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ABSTRACT

Introduction: Mandibular third molars are the most commonly impdceeth and
their surgical removal is one of the most commoryisal procedures performed by
the Oral and Maxillofacial Surgeons. Most of thaitable literature supports the use
of corticosteroids to reduce the post-operativausksg of lower third molar surgery,
namely pain, swelling and trismus, but there ismath evidence found in literature
to determine if it is effective when used topicallg an intraoperative irrigating
solution during surgical removal of lower third ranl The present study is deliberated
to assess the effect of irrigation with three déf irrigants, namely normal saline,
hydrocortisone and povidone iodine in post opeeattcomes and complications

like pain, swelling and trismus after surgical extron of mandibular third molars.

Materials and Method: The present study was a clinical, prospective ramzed
controlled study. A total of 105 study participarfitsmed the sample size of this
study. Study subjects were categorized into thremugs: Group | (third molar
surgeries using hydrocortisone), Group Il (thirdlansurgeries with povidorR@dine
irrigation), and Group lll-control group (third nawl surgeries using normal saline
irrigation). Follow up was on"3 day and ¥ day postoperatively for all the three
groups to evaluate pain, swelling, and trismustiSieal analysis was performed

using the Kruskal-Wallis and ANOVA test.

Results: There was a significant reduction in the post ojperapain(p<0.001) and
trismus(p<0.001) on the"®and 7' post-operative day after surgical extraction of
lower third molar in study groups in comparisontte control group. The p-value
showed the difference to be statistically significaHowever, swelling was

statistically significant only on"2 post-operative day in the study groups (p=0.040) i



comparison to the control group, where as on pgstradive day 7 swelling
parameters were not statistically significant bemdoth the study groups and the

control group.

Conclusion: The results of this study indicate that using hgdrtisone as an
intraoperative irrigating solution is found to béghly effective and economical
alternative in reducing the post-operative paingling and trismus caused by

surgical removal of impacted teeth.

Keywords: Hydrocortisone, Mandibular third molar, Normalisal Povidone iodine.
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I ntroduction

INTRODUCTION

Eruption of third molars is generally seen in betwd 7 to 26 years of ade.
Third molars are commonly seen as partially eruptethey fail to erupt completely,
with a prevalence rate of 22.63 % seen acrosslthe §Surgical removal of partially
or fully erupted third molars are very commonly gireed in the field of Oral and
Maxillofacial Surgery. The symptoms of the initipbstoperative tissue reactions
include pain, oedema, trismus, and dysphagia,nf@ig have a major impact on the
patient's quality of lifé. Following surgical excision of impacted third mokeeth,
age has a considerable impact on post-operativeidityr Ones who were older had

more trismus and facial oedema than younger patlént

During the surgical extraction of mandibular moldarsgating solutions are
used to minimise damage to the bone, irrigate tingical site, and most importantly
improve the dentist's vision. A substantial amafrihflammatory exudate and debris
are produced while cutting bones without using wadpray, which increases
postoperative discomfort. Different pharmacologicahd therapeutic strategies,
including anti-inflammatory medications, dosages] delivery methods, have been

extensively studied in the literature to lessenquerative discomfort.

Since hydrocortisone was first employed in oralgswy in 1952 to lessen
postoperative discomfort, corticosteroids have besestigated in this field. The
most typical method of administering corticostesoid oral surgery is orally, but
there are several circumstances when this is nasedl such as in patients with
gastrointestinal problems. It is noteworthy that thtravenous route can be regarded

as one of the greatest choices when the procedumarried out under general
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I ntroduction

anaesthesia, as well as it delivers positive ouésoim postoperative edema and pain

control’

However, the vast majority of these operationscimee as outpatients while
the patient is under local anaesthetic. The tomgallication of hydrocortisone as a

trans-operative irrigating solution may be beneafian this situation.

In 1956, H. A. Shelanski reported the effectiveiraigrobial discovery of
povidone—iodineB. In 2010, Arakeri found that using povidone iodifl®&/P-1) as a
coolant during the extraction of an impacted lowerd molar resulted in an
incidental perceived decrease in postoperative ad@nmaddition to its haemostatic

effect?

Normal saline, an isotonic solution, is typicalltilised in irrigation during
impacted third molar treatments to lessen heatywed by the surgical drill while
coming in contact with bone during osteotomy argbdb clear the socket of bone

debris after osteotomy.

The purpose of the current research is to examiow leffectively
hydrocortisone, povidone-iodine, and normal salinggating solutions perform to
manage post-operative sequelae such as pain, mgvelitismus, and infection after

surgical extraction of mandibular third molars.
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Aims & Objectives

AIM AND OBJECTIVESOF THE STUDY

AIM: To evaluate and compare the efficacy of hydrooconts povidone-iodine and
normal saline as an irrigating solution during stely removal of impacted

mandibular third molars.

OBJECTIVES:

* To evaluate and compare the postoperative edemasiog hydrocortisone,
povidone-iodine and normal saline as an irrigatsodution during surgical

removal of impacted mandibular third molars.

 To evaluate and compare the postoperative pain simguhydrocortisone,
povidone-iodine and normal saline as an irrigatiodution during surgical

removal of impacted mandibular third molars.

 To evaluate and compare the level of trismus omgudiydrocortisone,
povidone-iodine and normal saline as an irrigatsadution during surgical

removal of impacted mandibular third molars.
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Review of literature

REVIEW OF LITERATURE

In a study conducted on the use of hydrocortisen@naintra-operative irrigating
solution for impacted inferior third molar surgesieVitor Rodrigues et al.
(2020) discovered that it resulted in 69% less ppsirative discomfort in
comparison to the control group, making it a padtand affordable alternative
to control post-operative oedema in surgical exivas of impacted inferior

third molars'®

A study was done in 2017 on the use of corticosderto lessen edema, trismus,
and post-operative pain after the extraction ofdotpd mandibular third molars.
They discovered that administering hydrocortisonabnsucosally and

intravenously significantly reduced postoperatiderea. It had no appreciable

impact on pain, though.

Gururaj Arakeri in 2011 conducted a randomizedicdhtrial on the use of
Povidone lodine as an irrigating solution for theéraction of impacted lower
third molars and demonstrated that Povidone lodifesn used at a low dosage
(0.5 mg/ml), was particularly successful in minimg postoperative edema
when compared to normal salihe.

A 2014 pilot study by Hamid Mahmoud Hashemi andeagues shown that
using povidone iodine solution at a low concentrais a safe and effective way
to reduce the unavoidable postoperative edemaramduts following impacted
third molar operation$:

Varsha A. Jadhao et al. carried out a cross-saitsmdy in 2018 to compare
and evaluate the effectiveness of Povidone lodiitéprhexidine, and Normal

Saline as irrigating solutions for extraction ofpacted lower third molars. The
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Review of literature

study showed the extraordinary effectiveness ofdmme iodine (0.5%) and

chlorhexine (0.12)—in reducing the unavoidable axgected postoperative
sequelaé?

