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Institute of Health Management Research, Bangalore

Course Handout

1. Course Title Research Methodology & Community Studies
2. Course Code CC 613

3. Contact Hours 60

4. Credit Points 06

5. Course Objectives

The objective of this course is:

v
v

v

Identify and discuss the role and importance of research in the healthcare

Identify and discuss the issues and concepts salient to the research process.

Identify and discuss the complex issues inherent in selecting a research problem in
healthcare, selecting an appropriate research design, and implementing a research project.
Identify and discuss the concepts and procedures of sampling, data collection, analysis, and
reporting.

Drawing inferences from the research findings and use them to manage health services

6. Mode of Delivery

The student will be provided a copy of IHMR Module related to the course. The entire module is

shared with students through lecture in the classroom. Also, group work/discussion related to

certain topics would be carried out during the class hours. Field visits would be carried out for

For Institute of Hea'tn Mep ng‘nluﬂtR-—:\,arbh Bangalore

Director
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practical exposure in collecting data. Also, hands on training would be imparted on preparation of

tools, SPSS spread sheet, data entry, analysis and report writing. Further, all students are required

to submit individual assignments/ give presentation or a test as part of Mid-term Assessment.

7. Course Contents

i Hours

Units

Topics

1

1

Introduction to Health Systems Research
Meaning of Research

Why health system research developed?
Health System Research

Identifying and Prioritizing Topics for Research

“Criteria for selecting a Research Topic

Scales for Rating Research Topics
Nominal Group Technique

(%]

Analysis and Statement of the Problem

Analysis the problem and contributing factors
Formulation of research problem

Information to be included in the statement of the problem

Review of Available Literature and Information
Sources of Information

How to write a review of literature

Referencing

Formulation of Research Objectives

Reason for development of research objectives
Broad/Goal and Specific Objectives

Title of the study

Introduction to Health Systems Research Methodology
Research Design

Variables

Meaning

Types of Variables
Hypothesis: Uses, Types

1.5

Study Types

Non-intervention Studies: Exploratory, Descriptive, Analytical, Case- Control and

Cohort Studies

Intervention Studies: Experimental and Quasi-Experimental Studies

Validity and Reliability

Sampling
Meaning

For Institute of Health Managem
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Types of Sampling: Random and Non-Random
Bias in Sampling

Sample Size: Qualitative and Qualitative methods
Mapping and House listing

1.5

10

Work Plan
Meaning
How to prepare a work plan

1.5

11

Budget

Why do we design Budget?
Components in Budget
Format

Budget Justification

12

Overview of Data Collection Techniques

Different Methods: Primary and Secondary data collection; Observation,
Interviewing, Written questionnaire, Checklist

Ethical Consideration

Bias in Information Collection

4.5

12 A

Design of research instruments; interview guides and interview skills
Different Types of Tool

Steps in designing the tool

Ethics in Research - Consent Form, Assent form etc

1.5

12B

Focused Group Discussion
Meaning, Uses

Advantages and Disadvantages
How to conduct FGDs
Processing and Analyzing

1.3

13

Pre-Testing the Methodology
Pre-testing and Pilot Testing- Meaning
Why do we carryout pre-test or Pilot test
Aspects of Methodology to pre-test
When to carryout pre-test

components to assess during the pre-test
Duration of pre-testing

1.5

14

Plan for Data Collection
Why to develop a plan for data collection?
Stages in the Data Collection Process

I5

Field Study (Practical exposure)
Data collection

16

Basics of SPSS

Introduction to SPSS

Preparation of spread sheet

Data entry and cleaning

Univariate and Bivariate analysis using SPSS

i ~aernznt Research, Ba
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3 16 Data Management and Analysis: Plan for data processing and analysis
What should the plan include?

