studies were involved with 119%aAtients. In 6008 patients
Triclosan covered sutures were applied and in 58d®ents non triclosan sutures
were applied. Triclosan covered sutures will redtiee surgical site infection more

efficiently as compared to other sutures in cleah @ntaminated surgeriés.

Mohamed Rashwan et gl have done study in 2018 on soft palate surgddes

obstructive sleep apnea to check the outcomes fof pedate tissue preservation
techniques such as “expansion sphincter pharynggpldESP)” and “barbed

reposition pharyngoplasty (BRP)” for patients withstructive sleep apnea (OSA) to
classic “uvulopalatopharyngoplasty (UPPP)”. Totalpatients from this study were
divided in three groups ESP, UPPP and BRP growglys@mnography test was done
to evaluate the sleep 6 months pre and post opelatiAnd they found that BRP is

superior approach then other approacfies.
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Allen Rosenhas done research on recent applications of basbaes in cosmetic

surgery. And he has stated that different shapdsadied sutures are available for
different types of tissues such as thkin, fascia, joint capsule, cartilage, and viscera
according to their propertieBarbs on suture material will make microsurgical
procedures easy to be performed without knots.tiPlasrgeons, as well as many
other surgical specialties, have found benefitsaobed sutures which are elimination

of surgical drains postoperatively and shortenee tior surgical wound closufe.

James Greenberg et alhave done A Review on the recent technology amical

applications of barbed suture in obstetrics andaggnlogy in 2013. The clinical data
reviewed here shows that the performance of abbtatmrbed sutures for soft tissue
closure in obstetrics and gynaecology is almostktuthat of standard absorbable
non barbed sutures. Furthermore, the assessmehe diterature revealed that the

barbed sutures use can save operative time andpzeifitraoperative blood [085.

N. P. INGLE has done review on barbed suture technology i13.20this review he
has summarized its history, materials utiliseducitire and manufacturing, testing

and qualities, and applicatiofis.

Federico Costantino et al,have conducted a research for unidirectional barbed
single filament and multiflament resorbable sutwemparison in laparoscopic
gastric bypass, where barbed V-Loc 180 unidireeficsuture was shown to be
superior to multiflament absorbable suture. Thed$twas prospective cohort in 315
patients from 2009 to 2012. Multifilament absoteasuture were used in76 patients
to evaluate the gastrojejunal anastomosis and thiecalicojejunal closure,
unidirectional barbed monofilament suture was agpih remaining 239 patients. The

author has noticed that the use of interlocking &¢lbarbed sutures are safe and
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efficient and lesser total operative time requifed anastomosis. No remarkable
differences were noticed in early or late postofpezaproblems between the

multifilament absorbable and V-Loc suture pati€fts.
STUDY DESIGN:

Prospective Randomised Control Trial.
STUDY POPULATION:

The study was conducted in KLES DR. PRABHAKAR KORBSPITAL,
K.A.H.E.R, Belagavi, Karnataka with due permissioh the institutional ethical
committee. Total 40 patients with complaints of itafacial trauma who met the
following inclusion criteria and who consented bgit own free-will were included
in the study
INCLUSION CRITERIA:

» Patients age below 80 years.
* Any mid face fractures which requires intra-orapagach (incision length-2.5
to 6 cm)
* Mandibular angle and body fracture.
* Medically fit patient.
EXCLUSION CRITERIA:
« Patients unwilling to participate in the study

* Mandibular Symphysis/Parasymphysis fractures

INVESTIGATIONS:
« Complete blood count

* Mini renal test

Page 10



Review Of Literature

MATERIALS AND ARMAMENTARIUM:

Liver function test

Coagulation profile

Viral markers (Hiv, HbsAg, Hcv)
Electrocardiogram

Chest X-ray

Surgical Armamentarium:

Surgical gloves
Surgical Drape

Towel Clip

Kidney Tray

Mouth Mirror

Dental Explorer
Tweezer

Langenbeck Retractor
Needle Holder

Adson's Tissue Forceps
Suture Cutting Scissors
Suction Tip

Gauze Piece

Monocryl Suture

Knotless V-loc Barbed Suture
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Methodology

METHODOLOGY:

The randomized control trial study was performed 2fh patients with
maxillofacial trauma who fulfilled the exclusionaimclusion criteria and was done

in KLES Dr. Prabhakar Kore’s Hospital, Belagavi.