In the year 2020, Dibakar Ghosh and associatesedaout a cross-sectional
study on the extraction of impacted mandibulardthimolars using Povidone

lodine, normal saline, and ozonated water. Theyatestnated that the incidence
of development of alveolar osteitis was considgratcreased (p<0.1) in

comparison to the control group when Povidone ledias used in low doses as
an irrigating solutiort®

In 2010, Janne Tiigimae-Saar studied the effectprefinisolone on patients
who had their impacted mandibular third teeth reesbvwn terms of post-

operative symptoms. According to the study, premoise (30 mg) given prior

to surgery considerably reduced edema and trisrftes surgery (P 0.05) in

comparison to the control groti.

The effectiveness of corticosteroids in reducingtfmperative trismus was the
subject of a review and meta-analysis by Markiweizal in 2008. They
discovered that corticosteroids reduced oedematrgmus in the early (1-3

days) and late (>3 days) post-operative phasdsedherapy?

In 2016, Hashem M. Al-Shamiri carried out a clinit@al comparing the effects
of preoperative versus postoperative dexamethasonedication on
complications following mandibular third molar sio@ extraction. They
demonstrated that preoperative dexamethasone taasignificantly reduced
trismus (p=0.021) and pain (p=0.008), regardlesthefpatient's age, gender,

type of impaction, or length of surgef.
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Review of literature

In 2019, Hiroki Otake conducted an observationaldgtto see how well

oxytetracycline-hydrocortisone ointment coated gaperformed after impacted
lower third molars were extracted. They came todbeclusion that the group
given the Oxytetracycline-hydrocortisone ointmengéveloped fewer dry

sockets. Additionally, there had been a significa@duction in the quantity of

analgesic medications consumed after surffery.

In 2008 an evidence-based assessment on the IBewiit drawbacks of

utilizing Povidone lodine irrigation to prevent gigal site infections was

conducted by Josie Chundamala and James G. Wiiplet.analysis revealed
that using Povidone lodine as an irrigating solus@nificantly reduced the rate
of infection at the surgical site compared to usiegular saline, water, or no
irrigation.

In 2018, Esra Yuce et al. conducted a randomizeattalostudy on the effects of
various Povidone iodine concentrations on postaiper sequelae following

impacted third molar surgery. They found that whesed as an irrigant, 3%
Povidone lodine Solution showed noticeably betfézcés when compared to
0.5% and 1%, in the reduction of post-operativéafaedema and trismus.

In a 2011 study, Seidu A. Bello et al. investigathd impact of patient age,
impaction type, and duration of surgery on postafpes tissue reactions
following impacted mandibular third molar surgeffhe mouth opening level,

according to the authors, was higher in the yourager group on days 2 and 5
than in the older age group. In addition, when @sted to mesioangular and
vertical impactions, distoangular and horizontgbattions displayed the largest

degree of edema and trismus on days 2 ahd 5.

Page 6



14.

15.

16.

17.

Review of literature

In 1996 a cohort study was done on the severalofigles connected to the
extraction of impacted mandibular third molars, #€@r Knutsson et al. took
into account the patient's age, angular locatiowg degree of impaction in
addition to calculating the odds ratio. In the ageup of 20 to 29 years, the
odds ratio for molars with partial soft tissue cage and distoangular impacted

teeth was highest (5.8 and 6.7, respectivEly).

In research on the quality of life connected tol drealth, Adebayo Aremu
Ibikunle et al. (2016) compared prednisolone adstémed orally versus
submucosally after extraction of the third molaheTauthors found that post-
operative complications were statistically less own in patients who had
prednisolone submucosally injected than in thoseo wteceived oral
prednisoloné®

The prevalence of post-operative morbidity follogiextraction of impacted
mandibular third molars was studied by Zaid H. Baga al. in a cohort study
in 2008. The degree of the impaction and lingwssue retraction were noted by
the authors as two potential risk factors for tiismAccording to their findings,
post-operative morbidity rises with age, severitly impaction, and longer
operations.

Ghaeminia H. et al (2016). weighed the benefits dralvbacks of surgical
extraction against retention for the managemeningfacted, asymptomatic,
disease-free mandibular third molar teeth. Theyckated that the facts were
insufficient to support either. On the other hasdme evidence suggests that
preserving an impacted third molar tooth that gstomatic and disease-free
may raise the long-term risk of periodontitis ardies incidence in the second

molars adjacent to .
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Review of literature

Wei Cheong Ngeow and Daniel Lim reviewed the litera between 2006 and
2015 on the use of corticosteroids in the managemeimpacted third molar
surgeries. They discovered that using methylpredime rather than
dexamethasone led to a much-decreased frequenggstioperative problems

such as trismus and facial edeffa.

In a study by Abel Garcia et al. (1997), the reslears examined whether the
degree of trismus and pain experienced by patiefitaving the extraction of
impacted inferior third molars were correlated withe complexity of the
procedure. They stated that surgical extractiomsaaigher incidence of post-
operative trismus than simple forceps extractidtsgardless of the kind and
degree of extraction, pain levels were noticeabbw |after analgesic

administratior®

A systematic study and meta-analysis on the moggcdl and demographic
predictors of third molar agenesis was carried mutK. Carter in 2015. The
researchers showed that the average rate of thaddrnagenesis is 22.63%
globally. They added that across all populationsien experience agenesis at

a slightly higher incidence than mén.

A 1999 study by Irja Ventii et al. examined hove tblinical status of adults
third molars changed over the course of 12 yeaobsérvation. The majority of
the individuals had unerupted or partially erupteeth throughout the first set
of six years, however during the following six ygahe subjects either had fully
erupted third molars or had them extracted. Theeefthey came to the
conclusion that third molars continue to evolve ahdnge clinically at least

until the age of 32.
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Review of literature

22. Tom D. Spies et al. (1952) in an observationa¢sgtigation revealed that
employing synthetic cortisone therapy considerafvigroved the condition of
several lesions in the head and neck region. Thpdeary disappearance of
TMJ discomfort and edema with cortisone medicati@as noted in patients with
acute rheumatoid arthritis. They came to the caiciu that in certain
individuals, cortisone therapy, when administeredrextly, can produce the

most satisfying resulfs.

Page 9



Materials and Methods

MATERIALS AND METHODS

A prospective, in-vivo clinical investigation wasrducted with people who
had their mandibular third molars surgically remavdhis study included one
hundred and five patients who reported to the Diepant of Oral and Maxillofacial
Surgery at KLE's V.K. Institute of Dental Scienck®\HER, Belagavi, between May
2021 and November 2022 with the complaint of impdatandibular third molars

and those who granted consent to participate.
STUDY DESIGN: Randomized controlled trial
STATISTICAL ANALYSIS: The statistical analysis used were

» Descriptive statistical analysis was done for deraphic details.
» Chi-square test was done to establish association.
* ANOVA- comparison was applied between the threeigso

» Post-hoc test was used for intra group comparison.
SAMPLE SIZE ESTIMATION: The sample size was calculated using the formula

(Ziaz+ Z15)** (SD:2 " SD,)

N = —
(X X2)?
* At 90% confidence intervalZ,»= 1.64

* At 80% power £53=0.85
 Standard deviation in th& group S1 = 3.16
« Standard deviation in the"figroup S2 = 3.46

N =35in each group.
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Materials and Methods

Therefore, the sample sizeli85

All the participants had to meet the following erig.