Data Analysis and Processing

1.5 17 Report Writing

The basics of report writing

Steps involved in report writing

Importance of a good report

6 18 Presentation of study findings

Total credit hours: 60 Hours

8. Assessment

The students will be assessed by a written exam (Term End Exam, Mid-term Exam) Assignments

and Presentation. The distribution of marks will be as follows:

Term End Examination T0%

Mid-Term Examination 30%
9. Suggested Assignments

Assignment I: Problem Statement, Review, Methodology and Objectives for a selected topic
Assignment II: Tool Development for a selected topic
Assignment I1I: Analysis of data in SPSS and Report writing

10. Suggested Readings

1. Ramachandran, P et.al, (2012), Survey Research in Public Health, PHI Learning Pvt. Ltd,
New Delhi

2. Krishnaswamy K.N. et.al, Management Research Methodology (2009), Dorling Kindersley
Pvt. Ltd, India

11. Course Outcome

I S e
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CC-613.1- Explain the basics framework, concepts of research, study designs and different

Methodologies and techniques in health research

CC-613.2- Design appropriate tool for carrying out study/research in healthcare

CC-613.3- Ability to plan and carry out a research study to make decision in a healthcare

CC-613.4- Demonstrate data analysis by using SPSS

12. CO- PO Mapping (1- lowest, 3- highest)

PO 1 PO 2 PO 3 PO 4 PO 5 PO 6
CC-613.1 2 3 - 2 l 3
CC-613.2 2 3 - 2 - 3
CC-613.3 2 3 2 -2 2 3
CC-613.4 3 3 - 2 1 3
Average 2.25 3 0.50 2.00 1.0 3
For Institute of He!h Manaceinot Reszarch, Bangalore

Director
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File No. - EC/NEW/INS'T/2021/1663

Government of India
Ministry of Health & Family Welfare
Department of Health Research

2nd Floor, IRCS Building,
New Delhi - 110001
Dated : 23-May-2022

Provisional Certificate

Subject: Provisional registration of the Ethics Committee relating to Biomedical and Health
Research with the National Ethics Committee Registry for Biomedical and Health
Research (NECRBHR), Department of Health Rescarch (DHR),

In exercise of the powers conferred by sub-rule (3) of rule 17 of the New Drugs and Clinical Trials
Rules, 2019, the designated authority in the Department of Health Research, Ministry of Health &
Family Welfare, hereby provisionally registers and permits the following Ethics Committee to
perform the duties of ethics committee as specified in Chapter-IV of the New Drugs and Clinical
Trials Rules, 2019.

Name : Institutional Review Board IIHMR Bangalore
Address : Institute of Health Management Research, 319,Near Thimma Keddy

Layout,Hulimangala, Bangalore, Bengaluru (Bangalore) Urban,
Karnataka - 560105
Contact No: 08061133800

Fax : -NA-

2. The Ethics Committee shall observe all the conditions as stipulated in Chapter-IV of the aforesaid

Ruies, i.e., New Drugs and Clinical Trials Rules, 2019 and the National Erhical Guidelines for
Biomedical and Health Research Involving Human Participants, specified by the Indian Council of

Medical Research (ICMR).

3. The designated authority shall scrutinize the documents and information furnished with the
application by the Ethics Committee for the issue of final registration certificate.

4. The above provisional registration shall be valid for a maximum period of two years from the date
ol 1ts issue or till grant of final registration or rejection of provisional registration. whichever is

earlier,

ANLL Pt
NAGAR' =25
(Anu Nagar)

Joint Secretary

Department of Health Rescarch
For Institute of Hea'th Managaniont Resecarch, Bangalore Designated Authonty
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Ethics committee members list

Sl no Name of the member Member role in the committee
1 Dr. Ravi Kumar Chairperson

2 Dr. Sarala Raju Member Secretary

3 Dr. Karnua Ramesh Basic Medical Scientist
4 Dr. Chethana HS Clinician

5 Dr. Alcash Gajanan Prabhune Clinician

6 Mr. Gowthamghosh B Social Scientist

7 Mr. Madhusudhanan Nair Legal Expert

8 Ms. Indira Chikkatur Lay Person

9 Mr. Madaiah Madegowda Mermber

10 Dr. Allen P Ugargol Member

11 Dr. Tara M S Member

12 Mr. Rajendra D Other Supporting Staff
13 Ms. Aryaka Nikesh Kumar Other Supporting Staff

For Institute of Heal

th Management Reszarch, Bangalore
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From
The Director
Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],
Bangalore - 560105
”_\

To

Dr Ravi Kumar
Regiona! office for Health and Family welfare
Karnataka

e L 2

Iz g2 Crhairperson ror Institutional Review board 1IHMR Bangalore
(IRB-IIHMR-B)

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Chairperson of our IRB for a period of three yvears or till further orders. 1 request you
to kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of competent authority.