A thorough clinical and radiological examination svdone by a trained
examiner. As the study was a comparative studyematwere divided into two equal

groups randomly by chit system.
Group A included patients who received knotlesbédrsuture material (case group)
Group B included patients who received monocrylisutmaterial (control group)

After proper examination and investigations pasetdiagnosed with midface
or mandibular fractures were taken up for surgmalcedure (open reduction and

internal fixation).
All the surgeries were done under general anesthesi

Patients included in this study were subjectedutgisal procedure in oral and

maxillofacial surgery unit by the same experiensedyeon (I investigator).
After ORIF, before mucosal closure incision lengids measured.

In the group B mucosal closure was done by usimgiioous suturing method

with monocryl suture and knot was placed to sethuesuture to the tissue.

In the group A mucosal closure was done by usingticoous suturing

method with unidirectional barbed suture, the ehthe suture material was pulled in
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the opposing directions to activate the suture retenhich assisted the barbs to

engage firmly in the tissue layer and gave closiprity to the border.
Suturing time was measured with stopwatch and nioge2l® investigator.

Depending on the surgery post-operative instrustiand medications were

given to the patient.

Clinical follow up was done after 1 week and afleweeks post operatively

for clinical examination of the wound site.
Patients were examined with following evaluationecra.

EVALUATION CRITERIA:

* Loosening of suture material and wound dehiscerae agssessed by clinical
examination by investigator 2(result in two paragngtyes or no).

* Wound healing assessment was done by using theh&@uopton scoring
system. The wounds were assessed based on chistexstesuch as signs of
inflammation, colour of mucosa, bleeding on palpatiepithelisation of the
incision line and clear, serosanguineous or pusémtéabsent) discharge from

wound site. The scores ranged from 0-5.
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Table:9 Southampton score

GRADE APPEARANCE

0 [ Normal healing

I | Normal healing with mild bruising or erythema A-some bruising
B-considerable bruising

C-mild erythema

2 | Erythema plus other signs of inflammation A-at one point
B-around suture
C-along wound

D-around wound

3 [ Clear or serosanguineous discharge A-at one point (<2 cm)
B-along wound (>2¢m)
C-large volume

D-prolonged(>3days)

4 | Pus/purulent discharge A-at one point
only(<2cm)

B-along wound(>2cm)

5 | Deep or severe wound infection with or without tissue
breakdown

The data were analysed with parametric and nonApetréc tests.

1. Comparison of mean time of suturing in control aade group were assessed
by independent t test.

2. Comparison of loosening of suture material wassssskby fisher's exact test.

3. Comparison of wound dehiscence in controls andscases done by Fishers
exact test.

4. Comparison of wound healing af' Week and % week with status of

Southampton scoring in controls and cases werssssdy Fishers exact test.
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Figure 2: Measurement of incision length with sterile scale.
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Figure 3: Wound closure done with M onocryl suture

Figure 4: wound healing after 1 week in monocryl group
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Unidirectional
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Figure5: Schematic diagram of unidirectional bar bed suture placement over

wound
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Figure 6: Measurement of incision length with sterile scale.
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Figure 8: wound closur e done with barbed suture
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Figure 9: wound healing after 1 week with barbed suture
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RESULT

This study involved total 40 incision sites in 26 patients (25 males and 1
female) with maxillofacial trauma, (table-2) case group (barbed suture) involved 13
patients with 20 sites and control group (monocryl) involved 13 patients with 20 sites.
Mean age of 37.23 + 13.96 years (table-1). Mean incision length was 3.36mm in

control group and 3.35mm in study group (table-7).
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Table 1. Comparison of controls and cases by age groups

Age groups | Controls % Cases % Total %
<=25yrs 2 15.38 2 15.38 4 15.38
26-35yrs 5 38.46 4 30.77 9 34.62
36-45yrs 2 15.38 5 38.46 7 26.92
>=46yrs 4 30.77 2 15.38 6 23.08

Total 13 100.00 13 100.00 26 100.00
Mean 38.46 36.00 37.23
SD 17.21 10.31 13.96
Chi-sgquare= 2.0630 p = 0.5590

Figure 1: Comparison of controlsand cases by age groups
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Table 2: Comparison of controls and cases by gender

Gender

Controls

%

Cases

%

Total

%

Male

13

100.00

12

92.31

25

96.15

Female

0.00

7.69

3.85

Total

13

100.00

13

100.00

26

100.00

Fishers exact test, p=1.0000

Figure 2: Comparison of controlsand cases by gender
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OMae
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Table 3: Comparison of controls and cases with mean incision length by

independent t test
Groups N Mean SD SE t-value P-value
Controls 20 3.36 0.53 0.12 0.0345 0.9727
Cases 20 3.35 0.38 0.09