INCLUSION CRITERIA: Patients fulfilling the following criteria were ihaled:

» Patients belonging to the age category of 18-4@syea

» Patients who have not used any antibiotic/antinbiedo or anti-
inflammatory drugs 1 week before surgery.

» Patients with moderate surgical difficulty scoreRederson's index (4-6).

» Patients with ASA status | and having normal blegdi clotting times.

» Patients who are non-smokers.

EXCLUSION CRITERIA: Patients with the following criteria were excluded:

» Patients who were not willing to participate in gtady.

» Patients with presence of any systemic disorders.

» Patients with previous history of radiation therapy

» Patients who had undergone organ transplantation.

» Patients allergic to hydrocortisone, povidone-iedim anaesthetic agent.

» Pregnant or lactating female subjects.
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Materials and Methods

METHODOLOGY

« The study comprised of 105 randomly selected pestigenvelope
method) with mandibular impacted third molar, dieggd by established
clinical and radiographic parameters and were radtérely grouped in
three groups irrespective of age, sex, difficultyiinpaction and their
response to various drugs to eliminate bias.

e Study participants were categorized into three jgsou
Group I: Third molar surgeries with Hydrocortisone irrigati(h = 35)
Group II: Third molar surgeries performed using Povidéodine irrigation i = 35)

Group lll: Third molar surgeries done with Normal Salinegation (control group)

(n=35)

» The position of impacted tooth was assessed usdgrBon’s Difficulty Index

and tooth with a score of 5 to 6 were includechim $tudy.

PEDERSON'S INDEX:

CLASSIFICATION VALUE

Spatial relationship

Mesioangular 1
Horizontal/Transverse 2
Vertical 3

Distoangular 4

Page 12



Materials and Methods

Depth
Level A: High occlusal level 1
Level B: Medium occlusal level 2
Level C: Low occlusal level 3

Ramus Rel ationship/Space available

Class 1: Sufficient space 1
Class 2: reduced space 2
Class 3: no space 3

Difficulty index

Very difficult 7-10
Moderately difficult 5-6
Slightly difficult 3-4

« All the patients were screened for inclusion anclesion criteria.

PRE-OPERATIVE ASSESSMENT:

*  Hemoglobin

* Bleeding time

e Clotting time
 Random Blood Sugar

*  Orthopantomogram/ Intra-Oral Periapical radiograph
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Materials and Methods

ARMAMENTARIUM AND MATERIALS : (as shown in Figure-1)
e Surgical gloves
e Mouth mirror
» Dental explorer
* 2ml Disposable Syringe
* Gauze piece
* Surgical scalpel blade no. 15
« Straight elevator
* Artery forceps
e Curette
* Bonefile
* Needle holder
* Adson's tissue forceps
» Scissors
» Surgical handpiece and bur
* Kidney tray
e lIrrigation syringe 20mi
» Surgical drape
* Towelclip
e Suction tip
« Tweezer
* Langenbeck retractor
e Sponge holder

* Periosteal elevator
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Materials and Methods

Figure 1 - Armamentarium

Follow up: was done on the 2nd and 7th day of surgical extracf third molar.

SURGICAL PROTOCOL FOLLOWED DURING THE RESEARCH
Patients with mandibular impacted third molar dizggd by established clinical and
radiographic parameters and who met the inclusieriz were divided into three

groups of 35 each by computer generated randoroadibm

Surgical procedure on the assigned patients wdsrpexd in the oral surgery unit by

the same experienced surgeon

The pre-operative inter-incisal distance and fatiehsurements were noted in

millimeters.

Local anaesthesia was given by blocking the infexleeolar nerve, lingual nerve,

long buccal nerve with 2% lignocaine plus adreralirB0,000.

A full thickness incision was made to prepare a oaperiosteal flap

|
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Materials and Methods

Flap was elevated and reflected, bone gutterirgl{teectioning if required) was
performed using a bur on a straight hand piece rusdoiendant irrigation with
Hydrocortisone 500mg concentration in 250ml norsadine for Group |, Povidone-
iodine 0.5mg concentration per ml in 250ml of nors&ine for Group Il and 0.9 %

concentration of 250ml of Normal saline for Grolip |

|

After completing the extraction, curettage of tbeket was performed to remove any

unhealthy granulation tissue.

|

Extraction socket was inspected for any sharp masgins and removed if present

followed by copious irrigation.

|

The flap was repositioned and sutured with 3-Osiitures.
A pressure pack was placed on the extractionAit@atients will received post-

extraction instructions.

|

Patients of all three groups were prescribed thevitng drugs:
CAP. AMOXICILLIN 500mg g8h for 5 days
TAB. PARACETAMOL 650mg q12h for 3 days
TAB. PANTEPRAZOLE 20mg OD for 5 days

TAB. IBUPROFEN 400mg SOS. (Rescue drug)
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Materials and Methods

EVALUATION CRITERIA

PAIN

Patients were provided with a Visual Analogue 8aébkual (VAS) with a score of 0-10.

Score Intensity of pain
0 No pain
1-3 Mild pain
4-7 Moderate pain
8-10 Severe pain
TRISMUS

= Mouth opening was checked by measuring the intgs#h distance in

millimetres with a caliper.
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Materials and Methods

SWELLING
To evaluate the swelling, distance between corriethe eye and the angle of
mandible, tragus and corner of the mouth, tragusthe soft tissue pogonion on the

side of surgery was measured using a ribbon ruler.

Figure 2 - Edema measurements:

Three linear distances for four fixed anatomicahBo 1 - distance between corner of
the eye and the angle of mandible, 2 - tragus amikc of the mouth, 3 - tragus and

the soft tissue pogonion.

FOLLOW UP

Pain, mouth opening and swelling was assessedeatiathof surgery,"@day and the

7" day post-operatively.
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Materials and Methods

PATIENTS IN STUDY GROUP |
Figure 3 - Pre-operative photos study group | (cage

Figure b - Lateral frofile

Figure d - Measurement fror
tragus to corner of mouth

=)

Figure 3c - Measurement fror
tragus to soft tissue pogonion

Figure e - Measurement fror
Lateral Canthus to Angle of
Mandible

Figure 3f - Measurement of
Inter-incisal distanc
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Materials and Methods

Figure 4 - Post-operative day 2 photos study group(case)

Figure 4b - Lateral profile photo

Figure 4c - Measurement fror
tragus to soft tissue pogonion

=)

Figure 4d - Measurement from
tragus to corner of mouth

Figure 4e - Measurement fro
Lateral Canthus to Angle of
Mandible

Figure 4f - Measurement of
Inter-incisal distance
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Materials and Methods

Figure 5 - Post-operative day 7 photos study group(case)

Figure 5a - Profile photo Figure5b - Lateral profile photo

Figure fc - Measurement fror Figure !d - Measurement fror
tragus to soft tissue pogonion tragus to corner of mouth

Figure 5e - Measurement from Latera Figure 5f - Measurement of
Canthus to Angle of Mandible Inter-incisal distance
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Materials and Methods

PATIENTS IN STUDY GROUP I
Figure 6 - Pre-operative photos study group Il (cae)

