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From Dated:15/67/2021
Dr. DEEPIKA CHOUDHARY,

Ft Year P.G. Student,

Department of Periodontology & Oral Implantology,

Surendera Dental College & Research Institute,

SriGanganagar, Rajasthan

To

The Chairman, Ethical Committee,

Surendera Dental College & Research Institute,
SriGanganagar, Rajasthan.

Through

The Head of Department,

Department of Periodontology & Oral Iimplantology,

Surendera Dental College & Research Institute,

SriGanganagar, Rajasthan

Subject: -Application for issuing Institutional Ethical Committee clearance certificate for my
proposed work.

Respected sir,

With due respect, 1 Dr DEEPIKA CHOUDHARY, I* year PG student of Department of
Periodontology & Oral Implantology, request you to issue me the certificate of institutional ethical
committes clearance to start my MDS Library Dissertation titled “TO EVALUATE THE
CLINICAL EFFICACY OF 940nm DIODE LASER AND PROPOLIS GEL IN ADJUNCT
TO SRP IN TREATMENT OF CHRONIC PERIODONTITIS.” for completion of my M.D.S
course. A copy of synopsis of my work is attached herewith for your consideration,

Thanking you in anticipation

Yours sincerely,

Dr. DEEPIKA CHOUDHARY,
PG student 1st year

Surendera Dental College & Research Institute.
Sriganganagar, Rajasthan.
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Surendera Dental Collece & Research Institute
Communication of Decision of the Institutional Ethics Committee (IEC
(Fields 1,2 and 3 to be filled by investigators)
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LProtocol title T FUMLUATE Twg LLTNTeh EFEcAtY of aun vy DIODE LAER.
AND TRoODLTT lagr Tw ABTUNCE T <P TN TReATMenT- OF CHEONIT
tEropoontrrrT

' 2.Principal Investigator: v DEEPIRA CHOUDVMARY

3.Name & Address of Institution: QURENDER A DENTAL COULELE PND RECEARCH
TNSTITUTE , SRT GEANAGAR , RATAITRAN

[ New review [ Revised review [] Expedited Teview
Date of review (D/M/Y):
Date of previous review, if revised application:
Decision of the IEC/ IRB: '
| [ Recommended g{:: Recommended with suggestions
[JRevision [1 Rejected

Suggestions/ Reasons/ Remarks.

Recommended for a period of :

Please note *
= Inform JEC immediately in case of any adverse events and serious adverse events.
= Inform IEC in case of any change of study procedure, site and investigator
- This permission is only for period mentioned above. Annual report to be submitted to IEC.

= Members of IEC have right to monitor the trial with prior intimation.
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Surendera Dental College & Research Institute
Institutional Ethics Committee Review Form

Serial No of IEC (to be filled by IEC Office): @ .

To be filled by Investigators
Proposal Title: \© SEYPWATE The CuanTIAL Perrfcy OF SUOww Dxove AR e PRofoLTs

EL- I PDIUNCT TD CRP TN TREATMENT Of CHRONIT PepITDONTITIL

Priuncipal Investigator:nD»
. ¢ DeepItl CUDH ALY
Co-investigator: EEPTRA CrOLD

1. v KaTaNs RusARWAL
2.
3.

Supporting Agency: ICMR/ non ICMR

If non ICMR, name of agency:

: To be filled by reviewer
Project Status: New v Revised
Review: Regular |~ Interim
Date of Review:
26702
1. Research Design
i Scientifically sound enough to expose subjects to risk Yes |~ No
-1
ii. Relevant to contribute to further knowledge Yes 1% No
L~
tit Of national importance Yes |\ No
2 Risks
a. Is there physical/social/psychological risk/discomfort? Yes No [~
b. Isthe overall risk/benefit ratio Acceptablen] 1" Unacceptable
3 Benefits
L
Direct: Reasonable E Undue None
Indirect: Improvementin k" Any other
Science/knowledge
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Surendera Dental College & Research Institute

4  Subject selection :

i Inclusion / exclusion criteria addressed? Yes [V No|
ii Vulnerable subjects (woman, child, mentally challenged,
Seriously or terminally ill, foetus, economically or socially
Backward and healthy volunteers) adequately protected? Yes b1t~ No
iii.  Special group subjects (captives, students, nurses &
Dependant staff) adequately protected? Yes No
5 Privacy & Confidentiality maintained? Yes T No
L//
6  Patient Information Sheet: Adequate Inadequate
7. Consent form components addressed adequately? Yes ] No
8. Compensation, (if applicable) addressed adequately? Yes) No
9. Is there a Conflict of Interest? Yes Noj -1
Ifyes, Acceptable [Unacceptable
10. Budget: Appropriate Inappropriate
11. Decision of review oy
Recommended . Recommended with suggestions
Revision Rejected