With Regards

x i ” A O ._t N D Ai ll.

For Institute of Health Management Research, Bangalore
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-l,

Bangalore - 560105

To

Dr Sarala R

Associate Professor

Institute of health Maragemenirassarin 2anga
Karnataka
Daaw St Madam

<
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Sub: IvIcAnoD S0 Ded Memoer SalretaTy :- . 1=stitutional Review board ITHMR

angaiore {(IRB-1IEMR-3]

Based on your expertise in the 1 Wl o v
be Member Secretary of our [RB 727 2 ger
you to kindly accept our invitaticn gnd o7k

This is issued with approval of cc " petent FEEROrHY

With Regards

For insiltuls

of Health Management Recearch, Bangalore

Director
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From

The Director

Institute of Health Management Rescarch,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-l,

Bangalore - 560105

To

Dr. Karnua Ramesh
St Johns Medical College Hospi:=!
Karnataka

Ny 3 L5 g AN 3 ¥4
e a3y maaadn

- == =0 =3 3 Basic Mediral Soiencist for Institutional Review board ITHMR

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Basic Medical Scientist of aur IRB for & period of three years or till further orders. ]
request you to kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of competent authority.

With Regards
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For institute of Hez!th Management Raszarch, Bangzlore

Director
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-1,

Bangalore - 560105

To

Dr Chethana HS

Institute of Health Management Research
Karnataka

Dear Sir/Madam

SR

{ oo yemiae == wee  wam 1 ITD

xJ

Bangalore

s
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« - eeosz- o= nosea Clinician of Institutional Review board IIHMR Bangalore (IRB-

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Clinician of our IRB for a period of three years or till further orders. I request you to
kindly accept our invitation and confirn the same at the earliest.

This is issued with approval of competent authority.

With Regards

For listitute of Hoalth Manzgament Research, Bangaloie

Juade b ==n

Director
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electrenic city Phase-l,

Bangalore - 560105

To

Dr Aleash Gajanan Prabhune
Institute of Health Management Research

Karnataxa

Deas Sir/Miadam

Greetings from [HHMR Bangalore

Sub: Invitation to be a Clinician of Institutional Review board IITHMR Bangalore (IRB-
IHMR-B)

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Clinician of our IRB for a period of three years or till further orders. | request you to
kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of competent authority.

With Regards
i 4 Hy E
RN Lyl o\ I i I

For Institute of Health Mfanagemant Rescarch, Bangalora

Director
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electionic city Phase-l,

Bangalore - 560105

To

Mr, Gowwthamghosh B
Institute of Health Management Research

Karn:taks

Sub: invitation to o2 a Social Scientist of Institutional Review board IITHMR Bangalore
(IRB-11HMR-B)

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Social Scientist of our IRB for a period of three years or till further orders. [ request
you to kindly accept cur invitaticn and confirm the same at the earliest.

b~ This is issued with approval of competent authority.

With Regards

3 ¥ 4
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For Instilute of Health Manageiicnt Research, Eangalors

Director
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From

The Director

Institute of Health Management Reseaich,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-l,

Bangalore - 560105

To

Mr. Madhusudhanan Nair
Lex Nexus
Karnataka
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at.on to e = Legal Expart of Institutional Review board [THMR Bangalore

(IRB-IIHMR-B) |
A

Rased on your expertise in the field of medicine and research, youare cordially invited to
be a Legal Expert of our IRB for a period of three years or t Il further orders. [ request you
to kindly accept our invitation and confirm the same at the earliest.

This 1s issued with approval of competent authority.

