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Babu Banarasi Das University
Babu Banarasi Das College of Dental Sciences,
BBD City, Faizabad Road, Lucknow — 226028 (INDIA)
Dr. Lakshmi Bala

Professor and Head Biochemistry and
Member-Secretary, Institutional Ethics Committee

Communication of the Decision of the VII™ Institutional Ethics Sub-Committee

IEC Code: 03 BBDCODS/01/2019

Title of the Project: Quantitative Analysis of Enamel Surface Roughness After Using a Colour Changing
Adhesive for Bonding: A Comparative Study.

Principal Investigator: Dr. Akshita Agarwal Department: Orthodontics & Dentofacial Orthopedics
Name and Address of the Institution: BBD College of Dental Sciences Lucknow.
Type of Submission: New, MDS Project Protocol

Dear Dr. Akshita Agarwal,

The Institutional Ethics Sub-Committee meeting comprising following four members was held on
10™ January 2019.

1 Dr. Lakshmi Bala Prof. and Head, Department of Biochemistry, BBDCODS,
" Member Secretary Lucknow

’ Dr. Amrit Tandan Prof. & Head, Department of Prosthodontics and Crown &
*  Member Bridge, BBDCODS, Lucknow

3 Dr. Rana Pratap Maurya - Reader, Department of Orthodontics & Dentofacial Orthopedics,
" Member BBDCODS, Lucknow

4 Dr. Sumalatha M.N. Reader, Department of Oral Medicine & Radiology,
" Member BBDCODS, Lucknow

The committee reviewed and discussed your submitted documents of the current MDS Project Protocol in

the meeting.
The comments were communicated to PI thereafter it was revised.

Decisions: The committee approved the above protocol from ethics point of view.

o K
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/’:»1/'\0\ \

(Dr. Lakshmi Bala) ., er-Secreféi"y (Dr. B. Rajk}lmar)

Member-Sggretatytional Ethic Committee Principal

IEC BBD College of Dental Sciences PRINCIPALBBDCODS
, BEL Linreorsi™y Babu Banarasi Das College of Dental Sctences
{Raizabad Road, Luckrow -226028 (Babu Banarasi Das Univer sity)

B8O City, Faizahad Road, Lucknow-?




Prof. Kantesh Balani

Head, Advanced Centre for Materials Science, ;
Department of Materials Science and Engineering sutscewnd bclory NS
Biomaterials Processing & Characterization Laboratory

Surface and Tribology Laboratory \
High Temperature Ceramics Laboratory -

Indian Institute of Technology Kanpur, /_,:_::@ BPCI.
Kanpur-208016, INDIA ,\y‘é\}/ Biomaterials Group
Ph: +91-512-259-6194, Email: kbalani@iitk.ac.in s
Web: http://home.iitk.ac.in/~kbalani/

ing and C ization L

Jun. 20, 2021
To Who So Ever It May Concern

This is to certify that Dr. Akshita Agarwal, a graduate student pursuing her Masters at
Babu Banarasi Das College of Dental Sciences has carried out optical profilometry (images and
surface roughness calculations) and elemental mapping of dental brackets at Advanced Centre
for Materials Science (ACMS) at IIT Kanpur for her thesis. For 3-D optical profilometry, 3D-
optical GT-KO model from Bruker (UK) is used, whereas for elemental mapping, Tungsten-
Electron Microscope (W-SEM) Model/Supplier: JSM-6010LA, JEOL, is utilized.

| her the very best for her future endeavours. Should you require any further details,

please do not hesitate to contact me.

With best regards
@AY

K. Balani

]
Department of Materials Science and Engineering
FB 412, Indian Institute of Technology Kanpur, Kanpur-208016
Ph: +91-512-259-7640; Fax: +91-512-259-7505
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Babu Banarasi Das College of Dental Sciences
(A constituent institution of Babu Banarasi Das University)
BBD City, Faizabad Road, Lucknow — 227105 (INDIA)

Participant Information Document (PID)
1. Study title
Quantitative analysis of enamel surface roughness after using a colour changing adhesive for

bonding : A Comparative Study

2. Invitation paragraph
You are being invited to take part in a research study, it is therefore important for you to
understand why the study is being done and what it will involve. Please take time to read the
following information carefully. Ask us for any clarifications or further information. Whether or not

you wish to take part is your decision.

3. What is the purpose of the study?
The purpose of this study is to quantitatively evaluate and compare the amount of enamel
surface roughness produced following debonding of metal brackets and removal of adhesive
while using two different adhesive systems: Grengloo (Ormco India) and conventional Transbond
XT (3M) using a 3D noncontact optical profilometer.

4. Why have | been chosen?

You have been chosen for this study as you are fulfilling the required criteria for this study.

5. Do | have to take part?
Your participation in the research is entirely voluntary. If you do, you will be given this information
sheet to keep and will be asked to sign a consent form. During the study you still are free to

withdraw at any time and without giving a reason.

6. What will happen to me if | take part?

You will have to give consent to use your extracted premolar teeth.

7. What do | have to do?
You do not have to change your regular lifestyles for the investigation of the study.

8. What is the procedure that is being tested?
The procedure will involve determining the surface roughness of enamel after debonding of the

brackets by means of profilometer bonded using two different adhesives.

9. What are the interventions for the study?



10.

11.

12.

13.

14.

15.

16.

17.

Premolar teeth will be collected from patients who will be indicated for premolar extraction during
their fixed orthodontic treatment . profilometric analysis will be done in IIT Kanpur. However you

will not have any side effect on your health. This will be done only once in the study.