Any other remarks/suggestions:

Reviewers names and Signatures
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Surendera Dental College & Research Institute Sri Ganganagar

{S&"m No of IEC: o | B ' ‘]

(To be filled by IEC office}

Proposal Title: 1o CuRLURTE THE EPETEACY OF JUOr DIOVE (WSER AKD PEOPOLTS UL
I PDIVRCT Vo QR0 T TREATMENT OF COnZONIT PeRIDDONTITIS

| Name, Designation Address Signature
& Tel & Fax Nos.
Qualifications Email ID
PI D Decoanh QoRISDERN DeNThL COMEEL |
{HOUDVARY fesepron IRSTTTUTE , SONR. 'Pyp},}ﬂw
gt

3 s A3y
BDs, PSS 1y | oo A\r.‘ch@‘l]a&dkwgm :
Co-P1/ De. RATNT QWQML’ SoreKDERd PENTAL COLigp S Bt _
v

Collaborators |fppoiesor g HERD  |£ RESERRCn TRSTIUTE, SUSR, T30
Soreaderd DEATAL |2 HIZR 03 1238

1. lonieiug > o
NA
2 | .
NA
3.
Tick appropriately
Sponsor Information :
1. Indian a) Government [ | Central [ | State [ | Institutional [ |
b) Private 1
2. International Government D Private D UN agencies D

D Multinational D
Contact Address of Sponsor(if applicable):
L0ReDERy) DESTAL (OLIEGE DD RESERPCM INSTITUTE , LRI GANGAMKGAR

RAsnutwan -
Total Budget (if applicable/sponsored) :NOT APPLICABLE

w'§._Industrm)7 National

—

1.Type of Study : Epidemiologicall:l Basic Sciences D Animal studiesE] !
Clinical: Single center [ | Multicentric [~ Behavioral [ |

1
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Surendera Dental College & Research Institute Sri Ganganagar

| 2. Status of Review: T New B’ Revised [j

f~§. Clinical Trials: o -
Drug /Vaccines/Device/Herbal Remedies :

|
' i. Does the study involve use of :

Drug Devices D Vaccines D

Indian Systems of Medicine/ Any other NA
Alternate System of Medicine L] L] 9’

ii.  Isitapproved and marketed - 1
Inlndial4" UK &Europe &1~  Usa [}
Other countries, specify D
' ifi. Does it involvea change in use, dosage; route of | Yes : T\T\_o/_,- -
administration?
If yes, whether DCGI's /Any other Regulatory authority’s | Yes ' No

Permission is obtained?
If yes, Date of permission : ‘

iv. Is it an Investigational New Drug? o | Yes | \1\19’,
L If yes, IND No: s _ _. | T
a). Investigator’s Brochure submitted ‘ Yes . No
'b). In vitro studies data | Yes I No _l
i ¢). Preclinical Studies done _ | Yes | No
 d). Clinical Study is : Phase 1|_| Phase II[ | Phase Il | | Phase v[]
- e). Are you aware if this study/similar [ Yes N\o//- .
study is being done elswhere ? 3
I Yes, attach details

4. Description of the proposal — Introduction, review of literature, aim(s) & objectives,
justification for study, methodology describing the potential risks & benefits, outcome
measures, statistical analysis and whether it is of national significance with rationale :
' ) ATTACHED SYNOPSIS COPY .
5. Privacy and confidentiality ‘
i. Study involves - Direct Identifiers
Indirect Identifiers/coded
Completely anonymised/ delinked

'No

i.  Confidential handling of data by staff ’ st/

N |
-
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Surendera Dental College & Research Institute Sri Ganganagar

6. Use of blologlcal/ hazardous materials Yes No
i.  Use of fetal tissue or abortus T
ii. Useof organs or body fluids ) o | Yes NQ//
) iii.  Use of recombinant/gene thera o | Yes ‘No N
g py S
If yes, has Department of Biotechnology (DBT) approval for | Yes No
tDNA products been obtained? | |
ili. Useof pre-ex1stmg/stored/left over samples Y\e&/,,. No
~v.  Collection for banking/future research _ |Yes  |No ]
g/ \//"
-' vi.  Use of ionising radiation/radioisotopes ~ [Yes  |No _
If yes, has Bhaba Atomic Research Centre (BARC) approval | Yes | No
for Radioactive Isotopes been obtained? .
, — - o " | - | |
| vii.  Use of Infectious/biohazardous specimens | Yes i N\g/_
— . " e |
' viii.  Proper disposal of material es ' No
| ix. Will any sample collected from the patients be sent es { No ;
I abroad ? | T .

