COMMON FORMS for
Ethical Committee Review




Application Form for Initial Review
General Instructions : a) Tick one or more options as applicable. Mark NA if not applicable
... b) Attach additional sheets ifrequired

(Name of the Institution) ECRef. No. (For office use):

SECTION A - BASIC INFORMATION
1. ADMINISTRATIVE DETAILS

(a) Name of Organization: KRISHNADEVARAYA COLLEGE OF DENTAL SCIENCES AND HOSPITAL
(b) Name of Ethics Committee: KRISHNADEVARAYA COLLEGE OF DENTAL SCIENCES AND HOSPITAL - ETHICAL COMMITTEE

(c) Name of Principal INVeStIgator: .. ...t e e et ee e e et e ee e e et e e e ee s o 2 5 2k 2 0 2 e e

(d) Department/Division: ..............ccceceeciiiiiiiceeii e e e .. (@) Date of submission: [T |

(f) Type of review requested’ :

i). Exemption from review O ii) Expedited review O iii) Full committee review O

() THtle Of the STUAY: ....... ... o . =, et e et ee s et et ee et e et et e et ea e et ea e e s e et e et e e e e s e ee e ee s ee s es e ee s ea s et ea e e s ene e s en e s en e e nas

Acronymy/ Short Bitle, (I ANy ) .o e ettt et et ee e ee e e e e ee e o <erm——————
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https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat2

Proposals with less than minimal risk where there are
no linked identifiers, for example;

- Testing or comparing a curriculum or lesson

Example ; Surveying teachers, nurses, or doctors about a technique or an
outcome

- through verbal, written responses,
(including data entry or audiovisual recording) from adult subjects who
prospectively agrees Eg., Performing cognitive tasks

- to study, public benefit or
service programs.

Taste and food quality evaluation and
consumer acceptance studies

00&



https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat1
https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat2
https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat3
https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat5
https://oprs.usc.edu/irb-review/types-of-irb-review/exempt/#cat6
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EXPEDITED REVIEW

» Proposals that pose no more than minimal risk to the research participants m

to this review

» Example;
» Research involving non-identifiable specimen and human tissue from sources like
banks, tissue banks and left-over clinical samples;

» Research involving clinical documentation materials that are non-identifiable (data,
documents, records);

» Modification or amendment to an approved protocol including administrative changes
correction of typographical errors and change in researcher(s);

» Minor deviations from originally approved research causing no risk or minimal risk.

» Continuing review of research previously approved - Progression/ Annual Repor




EXPEDITED REVIEW

» Prospective collection of biological specimens for research purposes by noninvasiv
means

» deciduous teeth at time of exfoliation or if routine patient care indicates a need for
extraction;

» permanent teeth if routine patient care indicates a need for extraction;

» For multi-centre research where a designated main EC among the participating sites has
reviewed and approved the study, a local EC may conduct only an expedited review for site

specific requirements in addition to the full committee common review.
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Examples of Full Board Research

» All research proposals involving MORE than minimal risk procedures

» EXAMPLES :

» Clinical procedures with drugs, devices, or biologics, or innovative researc
medical or surgery procedures.

- Disclosure of information that could require mandatory legal reporting (e.g.
child/elder abuse, etc.)

- Studies involving deception of participants .

- Projects that involve vulnerable population (Children, prisoner, pregnant wome
neonates, per federal reqgulation)




(h) Protocol number (If any): ...

(i) Details of Investigators

Version NUMDBeI: ..o e e

Name Designation and
Qualification

Department and
Institution

Address for communication?

Principal Investigator/Guide

Co-investigator/student/fellow

(j) Number of studies where applicant is a:

i) Principal Investigator at time of submission

ii) Co-Investigator at time of submissi

(K) DUTAtion Of The StUAY: ..o e e oo e et e et et e e et e e et e e e e e et e e e e e e e e e et e et e e e eane e et ee e e+ saeeaesasaessasaesasanantane s e s en e

'Refer to National Ethical Guidelines for Biomedical and Health Research Involving Human Participants 2017 on Page 36 Table 4.2. for types of revie

ZInclude telephone/mobile, fax numbers and email id

Version 2.0




2. FUNDING DETAILS AND BUDGET
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(b) Self-funding O Institutional funding O Funding agency (Specify) [1

SECTION B - RESEARCH RELATED INFORMATION

3. OVERVIEW OF RESEARCH
(a) Lay summary? (WIthin 300 sOrS ) cuuiiiiiieermurmsrsersarrmssmees s ssres e s ores s ses sssses sas sas sassssssesss sassassss sassssssssassases s s nes sus sen san san sasmssassnnsss

(b) Type of study:

Cross Sectional
Epidemiological/ Case Control
Public Health Cohort
Socio-behavioural

Basic Sciences Clinical

mn

Retrospective
Prospective

Qualitative Systematic Review
Quantitative

Mixed Method

Biological samples/ Data
Any others (Specify)

OoOoooOooao
Oo0Oo




Types of researches

Did researcher
assign
exposures?