Figure 6a - Profile photo

Figure6c - Measurement fror Figure 6d - Measurement from
tragus to soft tissue pogonion tragus to corner of mouth

Figure6e- Measurement from Later Figure6f - Measurement c
Canthus to Angle of Mandible Inter-incisal distanc
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Materials and Methods

Figure 7 -Post-operative day 2 photos study grougd [case)

Figure7a- Profile photc Figure 7b - Lateral profile

=]

Figure 7c - Measurement fror Figure 7d - Measurement from
tragus to soft tissue pogon tragus to corner of mot

Figure 7e - Measurement from Latergl Figure 7f - Measurement of Inter-
Canthus to Angle of Mandible incisal distance
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Materials and Methods

Figure 8- Post-operative day 7 photos study grougd [case)

Figure 8c - Measurement fron

tragus to soft tissue pogonion

1

Figure 8e - Measurement frofr
Lateral Canthus to Angle of
Mandible

>

Figure 8k - Lateral frofile

Figure8d - Measurement fror
tragus to corner of mouth

Figure8f - Measurement ¢
Inter-incisal distance
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Results

RESULTS

Table 1: Distribution of male and female participarts in Hydrocortisone,

Povidone-iodineand control group (Normal saline)

Sex | HYDROCORTISONE % | POVIDONE-IODINE| % | NORMAL | % | Total
SALINE

Male 15 42.9 17 48.6 17 48.6 49

Female 20 57.1 18 51.4 18 51.4 56

Total 35 100 35 100 35 100 10

Table 1 provides the distribution of the males &mmale participants for the three
groups hydrocortisone, povidone-iodine and nornading. There were 15 males and
20 females in the hydrocortisone group, 17 males ¥ females in the povidone-
iodine group and 17 males and 18 females in thenabsaline group. There was no

statistically significant association between trenthe baseline.
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Results

GRAPH 1: Distribution of males and female participaits in Hydrocortisone,

Povidone-iodine and Control Group (Normal Saline)

Distribution of males and females in Hydrocortisone, Povidone-
iodine and Control Group (Normal Saline)
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AGE DISTRIBUTION:-

Table 2: Comparison of Hydrocortisone, Povidone-ioshe and control group

(Normal saline) with mean age by Kruskal-Wallis tet

Groups Mean SD | SE | Kruskal Wallis H-valueP-value

HYDROCORTISONE| 26.28| 5.14| 0.870

POVIDONE-IODINE | 27.85 5.59| 0.945 1.409 0.494

NORMAL SALINE | 26.68| 5.44| 0.921

The mean value for the hydrocortisone, povidonéa®dand normal saline were
26.28 + 5.14 years, 27.85 + 5.59 years and 26.@B44 years respectively. The
comparison between them were not found to be statily significant (p=0.494)

which denotes no baseline difference between tiee troups.
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PEDERSON INDEX:-

Table 3: Comparison of Hydrocortisone, Povidone-ioshe and control group
(Normal Saline) with mean Pederson's difficulty in@x scores by Kruskal-Wallis

test

Groups Mean SD | SE | Kruskal Wallis H-valueP-value

HYDROCORTISONE| 5.45 | 0.50| 0.085

POVIDONE-IODINE | 5.31| 0.4740.079 2.402 0.301

NORMAL SALINE | 5.48 | 0.50 0.085

Table 3 provides the mean, standard deviation tematlard error values of Pederson’s
difficulty index for the three groups hydrocortiggnpovidone-iodine and normal
saline and also compares them using Kruskal-Wadist. The mean value for
hydrocortisone was 5.45+ 0.50, and for povidoneredt was 5.31 + 0.47 while for
normal saline, it was 5.48 = 0.50. The baselinéetBhce between them were not

found to be statistically significant. (p=0.301)
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Results

GRAPH 2: Mean Pederson's difficulty index for Hydrocortisone, Povidone-

iodine and Control Group (Normal Saline)

Mean Pederson's difficulty index for Hydrocortisone,
Povidone-iodine and Control Group (Normal Saline)
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Table 4: Comparison of Hydrocortisone, Povidone-iome and control group

(Normal Saline) with mean Pederson's difficulty ineéx

Index| HYDROCORTISONE| % | POVIDONE-IODINE| % | NORMAL | % | Total
SALINE
5 19 54.3 24 68.6 18 514/ 61
6 16 45.7 11 31.4 17 48.6| 44
Total 35 100 35 10( 35 100 10

Table 4 provides the descriptive results of thegPsah’s difficult index as well as the

comparison between hydrocortisone, povidone-io@dind normal saline using Chi-

Square test. 19, 24 and 18 patients had a Pedelifiicult index score of 5

respectively. The score of 6 was seen in 16 patiesing hydrocortisone, 11 patients

using povidone-iodine and 17 patients using norsaéihe. The baseline comparison

was done using Chi-Square test and the differeat@den them were not found to be

statistically significant. (p=0.1268)
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ASSESSMENMT OF PAIN:

Table 5: Comparison of Hydrocortisone, Povidone-ioshe and Control group

ormal Saline) wit scores at post-operative'2 day ay using
(N | Saline) with VAS ive™ day & 7" d i

Kruskal-Wallis test.

Time points Groups Mean SD H-value P-valu
HYDROCOR
4.82 0.70
TISONE
POVIDON-
Day 2 4.57 0.60 34.980 <0.001*
IODINE
NORMAL
5.71 0.45
SALINE
HYDROCOR
2.62 0.59
TISONE
POVIDON-
Day 7 2.82 0.70 13.091 <0.001*
IODINE
NORMAL
3.34 0.48
SALINE
HYDROCOR
2.20 0.11
TISONE
POVIDON-
Day 2-Day 7 1.75 -0.10 21.889 <0.001*
IODINE
NORMAL
2.37 -0.03
SALINE
*p<0.05
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The comparison of Pain, using mean VAS score, atwedrocortisone, povidone-
iodine and normal saline, at different time poitss conducted using Kruskal-Wallis
test and depicted in Table 5. The difference betwibe three groups were found to
be statistically significant (p<0.001) for both D& and Day 7. Moreover, the
comparison of mean difference between Day 2 and Dafpr hydrocortisone,

povidone-iodineand normal saline was found to be statisticallyiicant as well.