Figure 3: Comparison of controls and cases with mean incision length by

independent t test

3.50

3.00

2.50

2.00

1.50

Mean value

1.00

0.50

0.00

3.36

335

Controls
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O Mean

osb

1. Loosening of suture material was checked by fisher exact test and we have

noticed that in case group it was seen in 1 case whereas in control group in 3

cases suture loosening were seen, But the difference was not statistically

significant(p-1.0).
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Table 4. Comparison of controls and cases by loosening of suture

Loosening of suture | Controls % Cases % Total %
Yes 3 15.00 1 5.00 4 10.00
No 17 85.00 19 95.00 36 90.00
Total 20 100.00 20 100.00 40 100.00

Fishers exact test, p=0.605

Figure 4: Comparison of controlsand cases by loosening of suture
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2. Wound dehiscence over suture line was equal in both groups. There was no

difference in wound dehiscence in control group and case groups (p-1.0).

which was evaluated by fisher exact test.(table-5)
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Table 5: Comparison of controls and cases by wound dehiscence

Wound dehiscence | Controls % Cases % Total %
Yes 1 5.00 1 5.00 2 5.00
No 19 95.00 19 95.00 38 95.00
Total 20 100.00 20 100.00 40 100.00

Fishers exact test, p=1.0000

Figure5: Comparison of controlsand cases by wound dehiscence

100
0
80
70
60
50
40
30
20
10

0

PERCENTAGES

95

CONTROL (%)
WOUND DEHISCENCE

MmYes

M No

95

CASE (%)

Page 25



Results

3. Wound healing was checked by Southampton scale on 1% week and 2™ week,

(A) On 1% week in case group 16 patients had 0 score, 3 patients had 1A score,
1 patient had 2B score where as in control group 8 patients had O score, 5 patients had
1A and 7 patients had 1B scores. Which suggests wound healing was good in case

group as compared to control group (table-6).

(B) On 2™ week in case group 1 patient had 1A score and 19 patients had 0

score where asin control group al 20 patients had 0 score (table-7).

The wound healing difference between study group and control group was
significant as assessed by chi-square test (p-0.011). Which suggest that wound healing

with barbed suture is better as compared to monocryl suture.
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Table 6: Comparison of controlsand cases by Southampton scoring at 1% week

Southampton scoring | Controls % Cases % Total %
Score 0 8 40.00 16 80.00 24 60.00
Score 1A 5 25.00 3 15.00 8 20.00
Score 1B 7 35.00 0 0.00 7 17.5
Score 2B 0 0.00 1 5.00 1 25
Total 20 100.00 20 100.00 | 40 100.00
Chi-square= 11.167 P=0.011*

Figure 6: Comparison of controlsand cases by Southampton scoring at 1% week
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Table 7: Comparison of controls and cases by Southampton scoring at 2™ week

Southampton scoring | Controls % Cases % Total %
Score 0 20 100.00 19 95.00 39 97.5
Score 1A 0 0.00 1 5.00 1 25
Total 20 100.00 20 100.00 40 100.00

Fishers exact test, p=1.0000

Figure 7: Comparison of controls and cases by Southampton scoring at 2™ week
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Table 8 Comparison of 1% week and 2" week with status of Southampton

scoring in controls and cases

Groups Changes from Z-value p-value
Controls 1% week to 2™ week 4,790 0.000*
Cases 1% week to 2™ week 2.032 0.056
*p<0.05

4. In this study mean suturing time with barbed suture in case group was 3.13
Minutes and with monocryl suture was 4.17 Minutes in control group, which
was relatively lessin case group as compared to control group. This difference

was statistically significant between case and control group (p-0.0001) (table-

9)
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Table 9: Comparison of controls and cases with mean time of suturing by

independent t test
Groups n Mean SD SE t-value P-value
Controls 20 4.17 0.41 0.09 6.0508 0.0001*
Cases 20 3.13 0.65 0.15
*p<0.05

Figure 8: Comparison of controls and cases with mean time of suturing by

independent t test
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Discussion