Yes
EXPERIMENTAL OBSERVATIONAL
STUDY STUDY

Istherea
comparison
group?

Is allocation
random?

>
Yes I No
No
3 ANALYTICAL DESCRIPTIVE
Randomized Randomized STUDY STUDY
CONTROLLED hadamiaed
TRIAL )
STUDY
Direction of the
study?
| — "
CROSS-
COHORT STUDY CASE CONTROL SECTIONAL
STUDY i

-

Exposure — Outcome Outcome — Exposure Exposure and Outcome
at the same time




TYPES OF RESEARCH STUDIES

» Basic research, also called pure research or fundamental research,

> Its is a type of scientific research with the aim of improving scientific theories for better un

prediction of natural or other phenomenon.
» Clinical trials are
» Research studies performed in people that are aimed at evaluating a medical, surgical, or b
intervention.
» They are the primary way that researchers find out if a new treatment, like a new drug or

device (for example, a pacemaker) is safe and effective in people.

» Epidemiological studies
» To measure the risk of illness or death in an exposed population compared to that risk in an i
unexposed population (for example, a population the same age, sex, race and social stat

population).



https://en.wikipedia.org/wiki/Scientific_research
https://en.wikipedia.org/wiki/Theory

TYPES OF RESEARCH STUDIES

> Social-behavioral

» Aresearch applies the behavioral and social sciences to the study of humans.
» Such research is commonly conducted in the following academic disciplines: educat
sociology, psychology, anthropology, economics, political science, and history
» Eg., Raising awareness of the health risks associated with smoking.
» A systematic review is defined as

» “Areview of the evidence on a clearly formulated question that uses systematic and explicit
methods to identify, select and critically appraise relevant primary research, and to extract and
analyze data from the studies that are included in the review.”

» The methods used must be reproducible and transparent.

» Example ; Evidence of past dental visits and incidence of head and neck cancers




TYPES OF RESEARCH STUDIES

» Across-sectional study

» Type of observational research that analyzes data of variables collected at one given
a sample population or a pre-defined subset.

» This study type is also known as cross-sectional analysis, transverse study, or prevale

» cross sectional is prevalence study and useful to look at single point of time
» Example ; Prevalence of dental caries among 12 to 15 year old overweigh school children
» Case control study are used to study 2 groups cases(diseased) and controls (non-diseased) an
the risk factors between them . it looks back from the time of exposure and the occurrence of diseas
» A case-control study is designed to help determine if an exposure is associated with an outcom
disease or condition of interest).
> In theory, the case-control study can be described simply. First, identify the cases (a grou
have the outcome) and the controls (a group known to be free of the outcome).
» Example ; Influence of feeding practices on dental caries. (outcome to exposure)

» The impact of oral health problems on the quality of life of the families of pre




» Cohort studies are a type of longitudinal study
» An approach that follows research participants over a period of time (often many

» Specifically, cohort studies recruit and follow participants who share a common cha

as a particular occupation or demographic similarity.

» Example; ‘The influence of orthodontic treatment on dental caries : an Australian cohort

(Exposure to outcome)

« Aprospective study (sometimes called a prospective cohort study)
* is atype of cohort study, or group study, where participants are enrolled into the study be
they develop the disease or outcome in question.

« Example : ‘Risk factors for tooth loss in adults.- a population based prospective cohort study'.

« Aretrospective study

* Is an observational study that enrolls participants who already have a disease or conditi
words, all cases have already happened before the study begins

« Example- ‘A retrospective analysis of the prevalence of dental diseases in patients

system cancers’.




* Qualitative research

* Involves collecting and analyzing non-numerical data (e.g., observations, inter

surveys) to understand concepts, opinions, or experiences. It can be used to g
insights into a problem or generate new ideas for research.

« Example : Patient’s satisfaction with dental care: a qualitative study to develop a s

Instrument.

 Quantitative research
» Is the process of collecting and analyzing numerical data. It can be used to find patter
averages, make predictions, test causal relationships, and generalize results to wider
populations.

« Example : The emerging dental work force: why dentistry? A quantitative study of the fin&
dental students view on their professional career

» The term “mixed methods” refers to an emergent methodology of research that advances the
systematic integration, or “mixing,” of quantitative and qualitative data within a single investigation
sustained program of inquiry. ... Collecting and analyzing both quantitative (closed-ended) an

gualitative (open-ended) data.