GRAPH 3: Mean VAS score at post-operative Day 2 anBay 7 for

Hydrocortisone, Povidone-iodine and Control group Normal Saline)

Mean VAS score at post-operative Day 2 and Day 7 for
Hydrocortisone, Povidone-lodine and Control group (Normal

Saline)
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1

0

DAY 2 DAY 7

u HYDROCORTISONE = POVIDONE-IODINE = NORMAL SALINE

Graph 3 denotes the Mean VAS score for Pain at&ustative Day 2 and Day 7 for
hydrocortisone, povidone-iodine and normal salifa. Day 2, the scores were 4.82 £
0.70, 4.57 £ 0.60 and 5.71 + 0.45 respectively.i@ihy, for Day 7, the scores were
2.62 +0.59, 2.82 £ 0.70 and 3.34 = 0.48 for tlred¢hgroups. The mean score on day

7 for hydrocortisone group was 2.62 + 0th.59 whiets less compared to others.
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Table 6: Comparison of pain scores at post-operatésday 2 and day 7 in

Hydrocortisone, Povidone-iodine and Control Group Normal Saline) by

Wilcoxon Signed Rank test

Groups Time points Mean SD Z-value P-value
HYDROCORT DAV 2 4.82 0.70
5.406 <0.001*
ISONE Day 7 2.62 0.59
POVIDONE. | Day 2 457 0.60
5.387 <0.001*
IODINE Day 7 2.82 0.70
NORMAL | D2 5.71 0.45
5.282 <0.001*
SALINE | pay 7 3.34 0.48

*p<0.05= statistically significant

Table 6 describes the comparison of Pain, usingiM&sS score, between Day 2 and
Day 7 for the three groups, i.e., hydrocortisormy/igione-lodine and normal saline.
The mean VAS score was less for hydrocortisonemmuday 7 when compared to

others. The difference between the two time powmés found to be statistically

significant for all of them with a consistent p-walof less than 0.05 (p<0.001).
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ASSESSMENT OF SWELLING:

Table 7: Comparison of Hydrocortisone, Povidone-iothe and Control Group

(Normal Saline) with swelling scores at pre-operatie, post-operative day 2 and

day 7 time points by Kruskal-Wallis test

Variable

Groups

Mean

SD

SE

H-val

ue-value

HYDROCORTISONE

126.27

6.56

1.109

Pre Op

POVIDONE-IODINE

124.26

6.33

1.071

NORMAL SALINE

123.04

8.45

1.429

1.802

0.170

HYDROCORTISONE

128.90

5.80

0.982

Day 2

POVIDONE-IODINE

129.28

6.58

1.113

NORMAL SALINE

132.18

8.40

1.420

2.278

0.010*

HYDROCORTISONE

125.99

6.57

1.111

Day 7

POVIDONE-IODINE

125.53

5.79

0.979

NORMAL SALINE

126.08

8.66

1.463

0.051

0.941

HYDROCORTISONE

-2.63

0.76

0.127

Pre Op - Day 2

POVIDONE-IODINE

-5.02

-0.25

-0.042

NORMAL SALINE

-9.14

0.05

0.009

0.893

0.022*

HYDROCORTISONE

0.28

-0.01

-0.002

Pre Op - Day 1

POVIDONE-IODINE

-1.27

0.54

0.097

NORMAL SALINE

-3.04

-0.21

-0.034

1.366

0.785

HYDROCORTISONE

291

-0.77

-0.129

Day 2 - Day 7

POVIDONE-IODINE

3.75

0.79

0.134

NORMAL SALINE

6.1

-0.26

-0.043

1.795

0.658

*p<0.05
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The comparison of swelling scores between the thyemups hydrocortisone,
povidone-iodine and normal saline was done at tdi#éerent time points, i.e., at the
pre-operative stage, at Day 2 and Day 7, using kéldé/allis test and the results
have been provided in Table 7. The comparativeltefetween the three groups
were not found to be statistically significant ate{operative stage and Day 7,
however the comparison between them at Day 2 vedistgtally significant. Even for
the comparison of the mean differences betweethtiee groups at preop — day 7 and
day2 -day 7 were found to be statistically insigpaift but for preop - day 2 it was
found to be statistically significant.

GRAPH 4: Mean SWELLING at pre-operative, post-operdive Day 2 and Day 7

for Hydrocortisone, Povidone-iodine and Control graip (Normal Saline)

Mean SWELLING at pre-operative, post-operative Day2 and Day 7
for Hydrocortisone, Povidone-iodine and Control graup (Normal

Saline)
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mEHYDROCORTISONE = POVIDONE-IODINE NORMAL SALINE

Graph 4 denotes the mean swelling at Post-operB@ye2 and Day 7 in comparison
to preoperative measurements for hydrocortisongidpae-iodine and normal saline.
In preoperative stage the score was 126.27, 12hd6123.04 respectively. Whereas
for Day 2, the scores were 128.90, 129.28 and 8324pectively. Similarly, for Day

7, the scores were 125.99, 125.53 and 126.08 éothtiee groups.
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Table 8: Comparison of pre-operative, post-operatig day 2 and day 7 time

points with swelling scores in Hydrocortisone, Podone-iodine and Control

Group (Normal Saline) by using Repeated Measures ADVA test

2S

Time Mean | SD Repeated measure
Groups ) Mean SD _ _ p-value
points Diff. Diff. F-value| P-value
Pre Op| 126.27 | 6.56
2.633 | 0.580| <0.001#
Day 2 | 128.90| 5.80
HYDROCORTI|Pre Op| 126.27 | 6.56
0.279 | 0.186 0.429 | 59.318 | <0.001*
SONE Day 7 | 125.99| 6.57
Day 2 | 128.90| 5.80
2.911 | 0.770| <0.001#
Day 7 | 125.99| 6.57
Pre Op| 124.26 | 6.33
5.019 | 0.250| <0.001#
Day 2 | 129.28| 6.58
POVIDONE- |Pre Op| 124.26| 6.33
1.268 | 0.454| 0.025*|230.777| <0.001*
IODINE Day 7 | 125.53| 5.79
Day 2 | 129.28| 6.58
3.946 | 0.790| <0.001#
Day 7| 125.53| 5.79
Pre Op| 123.04| 8.45
9.133| 0.213| <0.001%
Day 2 | 132.18] 8.40
NORMAL Pre Op| 123.04| 8.45
3.038 | 0.264| <0.001% 926.79| <0.001*
SALINE Day 7| 126.08] 8.66
Day 2 | 132.18] 8.40
6.095 | 0.256| <0.001%
Day 7| 126.08/ 8.66
* p<0.05

The comparison of swelling for the three groupsrbgdrtisone, povidone-iodirend

normal saline was done at three different time {soine., pre-operative stage, Day 2

and Day 7 and the statistical significance betw#®m was synthesized using

Repeated Measures ANOVA test, the results of whiate been given in Table 8.

Additionally, the post-hoc comparison between twdividual time points using all
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the feasible combinations were done for each gwap done using Wilcoxon signed
Rank Test as well. For hydrocortisone, the comparisetween pre-operative stage
and Day 2 and between Day 2 and Day 7 were foube &atistically significant. For
povidone-iodine and normal saline, the comparisetwben all three combinations,
i.e., Pre-op-Day 2, Pre-op-Day 7 and Day 2-Day fewund to be statistically
significant. On overall comparison using Repeatezhdlires ANOVA, the difference

between the three time points for all the threeugsowere found to be statistically

significant as well.
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ASSESSMENT OF TRISMUS:

Table 9: Comparison of Hydrocortisone, Povidone-iothe and Control Group

(Normal Saline) with inter-incisal distance scoresit pre-operative, post-

operative day 2 and day 7 time points by Kruskal-WHis test

Variable

Group:t

Mear

SD

SE

H-value

P-value

Pre Op

HYDROCORTISONE

42.2(

7.5¢

1.281]