DISCUSSION

For Maxillofacial trauma open reduction & interrfedation is proven as the
best option especially when the fracture is disggladntraoral incision is preferable
approach as it is aesthetically pleasant and hss pest-operative complications.
Suturing is the most commonly employed option fardoral closure of the wourld.
Selection of suture material will depend on someameters such as anatomical
position, wound category, tissue handling technique recent barbed suture
technology has gained success in many fields fikgeneral surgery for closure of the
donor sité laparoscopic surgefy,breast and cervix surgerigsand in plastic surgery
for eye brow lifting, face lift, neck lift procedes’’ But very few studies have been
done for intraoral use of barbed sutures. So we line this study to evaluate the

effectiveness of knotless barbed sutures intrdyoral

Problems associated with traditional suture withtkn

Intra oral suturing is difficult as there is limit@ccess for instrumentation and
it is technique sensitive. An alternative for sirigrand to avoid the difficulties that
come with it, staples, fibrin glue, sticky tapesdather devices have been developed.
However, due to different disadvantages, theirdations are limited. Staples, fibrin
glue, and sticky tapes should not be utilised inahgic areas with a lot of muscle
movement or in areas where there is a lot of blegdin addition, fibrin glue is
related to transmissible blood borne infections &ygersensitivity responses. So

these options are not readily useful now a days.

Page 31



Discussion

The strength of traditional suturing procedure®msirely dependent on the
knots used to anchor the suture. Knots, on the tidwed, cause distinct clinical issues
because they attract debris, loosening of sututenmaf wound dehiscence and other
complications result from knot slippage during dissapproximation. Due to
deformation of shape of the suture material, kngttieduces the tensile strength of
the conventional suture by 35 to 95 peré8itnotless sutures are a good alternative

for intra-oral wound closure for the reasons statealve.

Barbed suture technology evolution

Dr. John H. Alcamo, on March 3, 1964 had receilsl Patent number
3,123,077, for "...a suture so structured thathihits gliding in sutured incisions or
closed wounds.2* Despite the fact that Dr. Alcamo outlined the atcfor this
suture, it was not used clinically until 1967 tiat A.R. McKenzie described its
clinical use in vitro in humans cadavers and ingdiogvivo for the healing of lengthy
flexor tendons? This patent was accepted by quill medical in 2002004, the “US
Food and Drug Administration (FDA)” approved theilQunotless tissue closure
device. V loc “barbed unidirectional suture dewéh fixed loop” was introduced by
Covidien in 2009. For the production of barbed seguthey used blade to cut the
smooth surface of the suture which facilitates #mgagement into tissue while
suturing?> So the wound margins can be approximated witheeds of knot
placement. Various types of barbed sutures ardad@iin the market now a days,
unidirectional barbed sutures have a single needie barbs presents in single
direction, whereas bidirectional barbed sutureseshasedles on both ends and the
barbs adaptations reversed at the midline of theeuBarbs can also be arranged in a

spiral fashiorf*?®* McKenzie was the first to establish the use obbdrsutures in
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human cadavers and animals. Following FDA clearanc004, knotless barbed
sutures were widely employed in a variety of suabiprocedures including
laparoscopic surgery, dermal wound closure, andblfamsmetic procedures like
brow raising and face lifting and for obstructivkeep apnoea, they were more

successful than traditional suturing approacfies.1>19:22.26

Ganesh et colleagues reported the initial use otl&ss barbed sutures for
wound closure intraorally in 2 cases of ORIF of iftafacial fractures, where
knotless sutures simplified the suturing method elidinated debris formation at the
surgical sité. Here we have done study to evaluate the wourslidatime, loosening
of sutures, wound dehiscence, and wound healifgadied suture to compare with

monocryl suture material.

Wound closure time

Eric smith et al have noticed that time requiredvWiound closure in total knee
replacement with barbed suture was 9.72 minutes tlesn conventional sutut®.
Crosetti et al also have found the significanteti#hce in wound closure 30 minutes
between unidirectional barbed suture and monocmture for oral cancer
reconstructive surgeri@sHere in our study we have found that time requifed
intraoral wound closure is significantly less(1mhutes) with unidirectional barbed

suture than monocryl suture as it avoids the placgraf knot.

Wound healing

For better wound healing few parameters are req@oeh as long term tissue
approximation of wound margins, adequate tensikngth of suture material, wound

hygiene to avoid microorganism accumulatfon.
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Here in barbed sutures, the barbs along the sthuead will prevent tissue
gliding and offer equal tension distribution thrbogt the wound borders, with
greater than 20 places of fixation per inch ofugssvhich eliminate the need for knot
placement. When Greenberg et al have comparedatieed PDS sutures of same
size, the relative tensile strength of the monobig$ been observed to be lower.
Plus time taken for absorption of barbed sutures1&0-240 days in comparison to
monocryl sutures, which take 14-30 days to absorthe barbed suture will stay for
longer time along the wound margins and providetelbetvound healing. Knot
elimination will prevent microorganism accumulatiover knots prevent surgical site
infection?’?® Fowler et al examined the bacterial accumulatiorinfected wound
models between barbed knotless monofilament sti@res traditional nonbarbed
braided stiches and noticed that knotless barbedhest had the less bacterial
accumulatiorf® Rettenmaier et al and Seidhoff et al have obsetvattbarbed sutures

caused less wound dehiscence than traditionalesutniaparoscopic procedurés?