4 .METHODOLOGY
(a)Sample size/ number of participants (as applicable)

Atsite......oocooiiiiiiieiieecevsessseeeeen N Indiac U Globally
(o (010 o T URTPRTRURRURUII Y d § (¢ A VAT e | €0 101 o J P

size chosen (100 words); In case of qualitative study, mention the criteria used for saturation

3Summarize in the simplest possible way such that a person with no prior knowledge of the subject can easily understand it.

(b)Is there an external laboratory/outsourcing involved for investigations?*
(c)How was the scientific quality of the study assessed? Yes LI No INA O

Independent external review O Review by sponsor/Funder O Review within PI’s institution O

Review within multi-centre O NO review O
research group

Date of review:

Comments of scientific committee, if any (100 words)




SECTION C: PARTICIPANT RELATED INFORMATION

5. RECRUITMENT AND RESEARCH PARTICIPANTS
(a) Type of participants in the study:
Healthy volunteers [ Patients [ Vulnerable persons/ Special groups O

Others I Y= 572 TSR

WHO WIll A0 the FeCrUIITIENET .. et ee e e s srsses s sr e sss e s arma s aemes smms e s asmnam Sanms smmEa A aeEes Samaaenas SamEnenon s an s s emm s wr e e s

Participant recruitment methods used:

Posters/ O Tv/Radioadsy O Patients / Family/ Friends [0 Telephone O
leaflets/Letters Social media/ visiting hospitals
Institution website

(by i. Will there be vulnerable persons / special groups involved ? Yes 00 No O Na O

ii. If yes, type of vulnerable persons / special groups
Children under 18 yrs O Pregnant or lactating women
Differently abled (Mental/Physical)
Elderly

Employees/Students/MNurses/Staff
Institutionalized
Economically and socially disadvantaged Refugees/Migrants/Homeless

Terminally ill (stigmatized or rare diseases)

O O0O0o0oaO

Any other (Specify):

Oo00ag

iii. Provide justification fOr INCIUSION /EXCIUSION ..o icieeceeicereesesssssassemsessassassmensseses seesasssssensasess sassssmas s soesemsn s ot s e ssemsmssssenssasesnns

iv. Are there any additional safeguards to protect research PartiCiPantS 2. e s s sms e s s maesssnas




(c) Is there any reimbursement to the participants? ves 0 Neo O

If yes, Monetary [ Non-monetary [ Provide details

(d) Are there any incentives to the participants? ves 0 mNe O

If yes, Monetary [ Non-monetary [ Provide details

{2) Are there any participant recruitment fees/ incentives for the study provided to the Pl / Institution?

If yes, Monetary [ Non-monetary [ Provide details ves [0 No O

. BEMEFITS AND RISKS

{a) i. Are there any anticipated physical/social/psychological discomforts,/ risk to participants? ves [0 No [
If yes, categorize the level of risk® :

Less than Minimal risk O Minimal risk

O
Minor increase over minimal risk or low risk [ More than minimal risk or high risk a
ii. Describe the risk Manag emeEnt SErE B O i s s s s s s s ssm——n—en e e s s as sas s smasmmnmsnsmnne

(b) What are the potential benefits from the study? Yes MNo If yes, Direct Indirect

For the participant O (| O O
For the society/community O O O O
For improvement in science O (| O O

Please describe how the benefits justify the FISKS e s e r s e e e

Yes 0 No O wNa O
Are reporting procedures and management strategies described in the study? ves 0 No O

L =T o 1= o R

(c) Are adverse events expected in the study® ?




» Less than minimal risk

>

>

» Minimal risk

>

Probability of harm or discomfort anticipated in the research is nil or not expected.

For example, research on anonymous or non- identified data/samples, data available in the pu

domain, meta-analysis, etc.,

Probability of harm or discomfort anticipated in the research is not greater than that ordinarily
encountered in routine daily life activities of an average healthy individual or general population
during the performance of routine tests where occurrence of serious harm or an adverse event (AE) is
unlikely.

Examples include research involving routine questioning or history taking, observing, physical
examination, chest X-ray, obtaining body fluids without invasive intervention, such as hair, saliva or

urine samples, etc.



Minor increase over minimal risk or Low risk

» This category of risk refers to activities that would be more harmful than what would be enco
but may or may not cause temporary financial, emotional social or physical harm,
» Example :
» Routine research on children and adolescents.
» Research on persons incapable of giving consent.
» Delaying or withholding a proven intervention or standard of care in a control or placebo group duri
randomized trials;
» use of minimally invasive procedures that might cause no more than brief pain or tenderness, small br
scars, or very slight, temporary distress, such as drawing a small sample of blood for testing;

» trying a new diagnostic technique in pregnant and breastfeeding women, etc.