POVIDONE-IODINE

40.60

3.11

0.526

NORMAL SALINE

36.54

2.62

0.444

12.044

<0.001%

Day 2

HYDROCORTISONE

33.14

5.99

1.013

POVIDONE-IODINE

34.37

3.40

0.575

NORMAL SALINE

24.94

2.96

0.502

48.947

<0.001%

Day 7

HYDROCORTISONE

40.62

7.35

1.243

POVIDONE-IODINE

38.65

3.32

0.562

NORMAL SALINE

31.88

2.70

0.457

30.449

<0.001%

Pre Op - Day 2

HYDROCORTISONE

9.06

1.59

0.268

POVIDONE-IODINE

6.23

-0.2¢

-0.049

NORMAL SALINE

11.6

-0.34

-0.058

16.346

<0.001%

Pre Op - Day 1

HYDROCORTISONE

1.58

0.23

0.038

POVIDONE-IODINE

1.95

-0.21

-0.036

NORMAL SALINE

4.66

-0.08

-0.013

8.904

<0.001%

Day 2 - Day 7

HYDROCORTISONE

-7.4¢

-1.3¢

-0.2¢

POVIDONE-IODINE

-4.2¢

0.0¢

0.01:

NORMAL SALINE

-6.94

0.2¢

0.04:

-3.228

<0.001%

*p<0.05
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Table 9 describes the results of comparison ofrdinigsal distance scores for
hydrocortisone, povidone-iodine and normal SalinBra-operative stage, Day 2 and
Day 7 using Kruskal-Wallis test. The comparisormzsn all the three groups at all
three time points were found to be statisticallgngficant (p<0.001). The mean
difference between the time points of the threeugso(Pre-operative-Day 2, Pre-
operative- Day 7 and Day 2- Day 7) were also cateal and their comparison

yielded a statistically significant difference aslw
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GRAPH 5: Mean INTER-INCISAL DISTANCE at pre-operati ve, post-operative
Day 2 and Day 7 for Hydrocortisone, Povidone-iodinend Control group

(Normal Saline)

Mean INTER-INCISAL DISTANCE at pre-operative, post-operative
Day 2 and Day 7 for Hydrocortisone, Povidone-iodinand Control
group (Normal Saline)
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Graph 5 represents the mean inter-incisal distangare operative day in comparison
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to post-operative Day 2 and Day 7 for hydrocortesopovidone-iodine and normal
saline. According to preoperative specifics therscwas 42.2, 40.6 and 36.54
respectively. Whereas for Day 2, the scores werg4334.37 and 24.94 respectively.

Similarly, for Day 7, the scores were 40.62, 3868 31.83 for the three groups.
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Table 10: Comparison of pre-operative, post-operatie day 2 and day 7 time
points with inter-incisal distance in Hydrocortisore, Povidone-iodine and

Control Group (Normal Saline) by using Repeated Mesures ANOVA test

Time Mean . Repeated measures
Groups . Mean SD . SD Diff. -value
P points Diff. P F-value | P-value

Pre Op| 42.20 7.58
Day2| 33.14 | 5.99
HYDROCORTI|Pre Op| 42.20 7.58

SONE Day 7| 40.62 7.35
Day2| 33.14 | 5.99
Day 7| 40.62 7.35

9.057 0.755 <0.001*

1571 | 0.324 | <0.001* 73.629 | <0.001*

7.486 0.621 <0.001*

Pre Op| 40.60 3.11
Day 2| 34.37 3.40
POVIDONE- |Pre Op| 40.60 3.11

IODINE Day 7| 38.65 3.32
Day 2| 34.37 3.40
Day 7| 38.65 3.32

6.229 0.164 <0.001*

1.943 | 0.142 <0.001*| 703.061| <0.001*

4.286 0.162 <0.001*

Pre Op| 36.54 2.62
Day 2| 24.94 2.96
NORMAL |Pre Op| 36.54 2.62
SALINE Day 7| 31.88 2.70
Day 2| 24.94 2.96
Day 7| 31.88 2.70

11.60 0.446 <0.001*

4.657 0.323 <0.001* 331.072| <0.001%

6.943 0.406 <0.001*

The overall comparison of the three groups hydiisame, povidone-iodine and
normal saline at different time points was conddctesing Repeated Measures
ANOVA test and it has been denoted in Table 10. ihdezidual combinations of two
different time points for all three of them was doon a post-hoc basis using
Wilcoxon signed rank test. The comparison of thfgedinces between the different
combinations of two time points, i.e, Pre-operati\izay 2, Pre-operative - Day 7 and
Day 2 - Day 7 for all the three groups were foundbe statistically significant
(p<0.001). Similarly, the overall comparison of ttigee time points for all three

groups were found to be statistically significg¢@.001).
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DISCUSSION

The removal of mandibular third molar is one of thest common procedures
in oral and maxillofacial surgery. Patients usuallgmplains of postoperative
swelling, pain and trismus associated with theamiinatory response to surgical
trauma as the main factors affecting their quatifylife in the immediate post

operative period’

The fundamental objective of employing irrigatinglwtions during the
surgical extraction of impacted third molars isatmid heat-induced permanent bone
necrosis. Normal saline has a cleaning effect dii@dg in the healing of wounds but
does not immediately contribute to postoperativalihg’® To reduce postoperative
discomfort, different irrigating solutions and pimacological managements have

been frequently discussed in literature.

In oral and maxillofacial surgery, povidone iodim@s been used mainly as an
irrigant for alveolar sockets after extractfdrin a 2011 study, Arakeri and Brennan
utiized 0.5 mg/mL PVP-l as the cooling and irriggt solution for the
surgical extraction of impacted third molars. Thelgserved that it significantly

reduced postoperative edema.

In this context, they hypothesised that the imp@birought on by chemotaxis
and leukotriene B4 suppression, which prevent oehit accumulation. An
additional benefit of PVP-I irrigation is the enlsament of the "anionic chemo
mechanical effects” of saline solution, which aecatles bone/tooth cutting rate by

adding an additional anion (iodine) to salffie.
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In this research, PVP-lI was utilised as an irrigdmbughout the whole
surgical removal of impacted third molars at a @miation comparable to that

employed in the study by Arakeri and Brenfian.

Corticosteroids in oral surgery have been studidgaces 195Fwhere
hydrocortisone was used to reduce postoperativeouiifort. Since that time, a
number of additional corticosteroids, dosages, administration methods have been
researched to offer a more comfortable postoperatériod and enhance the quality
of life for patients. It is uncertain how hydrodedne works to reduce inflammation.
It is presumably connected to both cellular effeetsd how they affect the

microvasculaturé®

The body naturally produces hydrocortisone (cobtisehich is around 15-
30mg in a normal adult, but can be provided up @0 &g in times of need
Corticosteroids need to be administered at higlbsades than the basal secretion in
order to have an anti-inflammatory effect. Howevbere hasn't been a single study
that can demonstrate the ideal corticosteroid dasagal method of administration,

or optimal timing.

The most popular method of drug administration tial surgery is per oral.
Additionally, the intravenous approach is employeatticularly when the third molar
extraction is carried out under general anaesth&saause of its effectiveness in
reducing pain and edema as well as in preventingewmand vomiting, this might be

regarded as one of the finest methods of admitistrd**

However, as these procedures are typically donerulodal anaesthesia in an

outpatient setting, the oral route continues to the most popular choice.
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Additionally, it guarantees a quick and nearly katiasorption. Although the relative
merits of different routes are always in discordarCorticosteroids should be used if

considerable postoperative soft tissue edema iisijgated

In  this context, the study was created to assessftbctiveness  of
normal saline, povidone iodine, and hydrocortisasérigating solutions on

impacted mandibular third molar surgery.