With Regards
adan BA RS .ﬁ-;\ ‘r..a,fﬁ;\
| For nstitule of Heallh Ianagemaont Rezoarch, Bangaiors
Director
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Lay out, Hulimangala Post,
Electronic city Phase-L,

Bangalore - 560105

To
Mr. Madaiah Madeg owda

National Institute o: £ 1iental Health And heuro Sciences (NIMHANS)

Karnatznka

Qg maiIiienToodE prgmeey OF “~sritutional Review board IIHMR Bangalore (IRB-
[IHMR-B)
Based on your expertise i the feide

efm
be a member of our IRB for a pericd of
kindly acceptour!l invitation and cenfirm ¢he same at the earliest.

edicine and research, youare cordially invited to
three years or till further orders. [ request you to

This is 1ssued with approval of competent authority.

Wwith Regards

For insiltute of Health Management Ress

M@L&Wuﬁ

Director
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],

Bangalore - 560105

To

Dr. Allen P Ugargol
Indian Institute of Management Bangalore
Karnataka

Dear Sir/Madam

Greetinags from HHMR Bangalore
Sub: Initatizon to pe a mamber of Institutional Review poard THMR Bangalore (1RB-
[IHMR-B}

Based on your expertise in the field of me dicine and research, you are cordially invited to
be a member of our IRB for a period of three years or till further orders. | request you to
kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of competent authority.

With Regards

ti,l.u,'}‘\-'k:"# -.;._'U'\-_'i_“,.__.\__.-} o :h_';_',‘,\
————— ngalore
For Institute of Hex'th Managemsnt 2escarch, 33
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Director



From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-1,

Bangalore - 560105

To

Dr. TaraM 5
Institute of Health Management Research

Karnataka
Pear Sir/Madam
(raetings from [THMR Bangalore

Sub: Invita

HHMR-B)

Rased un your expertise in the field of medicine and research,
be a member of our [RD for a period of three years ort

jLig

Ation to be a member of Institutional Review board 11THMR Bangalore (IRB-

you are cordially invited to
ill further orders. request you to

kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of compeient authority.

with Regards

£or Inatitute of Heall tisnaeem i RETTATCH, Bangalors
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From

The Director

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],

Bangalore - 560105

‘ To

Ms. Indira Chikkatur

Tower 3, Apartment 803

Tata Paramount, Ittamadu, Bangalore
Karnataka

Dear Sir/Madam

Greetings from IIHMR Bangalore

Sub: Invitation to be a Lay Person of Institutional Review board IIHMR Bangalore (IRB-
IITHMR-B)

Based on your expertise in the field of medicine and research, you are cordially invited to
be a Lay Person of our IRB for a period of three years or till further orders. I request you
. to kindly accept our invitation and confirm the same at the earliest.

This is issued with approval of competent authority.

With Regards

For Institute of Health Management Research, Bangalore

Director




ACCEPTANCE LETTER
From,

Dr Ravi Kumar
Regional Office for Health and Family Welfare
Karnataka

To

The Director,

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-I,

Bangalore - 560105

Sub: Consent to be Chairperson of Institutional Review board IIHMR Bangalore (IRB-
ITHMR-B)

Ref: Your Letter No: [IRB/IIHMR-B/01dated: 215t Feb 2021

Dear Sir,

Inresponse to your letter stated above, [ give my consent to become a Chairperson [RB-
IIHMR-B. I shall regularly participate in the IRB meeting to review and give my unbiascd
opinion regarding the ethical issues. I shall be willing for my name, profession, and
affiliation to be published. I shall not keep any literature or study related document(s)
with me after the discussion and final review. I shall maintain all the rescarch project
related information confidential and shall not reveal the same to anyone.