More than minimal risk or High risk
» Probability of harm or discomfort anticipated in the research is invasive and greater than minimal ris

» Examples:
» Research involving any interventional study using a drug, device or invasive procedure such as lumbar pu

biopsy, endoscopic procedure, intravenous sedation for diagnostic procedures



High Risk

4. High risk are those research activities that cause

pronounced distress during the research activity or
negative outcomesthat impair or persist for more than a
few days.

Examples Include:
e Depressive symptoms
* Major alteration of relationship dynamics

e Severe or long-term harm to social reputation (release of
information leads to loss of insurance, social stigma, or
criminal charges.)

¢ Permanent physical disability
e Severe pain or death




7. INFORMED COMNSENT

(a) Are you seeking waiver of consent? If yes, please specify reasons and skip to item no. 8 Yes 0 No O

(b) Version number and date of Participant Information Sheet (PG ) e en e e s e s e s s s

Version number and date of Informed Consent Form (I P ) s s s sassss sne e e sas e s s san s nn
{c) Type of consent planned for :
Signed consent (| verbal/Oral consent [ Witnessed consent O Audio-Video (AV) O
consent

Consent from LAR a For children<7 yrs O Verbal assent from O written assent from O
(If so, specify from whom) parental/LAR minor (7-12 yrs) along minor (13-18 yrs) along
consent with parental consent with parental consent

Other O

(d) Who will obtain the informed consent?
Pl/Co-1 O Murse /Counselor [ Research Staff [ Other [0 (Soecifd e e eeee e e
ANY LOOIS 10 8 USE oot eee e e ecee e eemcas e eesmam eam smssn mmessmssn smemsmssm see mmea s mesmmm s aesmnesamaes sen e eeen s sennn
{(e) Participant Information Sheet (PIS) and Informed Consent Form (ICF)

English [ Local language O L = I T

List the languages in which translations were done ..cceccccccccccccsccsccsces s s ss ss e s e e es

If translation has Not been done, Please JUSEIY o e e s een e s sam e mmmsm—en e mm sen s emn o

(f) Provide details of consent requirements for previously stored samples if used in the study”

(g) Elements contained in the Participant Information Sheet(PIS) and Informed Consent Form (ICF)
Simple language Data/ Sample sharing Compensation for study related injury
Risks and discomforts Meed to recontact Statement that consent is voluntary
Alternatives to participation Confidentiality Commercialization/ Be nefit sharing
Right to withdraw Storage of samples Statement that study involves research
Benefits Return of research results Use of photographs) Ide ntifying data
Purpose and procedurs Payment for participation Contact information of Pl and Member
Others(Specify) Secretary of EC

ooooooa
oooooa
oooooa




nstitutional Review Board

oliege of Dental Sciences and Hospital Ethics Committee (KCC
i .

KCDSH -IRE) for C FI"' l nC 'n:::-l

Partlmpant Idﬁi’c;fmatlon Sheet

PlIS(For Study Participants/Parents of children who would par-
ticipate in the study)

080 28467083, Web

Title of Project:
Principal Investigator:

PIS IDENTIFIER NQ..

Mame : Designation:
Contact details: Tel Mg ; Email Id :
i"r'ﬂu are invited to take part in this research study. Research is different than routine care.

Foutine care is based upon the best-known treatment and is provided with the main goal
of helping the individual patient. The main goal of research studies is to gain knowledge
that may help future patients.

This Participant Information Sheet gives you important information about the study. It de-
scribes the purpose of the study, and the risks and possible benefits of participating in the
study .

Flease take the time to review this information carefully. You are requested to ask for an
explanation of any words you do not understand. After you have read the Participant Infor-
mation Sheet you are free to talk to the doctors/researchers about the study and ask them
any questions you have. ¥ou will be given a copy of the paricipant information sheet and
discuss it with your friends, family, or other doctors about your participation in this study.
If yvou have decided fo take part in the study, you will be asked to sign the informed con-
sent form which is along with this Participant Information Sheet. Before you sign the in-
formed consent form, be sure you understand what the study is about, including the risks
and possible benefits to you. You will be given a copy of the Paricipant Information Sheet
and signed informed consent form for your future reference.

Flease remember that your participation in this study is entirely voluntary. You are free to
withdraw from the study at any peint of time without affecting your medical care and ser-
vices. Also, by signing the Consent form you have not waived off any rights as a partici-
pant.

S aa VT YT U LTI DUITTILES alild U iial UGS AT AR LU0l = LA ) ]

|
(KCDSH -IRB) for Clinical / Non Clinical / Researcl, Studies.

Email - ethicalcommittee@kcdsh.org; Tel - 080 28467083, Website - kedsh.org
You may please note that being in a research study does not take the place of routine

IESLILAULA ] M VI VY DAl

physical examination or visits to your own doctor and should not be relied on to diagnose

or treat any other medical problems.