If Yes, justify with details of collaborators )

l a) Is the proposal being submitted for clearance from | Yes No
‘ Health Ministry’s Screening Committee (HMSC) |

for International collaboration? -

b) Sample will be sent abroad because (Tick
appropriate box):

i Facility in India inaccessible
Facility available but not being accessed.
If so, reasons...

Facility not available in India @

— — — R o .}
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Surendera Dental College & Research Institute Sri Ganganagar

7. Consent : *Written g’ Oral D Audio—visual[:}
i. Consent form : (tick the included elements)
Understandable language &_{’_’w Alternatives to participation =
Statement that study involves research jo- Confidentiality of records il
Sponsor of study ‘1 Contact information A
Purpose and procedures | Statement that consent is voluntary ]
Risks & Discomforts —| Right to withdraw v
Benefits 1 Consent for future use of biological material
Compensation for participation | Benefits if any on future commercialization |
Compensation for study related injury [ eg. genetic basis for drug development
*If written consent is not obtained, give reasons:
ii. Who will obtain consent ? PI/Co-PI Nurse/Counsellor H
Research staff Any other
8. Will any advertising be done for recruitment of Subjects? Yes No
(posters, flyers, brochure, websites — if so kindly attach a copy)
9. Risks & Benefits:
i. Is the risk reasonable compared to the anticipated benefits to Yes No
subjects / community / country? . T
ii. Is there physical / social / psychological risk / discomfort? | Yes No
If Yes, Minimal or no risk - B "
More than minimum risk )
High risk |
Tii.Is there a benefit a) to the Eil]ject ? .
Direct Indirect |._|
b) Benefit to society L
10. Data Monitoring Yes No
i.  Isthere a data & safety monitoring committee/ Board
(DSMBY?
ii.  Isthere a plan for reporting of adverse events 7 Yes No
If Yes, reporting is done to :
Sponsoreﬁ Ethics Committee D DSMB B/
iii. Isthere a plan for interim analysis of data? Yes No_~
vi. Are there plans for storage and maintenance of all trial Yes No
database? v
If Yes, for how long 7 ]
11. Is there compensation for participation? Yes No
IfYes, Monetary [ ]  Inkind [] T
Specify amount and type:

N
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Surendera Dental College & Research Institute Sri Ganganagar

| 12, Is there cbmpensatiox? for ifljury? Yes

If Yes, by Sponsor by Investigator
by insurance by any other

company

| 13. Do you have conflict of interest? Yes

(financial/nonfinancial)
If Yes, specify :

Checklistforattacheddocuments:

Project proposal — 2 Copies (1hard/1soft on CD)

| Patient information sheet

Informed Consent form

Investigator’s brochure for recruiting subjects

: Copy of clinical trial protocol and/or
questionnaire

CPCSEA clearance, if any
HMSC/DCGIDBT/BARC clearance if

| Obtained

Copy of advertisements/Information brochures | |

Institutional Animal Ethics Committee clearance

NN

| No

Place: SRIANGHNAUMR

Date:
N
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SURENDERA DENTAL COLLEGE AND RESEARCH
INSTITUTE

SRIGANGANAGAR

CONSENT FORM

I, age/sex , OPD no. , hereby declare that I have been informed about the study which is
being conducted in Department of Periodontology & Oral implantology, Surendera Dental
College And Research Institute, Sri Ganganagar and fully understand that I shall have to
undergo a minor surgical procedure involving reflecting of a mucoperiosteal flapin the oral
cavity. I have been explained about the complete procedure in my language.I donot have any
objection and hereby grant permission for the same.