In our present study, the wound healing with umiclional barbed suture
found better than monocryl suture as on 1st weldwoup we noticed 16/20 wounds
in case group had no signs of inflammation whereasontrol group 8/20 wounds
had no signs of inflammation. As application oftEd suture is technique sensitive,
in our study initially one patient from barbed setgroup had loosening of suture,
wound dehiscence and inflammation over wound sibe do improper suture
placement, which was managed by periodic irrigatibwound and oral antimicrobial
drugs. Rest all patients from barbed sutures grioag better wound healing as

compared to monocryl group.
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Advantages of barbed suture

The study found that knotless sutures have theovidatly advantages:
convenience of suturing, shorter suturing time,eabe of knots leading to fewer
knot-related problems like wound infection and debnce , Enhanced patient’s
comfortness as a result of reduced tissue irritatend the barb's deep anchoring

allows for a better approximation of tissue margits™

Disadvantages of barbed suture

Knotless barbed suture is not useful for interrdpseturing techniques or
mattress suturing technique, because numerousditessue anchoring are required
for suture retention. Removal and reapplicatiorthef barbed suture are not possible
as its tight engagement into tissue can leadsanta. Cost of the barbed suture
material is high than standard suture. Due tooitg Iresorption time, suture will stay

over wound for long time which can cause tisstigation.}**°
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CONCLUSION

This study demonstrated better wound healing with barbed sutures compared
to monocryl sutures because it has less complications like loosening of sutures and
wound dehiscence. Also barbed suture saved time during surgery by reducing suturing
time and making wound closure easier in less accessible areas. Aswell the placement
of barbed suture requires experience of surgeon asin our initial cases we have found
the loosening of suture which lead to wound inflammation, which we have managed
by frequent irrigation and follow ups. As common inference cannot be drawn, we

suggest more studies to be done with larger sample size for common conclusion.
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\s,,q;/_; (Deemed-to-be-University u/s 3 of the UGC Act, 1956)

é‘é@%{% Nehru Nagar, Belagavi - 590 010, Karnataka State
weckoan Accredited "A’ Grade by NAAC (2nd Cycle) Placed in Category ‘A’ by MHRD (Gol)
@: 0831-2470362 Web: http://www.kledental-bgm.edu.in
FAX: 0831-2470640 E-mail:principal@kledental-bgm.edu.in

Date : .30 12 >0 Serial No.: 079!

PLAGIARISM CHECK REPORT

Name of the Applicant : PR - sA PNA- FPATE L

UG /PG /Ph.D/ Staff : pos T& FAP U=

Batch & Year: <01 —22- 2 RY
Department : © P-A L AND aAx LLLO FACIA e L

The soft copy of Research Work / Manuscript by DR SARNA L TATE L entitled
Tgéss BAEBED 2UTURE YERLUS MONOCRY L

« . COMPARISON OF. kNOTAESS. BRRBED, 2 UTURE NERLUS MONOCRYL
SUWTURE FOR TINTRAGRDL "USE TN MAGILLOFA c\AL FEACTURE
rrrrrrerne N AL BN DOMIZED. CONTRALTRIAL.. e 2

under the guidance of ...DR:. . SRIR\P1AR D, BAXIGA .. has been submitted for

Anti-Plagiarism check to the Scientific Correspondence & Review Committee of KLE VK

Institute of Dental Sciences using “Turn-it-in” software.

The scan has been carried out and ‘the scanned output reveals a Similarity Index of

N - %, which is within / not within the acceptable limits of 10% as per

the UGC guidelines.

v

Member Secretary Chairman
Scientific Correspondence and Review Committee Scientific Correspondence and Review Committee
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ANNEXURE — Il - ETHICAL CLEARANCE LETTER
( Research and Ethics Committee 7 \
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KLE KLE University b5
Bpsakt i Accrodited ‘A’ Grado by NAAC Placad In Catagory ‘A’ by MHRD (Gol) —an
Nehru Nagar, Belagavi - 590 010, Karnataka State
®: 0831-2470362 Web: hilp://vivew kledental-bgm.edu.in
FAX: 0831-2470640 E-mail:principal@klodental-bgm.edu.in
SLNo.: 341
CERTIFICATE