1. What is this research study about?

2. Who is the sponsorer for this study?

3. What information is known about this type of research
study?
4. Why is this research study being done?

5. How will the research study be done?

6. What do you have to do if you agree to take part in the research study?

9. What are the possible benefits to you by being in the research study?

10. What are the possible risks and inconveniences that you may face by being in the re-

search study?

11. What are the tests that will be performed on the participant/ biclogical sample?

12. How long will you be in the research study?




13. How long the biological samples will be stored and how will it be disposed?

14, Under what conditions will your Participation in the study be terminated?

15. What will happen if you change your mind about participation in this research study?

17. How will your privacy and confidentiality be main-

tained?

18. Will you have to bear any Expenses or Costs by participating in the research study?

19, Whom do you call if you have questions or problems?

a. Research related :

b. Regarding rights as a Participant :

SOP 18 V1; PIS(For Study Participants/Parents of children who would participate in the
study) Page 2 of 3

i denaiaua, College of Dental Sciences and Hospital Ethics Committee (KCOSH - EC) F Institutional Rieview Board
(KCOSH -IRB) for Clinical / Mon Clinical / z Siudiss
Email - ethicalcommities@kcdsh.org; Tel - 080 23487083, Website - kedsh.ong

Ask a question about the study procedures or freatments :
Dr o
Department......
Phone :

B Ca o C.

., time to gontact . anytime/ 9.00am to 5.00 pm

If you have questions or concerns about your rights as a research participant or a
concern about the study, please feel free to address the Ethics Committee through
the Ethics Office. (Flease feel free to address the Ethics Committee through the Ethics Of-
fice and identify yourself by the ‘participant identification number” as filled in your partici-
pant enrollment form)

Dr. Joann Pauline George

Member- Secretary,

Tel No.- 9448541637 Email ; ethicalcommittee{@kcdsh org
Time to contact-_9.00am to 5.00 pm

The Kishnadevaraya College of Dental Sciences and Hospital Ethics Committee for

(KCDSHEC) Research comprises of a group of people like doctors, researchers, and com-
munity people (non scientific) who work towards safeguarding the rights of the study par-
ticipants like you who take part in research studies undertaken at the institute . Do not sign
this consent form unless you have had a chance to ask questions and have received satis-
factory answers to all of your questions.

If you agree to participate in this study, you will receive a signed and dated copy of this

consent form for your records



iNnfornmed Consent Form
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wwill e wwill miot Bbe giees=em amy comip-aensatioms reimbuars=smarnt for participatom i e =tuacy .

FHMame=e of the Sthady FParbdchipant O Sigmaeatuar=~T hhoumib mpression of Shoedy FParficap=nt eesith
o =te
FHMame= of the=e Frimcipal Imnesestigaton'collaborstonr

[(Writrvess of thhe comsent proceduars §if thhe participants is illite=rate)
I Fhaw= wibnessed thae consamt proce=dure of the sthoady partficigpant =mnd the imdirsido=l Bas had
= opporbumnity o ask gquestEons.

FHMame=e of th=e Wiiinme=s= Signature of Iimipeartial ewvitnes=s waeith dat=
FMame= of th= Fer=som administering th= Consent widthh date




8. PAYMENT/COMPENSATION
(a) Who will bear the costs related to participation and procedures® ?
PI O Institution O Sponsor 1 Other agencies [ (specify)
(b) Is there a provision for free treatment of research related injuries? Yes O No O N/a O
If yes, then Who Will Provide fRe freat i e 2 e cecte et testes e sescen s sams s sasasssssssmasmas saemassassansan san sen sensbn sbmssm e e see s s msemnsmmemnsnn
(c) Is there a provision for compensation of research related SAE? If yes, specify. Yes O No O N/A O
Sponsor [0 Institutional/Corpus fund [ Project grant [0 Insurance O
(d) Is there any provision for medical treatment or management till the relatedness is determined for injury to the
participants during the study period? If yes, specify. Yes O No O wn/a O
(e) Is there a provision for ancillary care for unrelated illness during the study period? If yves, please specify.
Yes O No O wn/a O

9. STORAGE AND CONFIDENTIALITY
(a) |dentifying Information: Study Involves samples/data. If Yes, specify vYes O No O Na O
Anonymous/Unidentified [0 Anonymized: Reversibly coded [J Irreversibly coded [ Identifiable [J
If identifiers must be retained, what additional precautions will be taken to ensure that access is limited /data is
safeguarded? (e.g. data stored in a cabinet, password protected COMPULEF 2EC.) . e s s sssssssessassen