Signature of Patient/Parent/Gaurdian

Address:

bt



RAJASTHAN UNIVERSITY OF HEALTH SCIENCES, JAIPUR

PROFORMA FOR REGISTRATION OF SUBJECTS FOR DISSERTATION OF

MDS
[ 1. | NAME OF THE | DR.DEEPIKA CHOUDHARY
CANDIDATE | MDS BT YEAR
f AND ADDRESS | DEPARTMENT OF PERIODONTOLOGY & ’
| (in block letters) ORAL IMPLANTOLOGY

|
||
|

INSTITUTION

E
|

SUBJECT

|
|

|
|

1
|

|
|
| I

|
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F“”WURMSE"E)"E' STUDY AND

l4. | DATE OF ADMISSION

5. | TITLE OF THE TOPIC

! 'MASTERS IN DENTAL SURGERY (MDS)

SURENDERA DENTAL COLLEGE AND |
RESEARCH INSTITUTE, HH GARDENS,
SRIGANGANAGAR, RAJASTHAN i

| PIN CODE -335001

SURENDERA DENTAL COLLEGE AND

RESEARCH INSTITUTE, H.H GARDENS,
| SRIGANGANAGAR, RAJASTHAN
| PIN CODE -335001

o]

PERIODONTOLOGY

[JUNE2020
|

'To evaluate the clinical

‘efficacy of 940nm diode laser
‘and propolis gel in adjunct to
SRP in treatment of chronic

pertodontitis.




Need for the study

One of the most common afflictions of mankind in terms of global prevalence are
Periodontal diseases. The initiation and progression of periodontal diseases are
closely associated with pathogenic bacteria present in the sub gingival biofilm.!
Traditioally, chronic periodontitis (CP) is treated by scaling and root planning
(SRP) in which dental plaque and calculus deposits are removed from supra- and
subgingival teeth and root surfaces using hand instruments (such as curettes and
scalers).>” Although SRP reduces periodontal inflammation to an extent, this
treatment approach is unable to completely eradicate periodontal disease. An
explanation for this is the incomplete removal of epithelium and persistence of
periodontal pathogenic bacteria (such as Aggregatibacter actinomycetemcomitans
and Porphyromonas gingivalis) in sites (such as gingival epithelium) inaccessible
by hand instruments.* It has also been reported that the outcomes of SRP is
dependent on the manner in which SRP is performed.

Recently, in general dental practice, Laser technology, specifically the diode laser
is gaining popularity with potential benefits in a wide range of applications. Since
it is portable, convenient to use, good tissue penetration, good hemostasis,
sterilization and minimal postoperative pain when compared to conventional
surgical procedures and is well absorbed in pigmented tissues, it can specifically
target the pigmented bacteria and granulation tissue. In vitro evaluation has shown
the diode laser to achieve a more complete elimination of the epithelial lining of
the periodontal pocket.®

This trend, in addition to the high cost of synthetic medicines and the consumers’
Many antibacterial agents have been tested for intra pocket delivery including
tetracycline, doxycycline, minocycline, chlorhexidine, and metronidazole, but
none are without side effects. To overcome the side effects of synthetic artificial
drugs, various natural products has led to a growing world market for
phytotherapy. Herbal extract has an advantage of cost-effectiveness, minimal side
effect, and good patient compliance. Natural products, including propolis, are now
frequently used to combat periodontal disease and decay.’ According to the
technical regulations of the Agricultural Ministry, propolis is a hive product that
bees manufacture from balsamic resins actively secreted by plants on leaf buds
and barks. The bees increase salivary secretions, wax and pollen for final
elaboration of the product.® Propolis has beenl thousands. of years,
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credited with biological activity that is aotibacterial, antiviral, antitumoral,

immunomodulatory and anti-inflammatory.’

Thus, the present study is designed to evaluate the clinical efficacy of diode
laser(940nm), propolis gel and SRP in treatment of Chronic Periodontitis.

AIM AND OBJECTIVE OF THE STUDY:

To evaluate the clinical efficacy of 940nm diode laser, propolis gel and SRP in
treatment of Chronic Periodontitis.
Objective:

1.

2.

To evaluate the clinical efficacy of scaling and root planning effect in
therapeutic association in respect of chronic periodontitis.

To evaluate the clinical efficacy of SRP + 940nm Diode Laser in reduction
of chronic periodontitis.

3. To evaluate the clinical efficacy of SRP + Propolis Gel in reduction of

chronic periodontitis.

MATERIALS AND METHODS

SELECTION CRITERION:

INCLUSION CRITERION:

1.

Thirty volunteered individuals with moderate to severe chronic
periodontitis, each with at least three pockets 4-7mm deep.

Patients who are non-smokers
Patients without any known systemic disorder/disease.