This is to Certify that the synopsis titled

CoMmpPAaRGDN  OC WNOTLESS BARRED S0TuRE NMCROVD

NC e
SUTLRE 1IN THE QRAL. CAMNITY : QANDO™MGE D CoNTeOL
— Submitted by
Dr: SACKNND  PATEN P G Student /

Staff, Guided by

D65 -V GANGA

from Department of

ORAL A ™MAXILL(OTALAL

sueycey has been critically evaluated by

committee members and granted ethical clearance to conduct the above

mentioned study

Date : Q T\ -

=
en;bér Secretary airman
Resefreh and Ethical Committee sy

nd Et ommi Research and Ethical Committee
KLEVK Instituté of[)er_ngl Sciences.ce KLEVK Institute of Dental Sciences
. Belagavi© oy Goiences Belagavi
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ANNEXURE - Ill — BIOSTATISTICS CLEARANCE LETTER
: KLE V.K. Institute of Dental Sciences —==
* C il
s (A Constituent unit of KLE Academy of Higher Education & Research /.r“t_\‘
Deemed-to-be-University u/s 3 of the UGC Act, 1956) 7
Nehru Nagar, Belagavi-590 010 INDIA
A
KLE Re-Accredited ‘A’ grade by NAAC (2" Cycle) & Placed in Category ‘A’ by MHRD (GoI) %’/@}"%
2 e " . 0831-2470362 Web: http://www.kledental-bgm.edu.in LT
FAX: 0831-2470640 E-mail: principal@kledental-bgm.edu.in

[B iostatistics Clearance Certificate

This is to certify that the Biostatistics aspect of the Dissertation / Research work
of Dr. SAPNA PATEL, Post Graduate Student, under the guidance of
Dr. SHRIDHAR D. BALIGA ,;ps, Professor and Head, Department of Oral
and Maxillofacial Surgery, entitled “Comparison knotless barbed suture
versus monocryl suture for intraoral use in maxillofacial fractures: A
Randomized Control Trial” has been done under my guidance and considered

satisfactory.

Place: Belagavi Name & Signature of Biostatistician

Date: 05//)//7/02/ [ﬂf (K. \7”“/&%‘ )
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ANNEXURE - IV

CASE HISTORY PROFORMA

NAME: AGE/ SEX:
OCCUPATION: O.P.NO.:
ADDRESS: DATE:

CHIEF COMPLAINT:

HISTORY OF PRESENTING ILLNESS:
PAST DENTAL HISTORY:

PAST MEDICAL HISTORY:

DRUG ALLERGY:

PERSONAL HISTORY:

Smoking/ Alcohol/ Tobacco chewing
GENERAL PHYSICAL EXAMINATION:
EXTRA-ORAL EXAMINATION:

» Facial Symmetry:

Facial bone mal-alignment:

« TMJ:

Lymph Node:

Mouth Opening:

INTRA-ORAL EXAMINATION:
* Malocclusion:
* Intraoral bony mal-alignment:

* Swelling:

Page 45



Annexures

» Discharge:

» Pain/ Difficulty In Chewing:

PROVISIONAL DIAGNOSIS:
INVESTIGATIONS:

Complete blood count

Mini renal test

Liver function test

Coagulation profile

Viral markers (hiv, hbsag, hcv)
Electrocardiogram

Chest x-ray

RADIOGRAPH AND CLINICAL CORRELATION:
DIAGNOSIS:

TREATMENT PLANNING:

DETAILS OF SURGERY:
DATE:
SURGICAL PROCEDURE:
General Anaesthesia:
ORIF:
Closure of Site:
Follow up:
MEDICATION:
GROUP ALLOTED:

FOLLOW UP:
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ANNEXURE -V — CONSENT FORM

K.L.E.’s V.K. Institute of Dental Sciences
Department of Oral and Maxillofacial Surgery, Belagvi
CONSENT TO SURGERY & ANAESTHETICS

Date: Time:
a.m./ p.m.
1.1 aged years have been

informed about my involvement in the study.

2. | agree to give my personal details like Name Agex, Address, Past dental
history and any other details required for the ptadthe best of my knowledge.

3. | will cooperate with the surgeon for examinationdaalso for various
investigations that may be required.

4. | permit the operator to utilize the informatiorvgn by me and the results
obtained from this study for presentation and patbion.

5. | permit the surgeon to take my photographs tazetithe same for study and
presentation purpose.

6. | am participating in this study with my own wishdawill and the surgeon has
explained the nature and the effect of surgicat@dore and suture placement.