(b) Who will be maintaining the data pertaining to the StUY? e e sr s s s s s sss s ss s s masna s e s massansan ses sensensnns
(c) Where will the data be analyzZed® and DY WM e ssm e s s s e e se s s 12 sassssssssssssesses ses sesses e snsss
(d) For how long Will the data e SEOPEOT ... resresserssssesrss s res e sassassus sre srm es sesmessus s s oesowes se s om s on 48 0msem bemRnRRAREmeEanmamnsmsnn s raenernns

(e) Do you propose to use stored samples/data in future studies? Yes O No O Maybe O
If yes, explain how you might use stored material/data in the FUBUIE ... .. e ciee e sesses s ssssss e sanssessssssnssessssssesansssasses




SECTION D: OTHER ISSUES

10. PUBLICATION, BENEFIT SHARING AND IPR ISSUES
(a) Will the results of the study be reported and disseminated? If yes, specify. Yes O No O na O

(b) Will you inform participants about the results of the study? ves [0 No O NA O
{c) Are there any arrangements for continued provision of the intervention for participants, if effective, once the

study has finished? If yes describe in brief (Max 50 words) Yes O No O NA O

(d) Is there any plan for post research benefit sharing with participants? If yes, specify Yes O No O NA O

{e) Is there any commercial value or a plan to patent/IPR issues? If yes, please provide details Yes O NeO naO

(f) Do you have any additional information to add in support of the application, which is not included elsewhere in
the form? If yes, provide details. Yes O No O

®For example, a data entry room, a protected computer stc. Version 2.0 (0]



SECTION E: DECLARATION AND CHECKLIST ™

1. DECLARAT HOM (Please tichk as applicable)

[ | I Whe certify that the information prowvided in this application is complete and correct.

(1 | I/ Whe confirm that all investigators have approved the submitted wersion of proposa lfrelated documents.

[ | I%Whe confirm that this study will be conducted in accordance with the latest IKCOMR Mational Ethical Guidelines
for Biomedical and Health Research Ineolwing Homan Participants and other applicable regulations and guide-
hnes.

— I Whe confirm that this study will be conducted in accordance with the Drougs and Cosmetics Act 1940 and its
Fules 1545 as amended from time to time, GCP guidelines and other applicable regulaticons and guidelines.

[ | I Whe will comp by with all policies and guidelines of the insttute and affiliated/collaborating institutions where
this study will e conducted.

[ | I Whe weill ensure that personnel performing this study are gualified, appropriately tmined and will adhere to
the prowvisions of the EC approwed protooco .

[ | I'We declare that the expenditure in case of injury related to the study will be taken care of.

—a I%Whe confirm that an undertaking of what will be done with the leftover samples is prowvided, if applicable.

[ | I'%We confirm that we shall submit any protocol amendments, adwerse ewvents report, significant deviations
from protocols, progress reports and a final report and also partcipate in any auoditof the study F needed.

[ | I Whe confirm that we will maintain accurate and complete records of all aspects of the study.

[ | I %Whe weill protect the privacy of participants and assure confidentiality of data and biclogical samples.

1 | I/We hereby declare that Ifany of the investgators, researchers and/or close relative(s), hawe o conflict of
interest (Financial/Morn-Financial} with the sponsor(s) and cutcome of study.

O I Whe hawe the following conflict of interest (P ACo=13:

T e e e e e et e e e e e A A & 8 8 = e A 8 e e A 8 8 8 8 8 e A A 8 e 4t e
e e e e e e e e e e e A 8 8 8 e 8 8 8 e e e A A 8 8 e e A A 8 8 8 8 A et

[ | IWhe declare/confirmm that all necessary gowvernment approvals will be obtained as per reguirerments wiherew-
aer appelicalb e,

L =T = -
LB L = o 0T I I I I
L = = ot
LB L = o 0T I I I I
L = =y o T
LB L = o 0T I I I I
L = =y Lo




12. CHECKLIST

S. No Items ves | No [ na | Enclosure .:ﬁ";f:ﬂiﬂfi;.
ADMINISTRATIVE REQUIREMENTS

1 Cover letter O O O

2 Brief CV of all Investigators O O O

3 Good Clinical Practice (GCP) training of investigators in last 3 years O O O

4 Approval of scientific committee O O O

5 EC clearance of other centers” O O O

6 Agreement between collaborating partners® O O O

7 MTA between collaborating partners® O (| O

a8 Insurance policy/certificate O O O

g Evidence of external laboratory credentials in case of an externally O O O
outsourced laboratory study QA /QC certification

10 Copy of contract or agreement signed with the sponsor or donor agency O O O
Provide all significant previous decisions (e.g. those leading to a

1 negative decision or modified protocol) by other ECs/Regulatory = 0 =
authorities for proposed study (whether in same location or elsewhere)
and modification(s) to protocol