[ herewith enclose my CV for records.
Thanking you,

Yours sincerely,

7
A ?u/ﬂ
Signature f‘\ 7‘4/'\(', e

Name of the Member: Dr Ravi Kumar
Date:

Address:

Telephone No: (Off) (Res) 9620901620



ACCEPTANCE LETTER
From,

Dr Sarala R
Associate Professor
Institute of health Management research Bangalore

Karnataka

To

The Director,

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],

Bangalore - 560105

Sub: Consent to be Member Secretary of Institutional Review board ITHMR Bangalore
(IRB-ITHMR-B) )
Ref: Your Letter No: IRB/IIHMR-B/02 dated: 21st Feb 2021

Dear Sir,

In response to your letter stated above, I give my consent to become a Member Secretary
IRB-IIHMR-B. I shall regularly participate in the IRB meeting to review and give my
unbiased opinion regarding the ethical issues. I shall be willing for my name, profession,
and affiliation to be published. 1 shall not keep any literature or study related
document(s) with me after the discussion and final review. | shall maintain all the
research project related information confidential and shall not reveal the same to anyone.

[ herewith enclose my CV for records.

Thanking you,

Yours sincerely,

Signature

11 R
Name of the Member: Dr Sarala R
Date:

Address:
Telephone No: (Off) (Res) email:

anemant Research, Bangalore
For lnstitute of Hec'th Management Ressarch, Bangal

Director



ACCEPTANCE LET FER

oo

Py Chethana HS
trictitute of Health Management Rosearch

Kot natabo

The Diyecton
Institute of Health Management Research

Near Thimma Reddy Lavout. Hulimangala Post

Electionic city Phase-l
560105

3 T4 1 .
i3 INRGIGI

al Review board IIHMR Bangalore (IR1-1HMR-

Seh: Consent to be Cliacianot Instiution
Bj

Rl Your Letter No: IRB/UHMR-B/04 dated: 21+ Feb 2021

&1
Dear S,

In response Lo your letler stated above, | give my consent to become a Clinician ofIRB-
IHMR-B. | shall regularly participate in the IRB meeting to review and give my
unbiased opinion regarding the ethical issues. | shall be willing for my name, profession,
shall not keep any literature or study related

and affiliation to be published. |
document(s) with me after the discussion and [inal review. ! shall maintain all the

research project related information confidential and shall not reveal the same to

anyone.

| herewith enclose my CV for records.

Thanking you,

)
Y

Yours sincerer[ ap \
| 4 A&J"

i 2 et

Signature AR
Name of the Member: Dr Chethana HS
Date:

Address:

© )
Te;e;}hone No: (Oﬂr} {RESJ p}\ qg en‘la”: C{Y‘C,{;'-»L’.-tﬁfti'-a LLS@?THSLL, = Cerer)
4

LSDTR34L9

a3l B INI0.L0

Yo

Director



ACCEPTENCE LETTER
I'rom,

Dr. Karnua Ramesh
St Johns Medical College Hospital
Karnataka

To

The Director,
Institute of Health Management Rescarch,

Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-l,
Bangalore -~ 560105

Sub: Consent to be Basic Medical Scic

‘st of Institutional Review board ITHMR
Bangalore (IRB-1IHIMR-B)

Ref: Your Letter No- IRB/ZITHMR B/03 dated: 25 Feb 202 2
Dear Sir,

In response to your leter stated above, | give my consent 1o become a Basic Medical

Scientist IRB-1IHMR-B. 1 shall regularly participate in the IRB meeting to review and give
my unbiased opinion regarding the cthical issuce

s. 1 shall be willing for my name,
profession, and

affiliation to be published. Ishall not keep any literature

or study related
document(s) with me

after the discussion and final review. | shall maintain all the
rescarch project related information confidentia! and shall not reveal the same to anyone.

| herewith enclose my CV for records,
Thanking you,
Yours sincerely,

Signature N\(“W

Name of the Member: Dr. Karnua Ramesh

Date:
Address:

Telephone No (Of1) (Res) cmail:

For Institute of Health Management Research, Bangalore
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ACCEPTANCE LETTER

From,

Dr Akash Gajanan Prabhune

Institute of Health Management Research

Karnataka

To

The Director,

Institute of Health Management Research,

Near Thimma Reddy Layout, Hulimangala Post,

Electronic city Phase-I,
Bangalore - 560105

Sub: Consent to be Clinician of Institutional Review board ITHMR Bangalore (IRB-

IIHMR-B)

Ref: Your Letter No: IRB/IIHMR-B/05 dated: 215t Feb 2021

Dear Sir,

In response to your letter stated above, [ give my consent to become a Clinician of [RB-