7. The nature and purpose of the operation and therrabst being used, possible
alternative methods of treatment, the risk involhaad the possibility of
complications have been fully explained to me in veynacular language. No
guarantee or assurance has been given by anydoetlas results that may be
obtained. (Cross out any paragraphs in the pregédims which do not apply)

8. | have read and understood the above informatisangby surgeon about the

study and willingly agree to participate in thedstu

Name: Date:
Signature: Mob. No:
Name of doctor: Dr. Sapna Patel

Doctor’s contact: 9904178869, Hospitaintact 08312551732
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IR
1.

K.L.E.’s V.K. Institute of Dental Sciences
Department of Oral and Maxillofacial Surgery, Belagvi
CONSENT TO SURGERY & ANAESTHETICS

I
7, I gy @ mifedt faah
T 3T 0 QT AT GgHIEE .
T A Jafdde duRiid W9 & A 919, 99, o onfor Arfia UM

SfRT SO O 1S SIS 0 FeedT SaR qURIei1 HIea g igaR
Talep T AR A0ATY HEHd TR,

H Jerepta qurguiTST MfoT fafdy qurgeiandt Tgerd Hi.

Ht 3ffRexar AragR o Arfedt 3nfdr ar o warargR U e aRomd
T IHRUT SMTTOT UHTRFTHIST ATUR BRI URATT S,

%ﬂ%ﬁﬂﬂ@uﬁﬁq@wwﬁrmwmﬁwﬁ

T AT XGd: =1 S5 a1 0 QT YT O 318 3101 Toi- Jal IRdfehar
qamfﬂr%ﬁ T TRl 30T Wified 98 9 AT URUMHEE A gui dnfgat
foit a1mg.

SR &Y SHTOT I 30T IRl SUIRT IEf, STAR=AT GHT
T oo pTaiaed Bivdis! g4I fhar 3y faat Aot =g 31me.

8. 0WNEEd JoHd ol aiid Arfgdt H drel 9 gHSdl 38 3o
0 YT 4T OUgT Wed Ggad 3iTe.
<1d: RICICCE
e O Fa3:
Sidexid A1d: 3. g1 gcd

SlgexidT YUdh: 9904178869
g dudh: 08312551732
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K.L.E.’s V.K. Institute of Dental Sciences
Department of Oral and Maxillofacial Surgery, Belagvi
CONSENT TO SURGERY & ANAESTHETICS

3S90T: RO

1.

INOLVMY ROV
ORI 3FFOMNRT PRI REIS SIS BN RFPIST
1.

JIS 3ODAAS 30DARD, AFH, 3¥0R, TFT BIIST NI SIS
BHIIT 930DNIZIeD ITFPODONTTT 07 ¢TI OND3IT7¢ 93T
23e30NP0IHB IIS 3:500TIF 23e30NF IS SO0 20e8eBIZIS.

Jo) JIICWIFIAT JIONIRR DNI3) BORICY  IIBNINR
RBTBRIBIIS.
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2NI 3 BRI 233BRTITS.
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WFTODNEI3TIE BAIING), FFIROD F02IT3T2OD BTCH0D
HBP[OINY),  WPNTROWTBIW TN  NIIZ) ILRBTING
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TOINCRFF ) YRETEBIZITCI.
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X33:
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ANNEXURE —-VI- MASTER CHART

CONTROL GROUP

L Q O

% L Z Z

T w 2 E g o 5

5 E =z 2 i O O

w > ) =) n Q 4] )

o s o W E L @ z z
> 2 w 3 o ) ) T [e) [¢)