No prescribed antibiotics and/or anti-inflammatory medications used by
patient in the last 3 months

5. All patients having appropriate cooperation.

Patients willing to follow the study protocol.

EXCLUSION CRITERION:

1.

Medically compromised patients.
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Patients having severe parafunctional habits (bruxism or clenching etc).
Patients having adverse habits (eg. drugs/ alcohol abuse, smoking etc).
Patients having blood diseases/ disorder that prevent centrifugation.
Pregnant and lactating patients.

Patients having allergy to the materials to be used during procedures.

NS R eN

Patients who are not maintaining meticulous oral hygiene.

CLINICAL PARAMETERS:

> Full mouth Plaque Index (Sillness J and Loe H).
> Full mouth gingival index (Loe H and Silness J).
> Papillary bleeding index (PBI) mean score

> Clinical attachment level (CAL)

» Pocket probing depth (PPD)

RADIOGRAPHICAL PARAMETERS:
» Marginal bone level on JOPA X Ray

STUDY MATERIAL AND EQUIPMENT REQUIRED:

PMT set — Periodontal probe, mouth mirror, tweezer, explorer
¢ 10mi disposable syringes

* Chlorhexidine mouthwash for presurgical rinse

* JOPA X-ray

¢ Propolis Gel

* Diode Laser (980nm) wavelength

STUDY DESIGN

Patients who fulfilled the above mention criterion will be shortlisted for the trial

from the Out-Patient Department of Periodontolo%vand Implantology of

A
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Surendera Dental College and Research Institute, Sriganganagar. All the patients
will be duly explained about the trial protocol with their pros and cons. Informed
consent (in Hindi and English language) will be explained to the patient and duly
signed by the patients.

A standardized protocol for each site will be strictly adhered to.

This will include the principles of case selection, case evaluation, proper planming,
pre-cperative preparation, surgical procedure and post-operative care.

Thirty patients with moderate to severe chronic periodontitis, each with at least
three pockets 4-7mm deep, will be selected for this study. The patients will be
selected randomly and treated by either scaling and root planning (SRP) alone, or
by SRP -+ diode laser (1.5 W, 940nm, 30sec, continuous wave) (laser group), or by
SRP + propolis gel (gel group).

The selected sites will be categorized as:

Group A: Control site which consists of 10 patients will be treated by SRP alone.
Group B. Test site 1 - which consists of 10 patients will be treated by LASER +
SRP.

Group C: Test site II- which consists of 10 patients will be treated by PROPOLIS
GEL +SRP.

Due cognizance will be paid for comprehensive medical and dental history with
the use of preprinted, standardized, self-administered questionnaire.

Then, the basic principle of health care to sign the consent form will be
accomplished by giving sufficient information about the proposed treatment
protocol and the possible alternatives.

Patient preparation will include Phase I therapy, motivation and encouragement
for new oral hygiene regimen until satisfactory level of care is achieved.

Oral disinfection will be performed using a 0.2 % Chlorhexidine digluconate

mouthwash.

chief complaint of Chronic Periodontitis

™1

i

| e ————

Patients fulfilling the inclusion and exclusion criterion and will submit |
written informed consent after listening to clinician about the pros and
N cons of treatment to be selected for study r

YO ]

Minimal 30 Patients visiting Department of Periodontology with ‘




| Selected patients will be randomly divided into 3 groups _}

I 0 |
Group A ’ Group B ’ Group C
(10 patients) (10 patients) (10 patients) will
ill be treated b will be treated be treated by SRP
" eSReI? ’ by SRP + LASER +PROPOLIS GEL

Postoperative, Assessment of reduction in Pocket Probin: mmg Depth and Marginal
bone level on IOPA will be done at an interval of 1%, and 3™ month after
treatment.

d

l Data values obtained will be subjected to statistical analysis ‘

the study

Note. If deemed necessary the changes may be done in the best interest of .

METHOD OF COLLECTION OF DATA:

CLINICAL PARAMETERS:

Full mouth Plaque index, *gingival index, Papillary bleeding index (PBI) mean
score, Clinical attachment level (CAL), Pocket probing depth (PPD) as described

in the study design, values will be comparatively evaluated as per the study
protocol.

RADIOLOGICAL PARAMETERS:

Intraoral radiographs using paralleling technique will be taken to ensure that the

marginal bone loss changes will be observed if any.

Does the study require any investigations or interventions to be conducted on

patients or other humans or animals? If so, please ibed brief.
Yes
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