IIHMR-B. Ishall regularly participate in the IRB meeting to review and give my unbiased

opinion regarding the ethical issues, | shall be wil
affiliation to be published. [ shall not keep any |
with me after the discussion and final review. |
related information confidential and shall

I herewith enclose my CV for records.
Thanking you,
Yours sincerely,

A
Signature &

Name of the Member: Dr Akash Gajanan Prabhune

Date:
Address:

Telephone No: (0ff) (Res) 8793131569

email: gl

Forlrstitvlac

ling for my name, profession, and
iterature or study related document(s)
shall maintain all the research project
not reveal the same to anyone.
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ACCEPTANCE LETTER

From,

Mr. Gowthamghosh B

Institute of Health Management Research
Karnataka

To

The Director,
Institute of Health Management Research,

Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],
Bangalore - 560105

Sub: Consent to be Social Scientist of Institutional Review board IIHMR Bangalore (IRB-
IIHMR-B)

Ref: Your Letter No: IRB/IIHMR-B/06 dated: 215t Feb 2021
Dear Sir{;' fAadoun

In response to your letter stated above, I give my consent to become a Social Scientist of
IRB-IIHMR-B. 1 shall regularly participate in the IRB meeting to review and give my
unbiased opinion regarding the ethical issues. | shall be willing for my name, profession,
and affiliation to be published. I shall not keep any literature or study related
document(s) with me after the discussion and final review. | shall maintain all the
research project related information confidential and shall not reveal the same to anyone.

I herewith enclose my CV for records.
Thanking you,
Yours sincerely, @\J
Signature /2 é 4\’3/—3\’__’
—= ==l
Name of the Member: Mr. Gowthamghosh B
Date: 9/(,{2 og/z 202} : ,
— Aol Tloloy - e A
Address: 1( (’Yr'\r'] Q,/ H—L‘./(J ("vkﬂfl—’g.i)ﬂv}\/ Q'{‘_SLCPY\/"V“"&' A B) L/ S 6C| ) J
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ACCEPTANCE LETTER

From,

Mr. Madhusudhanan Nair
Lex Nexus

Karnataka

To

The Director,
Institute of Health Management Research,
Near Thinuna Reddy Layout, Hulimangala Post,

Electronic city Phase-],
Bangalore - 560105

Sub: Consent to be Legal Expert of Institutional Review board [IHMR Bangalore (IRB-
ITHMR-B)

Ref: Your Letter No: IRB/IIHMR-B/07 dated: 21+ Feb 2021

Dear Sir,

In response to your letter stated above, | give my consent to become a Legal Expert of
[RB-IIHMR-B. I shall regularly participate in the IRB meeting to review and give my
unbiased opinion regarding the ethical issues. I shall be willing for my name, profession,
and affiliation to be published. I shall not keep any literature or study related

document(s) with me after the discussion and final review. I shall maintain all the
research project related information confidential and shall not reveal the same to

anyone,
I'herewith enclose my CV for records,
Thanking you,

Yours sincerely,

A

Signature _{A\V‘/
Name of the Member: Mr., Madhusudhanan Nair

Date: /¢( %] 2025

Address: . ol
= 20,1 Flogr, 1S evess, Mndknvb\maﬁ.a&
. BAwenlaps — o1
| . - .
Telephone No: (Off) (Res) email; YOadhu nedy Leus e»]o\huu.(s.-,,-,

Q845507639
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ACCEPTENCE LETTER

From, .