PROPOSAL RELATED

12 Copy of the detailed protocol” O O O

13 Investigators Brochure (If applicable for drug/biologicals/device trials) | O O O

14 Participant Information Sheet (PIS) and Participant Informed Consent O O O
Form (ICF)(English and translated)

15 Assent form for minors (12-18 years) (English and Translated) O O O

16 Proforma/Questionnaire / Case Report Forms (CRF)/ Interview guides, O O O
Guides for Focused Group Discussions (FGDs) (English and translated)

17 Advertise ment/material to recruit participants (fliers, posters etc) O O O




PERMISSION FROM GOVERNING AUTHORITIES
Other permissions Required MNot Received | Applied dd/ EC Remarks
required mm/yy
18 | CTRI O = =
19 |Dcal O 0 =
20 | HMSC O = =
21 | NAC-SCRT O = =
22 |icscr I ] ]
23 | RCGM O = =
24 | GEAC . ] ]
25 | BARC O = =
26 | Tribal Board O 0 0
27 Others (Specify) O O -
ANY OTHER RELEVANT INFORMATION/DOCUMENTS RELATED TO THE STUDY
Item YES NO NA Enclosure no. EC remarks
28 O O O
29 O O O

“For multicentre research.

MTA-Material transfer agreement; CTRI-Clinical Trial Registry-India; DCGI-Drug Controller General of India; HM5C- Health Ministry's Screening Committes;

NAC-5CRT- National Apex Committee for Stem Cell Research and Therapy; IC-SCR-Institutional committee for 5tem Cell Research, RCGM- Review Com-

mittes on Genetic Manipulation; GEAC- Genetic Engineering Approval Committee; BARC- Bhabha Atomic Research Centre

""Refer to National Ethical Guidelines for Biomedical and Health Research Involving Human Participants 2017, section 4 Page :IF. 35 E::-E %4fm 08
Srsion £.




To get certificate in ICH- GCP

» The International Council For Harmonization Of Technical
Requirements For Registration Of Pharmaceuticals For Human Use
(ICH) - GOOD CLINICAL PRACTICE (GCP)

» FREE COURSE

» https://gcp.nidatraining.org/

» Go to this link and register your name and start your course

» www.biopharmainstitute.com - ONLINE TRAINING COURSE

» PAID COURSES for certificate in GCP
Igmpiindia.org - IGMPI

www.ijli.edu.in

NIDA Clinical Trials Network

Certificate of Completion

is hereby granted to
GAYATHRI V

to certify your completion of the six-hour required course on:

GOOD CLINICAL PRACTICE

MODULE: STATUS:
Introduction N/A
Institutional Review Boards Passed
Informed Consent Passed
Confidentiality & Privacy Passed
Participant Safety & Adverse Events Passed
Quality Assurance Passed
The Research Protocol Passed
Documentation & Record-Keeping Passed
Research Misconduct Passed
Roles & Responsibilities Passed
Recruitment & Retention Passed
Investigational New Drugs Passed

Course Completion Date: 1 September 2020
CTN Expiration Date: 1 September 2023

!, .
/

Tracee Williams, Training Coordinator
NIDA Clinical Coordinating Center

Good Ciinical Practice, Version 5, effective 03-Mar-2017
This training has been funded in whole or in part with Federal funds from the National Institute on Drug
Abuse, Mational institutes of Meaith, Department of Heaith and Human Services, under Contract Mo.



https://gcp.nidatraining.org/
https://gcp.nidatraining.org/
http://www.biopharmainstitute.com/
http://www.jli.edu.in/

Project Submission [ Research Protocol Overview

Study methodology

Title

Names of all Investigators
(underline principle investigator)

Introduction / background

« Give the background, including human or
animal research relevant to the design of
the proposed study.

« When new techniques or procedure are to
be used, provide a description of
preliminary work.

« When an investigation drug is to be used,
animal data and phase | or |l data on the
drug should be included.

« A summary of how the study may help in
the future should be included in the
protocol.

Aims [ Objectives
» Clearly state the aims or objectives of the
study.
« Whenever possible this should be in the
form of a hypothesis.

« Explain, in sequence, the conduct of
study and all data collection
procedures.

« Describe the involvemeant of human
subjects including initial evaluation
procedures and screening tests,
phases, medical/surgical
procedures and sequence of the
study.

« Separate standard and
experimental aspects of the study
as much as possible.

« ive brief account of procedures for
treatment, dose adjustments, efc.

* Describe the randomization
procedure, if applicable.

« Specify if procedure involves
banking of biological samples.

» [Define stop points and criteria for
withdrawing subjects from the
study.