In the present study it was found that hydroconés@s an intraoperative
irrigating solution, was more effective than betadiand saline in controlling post
operative swelling on the second day, after sutgemoval of impacted mandibular
third molar with statistically significant differee (p < 0.01). However, the
comparison of the same irrigating solutions on pgsrative day 7 was statistically

insignificant.

In addition, postoperative swelling, causes tisselsion which leads to
additional tension-induced paif Corticosteroids' capacity to diminish edema could
enhance its analgesic impact by reducing pain lrbag by tissue tension. This idea
is in line with Messer and Keller's assertion {bain and swelling are connected, and

that the discomfort would be low if swelling coudd controlled®

However, inconsistent findings from several studiesd been found. In
contrast to the control group, some studies usirgingle dose of prednisolone or
dexamethasone postoperatively showed substantietetices in edema, trismus, and

discomfort***' while others found conflicting resuft
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On the contrary, some studies have shown that usydgocortisone as an
intraoperative irrigating solution has a rapid aeflective effect on managing

postoperative ederi.

One of the most used tools for measuring pain sitgns the VAS score,
which has been proven to be a reliable and consistay to measure unique pain as
well as a straightforward, subdued, reproducibled aidely accepted method to

evaluate pair?

The current study showed a statistically significeesult on postoperative
pain control in both the study groups when compaoedormal saline. According to
VAS score there was a meaningful reduction in gaien in the study group Il (PVP-
) on second postoperative day, contrariwise stgigup | (hydrocortisone)

manifested better response on tfig@stoperative day in comparison to the rest.

In third molar extractions, several authors havemalestrated that
intraoperative irrigations with povidone-iodine stbn also reduced edema and
trismus. They contend that povidone-iodine solytistmen used in relatively low
concentration, exhibited anti-inflammatory propestin addition to its antibacterial

properties*%%’

In a study conducted in 2010, Kang S-H and colleagdiscovered that
methyl-prednisolone dosages under 20 mg lookedetméffective for treating post-

operative pairi?

In their study, Janne Tiigimae-Saar et al. discegeghat the combination of a
single dosage of prednisolone and etorikoxib igaive at treating edema, trismus,

and postoperative pain following third molar sugg¥r
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It has to be noted that, in the studies reviewai) was assessed subjectively
and was not the only primary outcome measured. Tdsto a variety of pain
outcomes following third molar operations. The @egof pain is also influenced by a
number of variables, including surgical trauma,esspn’'s pain threshold, and their

psychological well-being’

In the current analysis, when trismus was examinetsveen the study and
control group, both study groups have showed asttaly significant decrease in
trismus. Study group Il (PVP-I) patients had theximaim inter-incisal distance on
the second postoperative day. But study group dirggortisone) participants had the
least overall trismus on the seventh postoperatase At one week, the maximum
interincisal opening was not different from pre@ie measurement in the two

groups, especially in  group |.

The time course for trismus and associated restnicin oral function
observed in the current study is consistent wifulte showing that trismus peaks on

Day 1 or Day 2 postoperatively and often resolue®ay 7163

According to Cho et al, there was minimal trismaghe 7-day evaluation.
Additionally, the highest subjective ratings forstnus, which were measured 48
hours after surgery, were improved by day 7, aeddloutcomes are consistent with

the current study’
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Conclusion

CONCLUSION

Hydrocortisone as an intraoperative irrigating agent, showed effective response in
controlling post operative swelling within the first 48 hours.

However, on the seventh day there was no statistically appreciable difference seen
when hydrocortisone was compared to povidone-iodine and normal saline.

On the other hand, hydrocortisone as an irrigating solution showed statistically
promising results in managing postoperative pain and trismus, which was
followed by povidone-iodine and normal saline.

This implies that using hydrocortisone as an irrigating solution is found to be
highly beneficial and inexpensive alternative in reducing the post-operative pain,

swelling and trismus caused by surgical removal of impacted teeth.
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Limitations & Recommendation

LIMITATION
Due to small sample size, it was difficult to generalize the results, therefore
further studies are needed to eval uate effect of hydrocortisone in managing
post-operative pain, swelling and trismus following surgical removal of third
molar.
Following the surgical extraction of the third molar, efficacy of cold saline
could have been evaluated in lowering post-operative pain, swelling, and

trismus.

RECOMMENDATION

Hydrocortisone and povidone-iodine can be used routinely as an intra
operative irrigating solution during surgical extraction of lower third molar, as
it increases patient comfort, controls swelling, alleviates pain and trismus in
the immediate post operative period.

The potential analgesic and anti-inflammatory properties of hydrocortisone
make it a prospective contender for reducing discomfort that patients usually

experience in the immediate post operative period.
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Summary

SUMMARY

The present study was a clinical randomized controlled trial. A total of 105
participants were categorized into three groups: Group | (hydrocortisone irrigation),
Group 1l (povidone-iodine irrigation), and Group Il1-control group (normal saline
irrigation). Follow up period was on 2™ day and 7" day postoperatively to evaluate
pain, swelling, and trismus. There was a significant reduction in the post operative
pain(p<0.001) and trismus(p<0.001) on the 2™ and 7" post-operative day in case of
hydrocortisone and PVP-1. However, swelling was statistically significant only on 2™
post-operative day in the study groups (p=0.010). The patients who got
hydrocortisone and povidone-iodine were found to be highly effective in terms of
managing post operative swelling compared to the control group, hydrocortisone itself
was highly effective against pain and trismus, followed by povidone-iodine. This
indicates that using hydrocortisone as an intraoperative irrigating solution is found to
be highly effective and economical aternative in reducing the post-operative pain,

swelling and trismus caused by surgical removal of impacted teeth.
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ANNEXURE-IV

KAHER'’s KLE VK Institute of Dental Sciences
Department of Oral and Maxillofacial Surgery
Belagavi
“COMPARATIVE EVALUATION OF THE EFFICACY OF HYDROCORTISONE,

POVIDONE-IODINE AND NORMAL SALINE AS AN IRRIGATING SOLUTION DURING

Date:

10.

SURGICAL REMOVAL OF IMPACTED MANDIBULAR THIRD MOLARS: A
RANDOMIZED CONTROL TRIAL”

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

Time: a.m./ p.m.

I authorize the performance upon self or
Mr./Miss./Mrs, the folluyvioperation (Nature and
extent) to be performed under the direction of Dr. and by Dr.
__in my own vernacular language.

| agree to give my personal details like name, age, address, history of treatment
taken and any other details required for the stadfie best of my knowledge.

| will cooperate with the surgeon for examinatiow also for various investigations.

| consent to the administration of anesthetics ay ime considered necessary or
advisable by the doctor responsible for this sexvic

| consent to the administration of drugs as magdiesidered necessary or advisable
by the doctor responsible for this service.

| permit the surgeon to utilize the information givby me and the results obtained
from this study for presentation and publication.

| permit the surgeon to take my photographs tazaetit for the study and presentation
purpose.

| am patrticipating in this study with my own wishdawill and the surgeon has
explained the nature and the effect of proceduwleidting surgical extraction of tooth
using hydrocortisone/povidone-iodine as an irriggolution during the procedure
instead of normal saline and its effect on the gquestative pain, swelling and trismus
in my vernacular language.