Ms. Indira Chikkatur

Tower 3, Apartment 803

Tata Paramount, Ittamadu, Bangalore
Karnataka

To

The Director,
Institute of Health Management Research,

‘ear Thimma Reddy Layout, Hulimangala Post,

Electronic city Phase-,
Bangalore - 560105

Sub: Consent to be Lay Person of Institutional Review board [IHMR Bangalore (IRB-1IHMR-

B)

Ref: Your Letter No: IRB/IIHMR-B/08 dated: 21 Feb 2021

Dear Sir,

In response to your letter stated abave, I give my consent to become q Lay Person of IRB-
HHMR-B. I shall regularly participate in the IRB meeting to review and give my unbiased
opinion regarding the ethical issues. | shall be willing for my name, profession, and
affiliation to be published, | shall not keep any literature or study related document(s) with
me after the discussion and final review. I shall maintain all the research project related
information confidential and shall not reveal the same to anyone,

! herewith enclose my CV for records.
Thanking you,
Yours sincerely,

i N ity

Signature W T s i ko

Name of the Member: Ms. Indira Chilkatur

'

/ 1
Date; % [.5 Jur52,
f

¢

Address: 7 S0~ flamal [t uiy

Telephone No: (0ff) (Res)
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ACCEPTANCE LETTER
From,

Mr. Madaiah Madegowda
National Institute of Mental Health And Neuro Sciences (NIMHANS)
Karnataka

To

The Directar,

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],

Bangalore - 560105

Sub: Consent to be member of Institutional Review board IIHMR Bangalore (IRB-IIHMR-
B)

Ref: Your Letter No: IRB/ITHMR-B/09 dated: 215t Feb 2021

Dear Sir,

In response to your letter stated above, I give my consent to become a member of IRB-
[THMR-B. [shall regularly participate in the IRB meeting to review and give my unbiased
opinion regarding the ethical issues. I shall be willing for my name, profession, and
affiliation to be published. I shall not keep any literature or study related document(s)

with me after the discussion and final review. I shall maintain all the research project
related information confidential and shall not reveal the same to anyone.

I herewith enclose my CV for records,
Thanking you,

Yours sincerely

Signature

Name of the Member: Mr. Madaiah Madegowda
Date:
Address:

Telephone No: (Off) (Res) th( C‘%J ':,L‘:/L‘}g Lp[l email; Pﬂ’\aé{ ZlLy a,{/\‘\ﬁ ¥y @;,r
grnail . eom

For Instiiute of Hez!th Managamant Reszarch, Bangalore

i Ty i3l

Maﬂu V\"Mﬂ;\ If\ﬂﬁ:

Director



ACCEPTENCE LETTER
From,
Dr.TaraM S
Institute of Health Management Research
Karnataka
To

The Director,

Institute of Health Management Research,
Near Thimma Reddy Layout, Hulimangala Post,
Electronic city Phase-],

Bangalore - 560105

Sub: Consent to be member of Institutional Review board IIHMR Bangalore (IRB-1IHMR-
B)

Ref: Your Letter No: IRB/IIHMR-B/11 dated: 215t Feb 2021
Dear Sir,

In response to your letter stated above, | give my consent to become a member of [RB-
IIHMR-B. I'shall regularly participate in the IRB meeting to review and give my unbiased
opinion regarding the ethical issues. | shall be willing for my name, profession, and
affiliation to be published. I shall not keep any literature or study related document(s)
with me after the discussion and final review. [ shall maintain all the research project
related information confidential and shall not reveal the same to anyone.

L herewith enclose my CV for records,

Thanking you,

Yours sincerely,
|

Signature

Name of the Member: Dr. Tara M S

Date: © 2! a1\ P s
Address: #if ' ¢ T (. h,,\ ¢
oy sy . Q g5\ Y
. R - B = . A Al e T T
Telephone No: (Off) (Res) .= % 3301 email: /a0
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Membership requirements of the Institutional ethics committee

1. Roles and responsibilities of the members
1.1 Chairperson
He /She is responsible to chair the meetings and liaise directly with the Director/Officer-in
Charge of the Institute, report the meeting outcomes to the Director, invite independent
consultants to provide special expertise to the IEC on proposed research protocol. He /She
should work in close co-ordination with the Member Sccretary, review and sign along with the
member secretary all the minutes, proposals and work towards the smooth function of the 1EC.
Chairperson shall be from outside the institution.
1.2 Member seeretary Organizing an effective and efficient tracking procedure for each
proposal received
e Preparation, maintenance and distribution of study files
» Allocation of project reviews to specific members to facilitate efficient dispensation
of the projects.
* Organizing IEC meetings regularly
* Preparation and maintenance of meeting agenda and minutes
* Receive and check for the completeness of the documents for review by the IEC
e Co-ordinate with the investigators for the translation of the documents.
e Organize the IEC documentation. communication and archiving
e Ensure training of IEC secretarial and IEC members.
» Ensure SOPs are update as and when required.
e Ensure adherence of IEC functioning of the SOPs.
* Prepare report and response to audits and inspections.
* Ensure completeness of documentation at the time of receipt and timely inclusion for
IEC review.
* Assess the need for expedited review/ exemption from review or full review.
»  Assess the need to obtain prior scientific review, invite independent consultant,
patient or community representative.
e Ensure quorum during the meeting and record discussions and decision.