a z Q z ) ) ) i = 2
14 < ~ w = a o o
@ K 2 Q @ S o | = |3

) o w w3 [£ |5
4 L = 3 o} E E
= F =) >
o] 2 |o |©

o o

1 NISAR SANADI 27/M 3.1CM LEFT ZMC # 4.25 MINUTEY NO NO 1A 0

2 PRAKASH 40/M 35CM LE FORT 3 ON LEFT SIDE 4.80 NO NO 0 0

3 RAJU 27/M 26 CM LEFT MANDIBULAR BODY # 4.15M Q NO 0 0

4 IRAPPA 37/M 4.1 CM RIGHT zMC # 3.8M NO NO 1B 0

5 IRAPPA 37/M 3.2CM RIGHT MANDIBULAR BODY # 450 M NO NO 1B 0

6 PRATIK KADULKAR 19/M 3.4CM LEFT MANDIBULAR ANGLE # 4.15M YES NO 1B 0

7 PRATIK KADULKAR 19/M 4.2CM LEFT MANDIBULAR BODY # 4M YES NO 1B 0

8 NADEEM BAGWAN 27/M 25CM MANDIBULAR BODY # 3.M NO NO 0 0

9 BASAVRAJ HARIMATH 34/M 3.3CM LEFT ZMC # 4.5M NO| NO 0 0
10 JAGADISH PATIL 55/M 35CM RIGHT ZMC # 4.12M NO| NO 0 0
11 APPASO KHOT 48/M 4.2 CM LEFT MANDIBULAR BODY # 5.10M NO NO 1A 11
12 APPASO KHOT 48/M 35CM MALUNITED LEFT LEFORY 4.28M NO NO 1A 12
13 APPASO KHOT 48/M 2.6 CM MALUNITED RIGHT LEFOR3 3.4M NO NO 1A 13
14 SHANKAR KATTI 34/M 2.8CM RIGHT MANDIBULAR BODY# 4.5M NO NO 1B 14
15 SHANKAR KATTI 34/M 4.2CM LEFT MANDIBULAR ANGLE # 3..5M, NO NO 1B 15
16 RAMANGAUDA PATIL 19/M 3CM, RIGHTL LEFORT 2 4M, V)] NO 0 16
17 RAMANGAUDA PATIL 19/M 3.2CM LEFT LEFORT 2 4.5M NO 0 17
18 MARUTI PATIL 81/M 3.2CM LEFT ZMC # 4.5M YES YES| 1B 18
19 MARUTI LOKHANDE 52/M 3.5CM RIGHT ZMC# AM NO NO | 1A 19
20 NIVEDITA SHANKAR 26/F 3.5CM LEFT ZMC # 4.5M NO [ 0 20
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CASE GROUP
Q Q
E|lwl|z]|z
= . o |2 |85 |8
5 E = 2 i o | o
w % » 5 N O » %}
o s " i w = L % z z
Z < - 14 2 & O O
[ z g z o) %) o w 2 2
n — o 5 L P o o
o 0 < O > o = =
= Wl w z < <<
O o s %) =) T T
z L = o o) = =
= F 3 s ) )
9 o | o
%) %)
1 RUDRAPPA KATHI 50/M 3CM RIGHT ZMC # 2.39M NO NO| 1A 0
2 SUBHARAO KALE 25/M 3.1CM RIGHT MANDIBULAR BODY # 2.20M YES| YES 2B 1A
3 POOJA 27/F 4.1 CM RIGHT ZMC # 2.45M N( N( g [0
4 POOJA 27/F 3.3CM RIGHT MANDIBULAR ANGLE # 3.28M] NO NO 0 0
5 POOJA 27/F 2.7CM LEFT MANDIBULAR BODY# 2.50M Ng NO 0 0
RIGHT BODY, LEFT ZMC, LEFT
6 ANNAPPA KHATEDAR 45/M 35CM SUBCONDYLAR# 2.8M, NO NO 0 0
RIGHT BODY, LEFT ZMC, LEFT
7 ANNAPPA KHATEDAR 45/M 3.3CM SUBCONDYLAR# 2.42M, NO NO 0 0
9 RUDRAPPA DESHNOLL 29/M 3.5CM RIGHT MALUNITED ZMC# 3.5M NO NO 0 0
10 MALLAPPA YELLATHI 45/M 3.5CM RIGHT MANDIBULAR BODY # 3.5M NO NO 0 0
11 MALLAPPA YELLATHI 45/M ACM LEFT ANGLE# 4.5M NO ND 0 0
12 MAHESH CHOGALE 50/M 3.3CM RIGHT ZMC# 3M NO NO 1A O
13 KEMPAYYA 45/M 3.5CM, INFECTED LEFT ZMC PLATE .7 NO NO 0 0
14 VIJAY BHOVI 36/M 3CM RIGHT ZMC# 4.2M NO NO 0 0
15 KASHINATH 29/M 3.5CM, RIGHT LEFORT 2 4M NO NO| 0 0
16 KASHINATH 29/M 4CM, LEFT LEFORT 2 3.8M NO NO| 0 0
17 KASHINATH 29/M 3.2CM RIGHT MANDIBULAR BODY # 3.5/ NO NO 0 0
18 KANIP 21/M 2.8CM RIGHT LEFORT 2 FRACTURE 2.5M NG NO 0 0
19 KANIP 21/M 3.2CM LEFT LEFORT 2 FRACTURE 3M NG NG O 0
20 VINAYAK 40/M 3CM INFECTED RIGHT ZMC PLATE 2.8M D NO 1A 0
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