Design of the Study

FPhase-l1, Phase-ll, Phase-lll, Phase-IV, NA

Randomized [Double or single blind], Open [ ]

Eligibility

(Explain inclusion and exclusion criteria;
To be stated clearly in the summary)
(specific explanation if participants will
include Minor, Pregnant woman,
Meonate, Person incompetent to give
informed consent, Normal/ Healthy
volunteer, Student, Staff of the institute).

If multicentric, is KCDSH the co-coordinating

centre?

How many subjects will be screened?
How many subjects are likely to be
enrolled?

Epidemioclogical [ ] Survey [ ] Observational [ ]

Case control [ ], Any other (Specify)

Describe benefits to the
subject/participant in this study. Also
describe the benefits, if any, to the
society.




Power estimates

Describe power calculations, if the study
involves statistical comparisons between
two or more groups. Mention evidence to
support that adequate number of subjects
can be enrolled during the study period by
the investigators.

Does your study involve testing of
drug/s, device/s and/or biologics?

|ves. [l

No[1]

Are they already approved by the
regulatory authorities and available in
the market or are they new ones?

Already approved []

Mew one [ ]

Variables [ Outcomes to be estimated
Enumerate the variables, outcomes and
end points that will be measured. Try to
separate variables as response and
explanatory variables. Describe the type
and frequency of tests, admissions,
outpatient visits, gic used to obtain these
variables or variables.

Who has prepared and /or is
manufacturing the drug/s, device/s and
biclogics under investigation?

Who holds the patent or IND/IDE of the
drug/s, device/s and biologics under
investigation?

Statistical Analysis of the variables /
data

Describe how the variables obtained
during the study will be statistically
analyzed. g.g, Univariate comparison or
Cox- proportional hazards model, gt

What are the reasonable possibilities
of the availability after the study of the
investigational drug(s), device(s) and
bioclogics for the study
participants/subjects if it is found to be
effective?

Does your study reguire permission
from regulatory authorities?

Yes [

No[]

Describe all possible risks and
discomfort for subjects due to use of
intervention and / or data collection
methods proposed. Describe expected
degree and frequency of such risks,
discomfort, side effects of drug etc.

If yes,

(i} from DCGI

Yes[]

No[]

(i) from the ICMR

Yes[]

No []

(iii) From other govt. departments

Yes [

No[]

If yes, specify the department Whether
permission is obtained

Yes[]

Mo []

If the procedures in the trial are
invasive or potentially harmful,
describe what arrangements have
been made for treatment of the
complications arising from the trial?

Does your study reguire you to send
human bioclogical material outside
India?

Yes[]

No[]

If yes, have you obtained permission
of the Principal, KCDSH?

Yes[]

No[]




Has KCSDH and the foreign party
signed agreement/MOU for that?
If yes, attach a copy of agreement/MOU

Yes[]

No[]

Who will be maintaining the trial
records and where?

If study will be conducted fully or
partially outside the KCDSH, please
describe the need for permission from
institution(s), health gentre(s), local
government/administrative bodies, etc.

Describe how you define adverse
events in your study, how and to
whom you propose to report them, and
what rules you will use for stopping
the study due to adverse events.

For how long will the data be stored?
Give details of where they will be
stored, who will access

Describe briefly, if any, the financial
and other interests of any of the
investigators and /or close relative/s,
with the sponsor/s and outcome of the
study.

In what way will you ensure the
confidentiality and privacy of the
subjects?

Have you made provision for insuring

yourself, and_against any legal action
that may arise out of this project?

If some procedures in this trial are
emotionally upsetting describe what
arrangements have been made for
psychological counseling?

Have you made provision for insuring
trial subjects for any accidental
unforeseen trial related injury?

Describe (i) How, where, when and by
whom the Informed Consent will be
obtained. (ii) how much time the
subject!/ participant will be given to
consider participation and decide, (iii)
describe additional plans/needs for
informed consent in case the study
involves special population such as
minors, pregnant mothers, neonates,
etc. (iv) Describe how you will assess
that information is correctly
understood by the participant.

How is it intended the results of the
study will be reported and
disseminated?

- Peer reviewed scientific
journals

- Other publication

- Conference preseniation.

- Internal report

- Submission to regulatory
authorities

- Access to raw data and right to
publish freely by

all the investigators in study or
by independent

steering committee on behalf of
all investigators

-Other ...




List of Common forms to be submitted to ethical committee

Application for initial review

. Participant information sheet (PIS)

Available in
. Informed concern form (ICF) — kcdsh website

1.

2

3

4. Project submission / synopsis in a given template
5. Principal investigator’s current CV

5.

PowerPoint presentation about their project proposal

All these to be submitted only as a soft copy

« ethicalcommitee@kcdsh.org
« gayathri.physiology@kcdsh.org

THANK YOU

* = KNOWLEDGE

VISION / POTENTIAL
&

Eé%
PERFORMANCE m‘r_
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