The nature and purpose of the operation and therralst being used, possible
alternative methods of treatment, the risk involaed the possibility of

complications have been fully explained to me inwvagnacular tongue. No
guarantee or assurance has been given by anyoo¢hesresults that may be
obtained.

| have read and understood the above informatieengby surgeon about the study
and willingly agree to participate in the study amitingly agree to come for follow

up on the ¥ and 7" day.

Name: Date:
Signature: Mob. No:

Name of the Doctor: Dr.
Doctor’s contact:
Hospital contact:
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ANNEXURE V

KLE Vishwanath Katti Institute of Dental Sciences,Belagavi
Department of Oral and Maxillofacial Surgery

Patient Information Sheet

“Comparative evaluation of the efficacy of Hydrocotisone, Povidone-lodine and
Normal Saline as an irrigating solution during surdcal removal of impacted
mandibular third molar- A Randomized Control Trial”

Dear Patient,
You are invited to take part in a research studgted to the use of different irrigating
solution during the extraction of your impacted whidnlar third molar to evaluate the
postoperative responses. | would like to interviem to ask you about the symptoms of the
condition and also perform the surgical procedureg/au. This research is a part of a MDS,
main dissertation at KLE Academy of Higher Educatmd Research.
Before you decide whether to take part in the sitidy important that you understand what
the research is for and what you will be askeddoRlease take time to read the following
information and discuss it with others if you wishis up to you to decide whether or not to
take part in this study. If you decide to take panti will be given this information sheet to
keep. You will be also asked to sign a consent fofou can change your mind at any time
and withdraw from the study without giving any r@asThe standard of care you receive will
not change whether or not you decide to participathis study. You are welcome to contact
me (@9740994481) if you would like any further imf@tion.

The purpose of this research study isdhmparative evaluation of the efficacy of
Hydrocortisone, Povidone-lodine and Normal Saliseaa irrigating solution during surgical

removal of impacted mandibular third molar.l, , age
years, have been explained the detailseo$tildy undertaken. | am fully satisfied
with the procedure and instructions given by Dr.

and hereby give my permigsigparticipate in this study. You
have been chosen because you have been diagndaseanwacted mandibular third molar
needing surgical extraction. The study will invol¥85 participants who will be examined
and surgical extraction will be performed on thdburing this procedure, three different
types of irrigating solutions (Hydrocortisone, Riome-lodine and Normal Saline) will be
used and you will receive either one of them. peesive of which irrigating solution is used
in the procedure, | assure you that it will noteaffthe steps of the procedure, duration and
outcome of the planned treatment. Multiple photppgsawill be recorded during the pre-
operative and post-operative stage to compareltheges in the post-operative responses like
swelling, pain and mouth opening. You will be askedeport for a review and follow-up
visit on 2 and 7" day after the procedure.

The information gained from this research will beed to publish in scientific platforms/
journals without revealing your identity to makesemmendations for the best practice and
the results of the study may also lead onto furitedies into the management of surgical
extraction of impacted mandibular third molar.

Dr.
Place: Post-Graduate Student (MDS)
Date: Dept. of Oral and Maxillofacial Surgery
Signature of participant:
Contact no:
Address:
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ANNEXURE VI - PROFORMA FOR CASE HISTORY

NAME:

SEX:

OCCUPATION:

ADDRESS:

CONTACT NO:

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:
TMJ:
Lymph Node:

Mouth Opening:

AGE:

O.P.NO.:

DATE:

Page 60



Annexures

INTRA-ORAL EXAMINATION:
» Soft Tissue Surrounding the Impacted Tooth: Norrmdlamed
» Ulcer: Present/ Absent
* Fibrosed: Yes/ No
» Pericoronitis:
* Swelling:

» Discharge:

Pain/ Difficulty in Chewing:

PROVISIONAL DIAGNOSIS:
INVESTIGATIONS:

IOPA:

OPG:

Routine Blood Investigatian
RADIOGRAPH AND CLINICAL CORRELATION:
DIAGNOSIS:

PEDERSONS INDEX

CLASSIFICATION VALUE

Spatial relationship

Mesioangular 1
Horizontal/Transverse 2
Vertical 3
Distoangular 4
Depth

Level A: High occlusal level 1
Level B: Medium occlusal level 2
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Level C: Low occlusal level

Ramus Relationship/Space available

Class I: Sufficient space

Class IlI: reduced space

Class lll: no space

Difficulty index

Very difficult
Moderately difficult

Slightly difficult

TOTAL SCORE:

TREATMENT PLANNING:
DETAILS OF SURGERY:

DATE:

START TIME (INCISION):

END TIME (CLOSURE):

SURGICAL PROCEDURE:
Local Anesthesia:

Incision:

Flap:

Method of Extraction:
Closure Of Site:
MEDICATION

FOLLOW-UP:

7-10

S-7
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1. PAIN- VisualAnalogScale (VAS)

This pain assessment tool is intended to help patient care providers assess pain according to individual patient needs.
Explain and use 0-10 Scale for patient self-assessment. Use the faces or behavioral observations to interpret
expressed pain when patient cannot communicate his/her pain intensity.

0 1 2 3 4 5 6 7 8 9 10
1T 1T

Yabal NO MILD  MODERATE MODERATE  SEVERE W0R51
escriptor
e A PAIN PAIN PAIN PAIN PAIN possmu
WONG-BAKER QQ 6 5
FACIAL - ‘KV/
GRIMACE SCALE \ ) N
Alert \ohnm Fvnv-!dhv- ‘Wrinkled nos Slow blink Eyes dosed
Smiling Ny »..Iff. L r:nd o ::- open mouth moun: :,
ACTIVITY
TOLERANCE NO CAN INTERFERES INTERFERES INTERFERES BEDREST
SCALF PAIN BE WITH WITH WITH BASIC REQUIRED
IGNORED TASKS CONCENTRATION NEEDS
2nd DAY 7th DAY
2. SWELLING
_ Post Post operative
MEASUREMENT Preoperative

operativeday 2 day 7

The corner of the mouth to tl
tragus

The outer canthus of the eye to
the angle of the mandible

The soft tissue pogonion to

tragus
3. TRISMUS
PRE POST OPERATIVE | POST OPERATIVE
OPERATIVE DAY 2 DAY 7
MOUTH

OPENING (MM)
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4. PATIENT LOG-SHEET

POST-OP DAY | T. PARACETAMOL 650mg

MORNING NIGHT

T.IBUPROFEN 400mg

No. of Tab.

Time

C. AMOXICILLIN 500mg

Morning Afternoon Night

DAYO

DAY 1

DAY 2

DAY3

DAY 4

DAY5

DAY 6

DAY 7

COMPLICATIONS:

ALVEOLAR OSTEITIS
PARASTHESIA

DELAYED WOUND HEALING
INFECTION:

ANY OTHER:
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