What are the side effects of taking part?

There are no side effects on patients of this study.

What are the possible disadvantages and risks of taking part?
There are no risk or disadvantages of taking part in this study.

What are the possible benefits of taking part?
This study will help us to know that whether the colour changing adhesives helps us in
achieving the enamel surface closest to the original surface following debonding. If found so ,
the usage of these adhesives would increase greatly in dental clinics for Orthodontic treatment,

as they can be easily removed without causing damage to tooth surface.

What if new information becomes available?
If additional information becomes available during the course of the research you will be told
about these and you are free to discuss it with your researcher, your researcher will tell you
whether you want to continue in the study. If you decide to withdraw, your researcher will make
arrangements for your withdrawal. If you decide to continue in the study, you may be asked to

sign an updated consent form.

What happens when the research study stops?
If the study stops/finishes before the stipulated time, this will be explained to the

patient/volunteer.

What if something goes wrong?
If any severe adverse event occurs, or something goes wrong during the study, the complaints
will be handled by reporting to the institution (s), and Institutional ethical community.

Will my taking part in this study be kept confidential?

Yes it will be kept confidential.

What will happen to the results of the research study?
The results of the study will be used to assess the enamel surface roughness of the teeth
before and after bonding . Your identity will be kept confidential in case of any

report/publications.



18. Who is organizing the research?

This research study is organized by the academic institution (BBDCODS).

19. Will the results of the study be made available after study is over?
Yes.

20. Who has reviewed the study?
The study has been reviewed and approved by the Head of the Dept, and the IEC/IRC of the

institution.

21. Contact for further information
Dr. Akshita Agarwal
Department of Orthodontics and Dentofacial Orthopedics
Babu Banarasi College of Dental Sciences.
Lucknow-227105
Mob- 7619800900

Dr.Tripti Tikku (HOD)

Department of Orthodontics and Dentofacial Orthopedics
Babu Banarasi College of Dental Sciences.
Lucknow-227105

Mob- 9554832799

Dr. Laxmi Bala,

Member Secretary,

Babu Banarasi College of Dental Sciences.
Lucknow

bbdcods.iec@gmail.com
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Babu Banarasi Das College of Dental Sciences
(Babu Banarasi Das University)
BBD City, Faizabad Road, Lucknow — 227105 (INDIA)

Consent Form (English)
Title of the Study -: Quantitative analysis of enamel surface roughness using a colour
changing adhesive for bonding : A Comparative Study
Study Number........
Subject’s Full Name..........
Date of Birth/Age .........
Address of the Subject.........................
Phone no. and e-mail address..................
Qualification ...........ccoooeviiiiii
Occupation: Student / Self Employed / Service / Housewife/ Other (Please tick as appropriate)
Annual income of the Subject..................
Name and of the nominees(s) and his relation to the subject.................. (For the purpose of

compensation in case of trial related death).

1. | confirm that | have read and understood the Participant Information Document dated

........ for the above study and have had the opportunity to ask questions. OR | have been
explained the nature of the study by the Investigator and had the opportunity to ask questions.

2. lunderstand that my participation in the study is voluntary and given with free will without any
duress and that | am free to withdraw at any time, without giving any reason and without my
medical care or legal rights being affected.

3. l understand that the sponsor of the project, others working on the Sponsor‘s behalf, the
Ethics Committee and the regulatory authorities will not need my permission to look at my health
records both in respect of the current study and any further research that may be conducted in
relation to it, even if | withdraw from the trial. However, | understand that my Identity will not be
revealed in any information released to third parties or published.

4. | agree not to restrict the use of any data or results that arise from this study provided such a
use is only for scientific purpose(s).

5. | permit the use of stored sample (tooth/tissue/blood) for future research. Yes|[ | No[] Not
Applicable [ ]

6. | agree to participate in the above study. | have been explained about the complications and
side effects, if any, and have fully understood them. | have also read and understood the

participant/volunteer’s Information document given to me.

Signature (or Thumb impression) of the Subject/Legally Acceptable



Signatory‘s Name................ Date ..........
Signature of the Investigator..................... Date...........
Study Investigator's Name............ccccceeennnn. Date...........
Signature of the witness........................ Date...........

Name of the witness.........ccooeiiiiin. ..

Received a signed copy of the PID and duly filled consent form Signature/thumb impression of

the subject or legally Date........



Babu Banarasi Das College of Dental Sciences
(Babu Banarasi Das University)
BBD City, Faizabad Road, Lucknow — 227105 (INDIA)
Child Assent Form

Study Title -: Quantitative analysis of enamel surface roughness using a colour changing
adhesive for bonding : A Comparative Study
Study Number

Subject’s Full Name
Date of Birth/Age
Address

I , exercising my free power of

choice, hereby give my consent for participation in the study entitled: “Quantitative analysis of
enamel surface roughness using a colour changing adhesive for bonding — A Comparative
Study” | have been informed, to my satisfaction, by the attending physician, about the purpose of
the study and the nature of the procedure to be done. | am aware that my parents/guardians do
not have to bear the expenses of the treatment if | suffer from any trial related injury, which has
causal relationship with the said trial drug. | am also aware of right to opt out of the trial, at any

time during the course of the trial, without having to give reasons for doing so

Signature of the study participant

Date:

Name of the study participant

Signature of the Witness

Date

Name of the Witness

Signature of the attending Physician

Date

Name of the attending Physician