1.3 Basic medical scientist
e Scientific and ethical review with special emphasis on the intervention, benefit-risk,
analysis. research design, methodology and statistic, continuing review process, SAE,
protocol deviation, progress, and completion report.
* Forclinical trials. pharmacologist to review the drug safety and pharmacodynamics.
1.4 Clinician
e Scientific review of protocol including review of the intervention, benefit-risk
analysis, research design, methodology, sample size, site of the study and statistics.
* Ongoing review of protocol (SAE, protocol deviations, or violations. progression and
completion of report)
e Review of medical care and facility, appropriateness of principal investigator,
provision for medical care, management and compensation.
*  Through review of protocol, investigator brochure (if applicable), and all other
protocol details and submitted documents.

e
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The terms of reference of the committee

1. Why the Commiffee?
The Institute works at state, national, and international levels and being a research organization,
it is mandatory to have a committee on ethics. Many times, research studies are conducted in
collaborations of other organizations. This also emphasized to follow the guidelines by all the
partners consensually. Assuring quality of research at the [nstitute and rights-based approach,
it become mandatory to establish the institutional mechanisms and formal systems to make it
functional and more visible.

2. Mission
The Committee is dedicated to ensuring three principles of respect, beneficence, and justice
Health Management Research endeavors.

3. Vision
The health management research conducted at IIHMR. Bangalore is directed towards the
increase of knowledge. conducted under conditions that no person(s) become mere means for
the betterment for researchers, professional fair treatment and transparency; and consistent with
the persons dignity and well-being that they are placed at no greater risk. The outcome(s) of
the rescarch are applied for community benefits at large.

4. Objective
The objective of Standard Operating Procedure (SOP) is to ensure quality and consistency in
review of clinical research proposals and to follow the ICMR and national ethical guidelines for
biomedical rescarch on human subjects.

5. Composition of the Committee

1EC shall be multidisciplinary and multisectoral in composition.
The Committee at least 8-9 members with adequate representation of age. and professional
expertise. About one-half of the members are women. The external members shall be in
majority to ensure the independence of the committee.
The composition is as follows:

i.  Chairperson

ii.  1-2 basic clinicians /medical scientists/ Pharmacist

iii.  One representative of non-governmental voluntary agency
iv.  One legal expert or retired judge

v.  One health management expert/ social scientist/ ethicist
vi.  One lay person from the community
vii,  Member secretary

The chairperson may call upon subject experts (in consultation with the Dean, Research) as
independent consultants who may provide special review of selected research protocols, if
needed. However. overall authority is the Chairperson of the committee. The Director,
ITHMR Bangalore will constitute the committee.

6. Membership Duration and Responsibilities
6.1 The duration of appointment is initially for a period of 3 years
6.2 At the end of 3 years, the Director may reconstitute the Committee

For Institute of Haa'th Man=gement Research, Bangalare
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SOP Title: Terms of Refercnce of Committee SOP-02

difficult choices in ethics review and counsel each other when researchers make mistakes or
feel frustrated.
9.1 The responsibilities of the Committee can be defined as follows:

9.1.1 To ensure a competent ,independent ,scientific / technical review along
with all ethical aspects of the project proposals received by itin an objective
manner

9.1.2 To protect the dignity, rights and well-being of the potential research
participants.

9.1.3 To ensure that universal ethical values and international scientific standards
are expressed in terms of local community values and customs; and

9.1.4 To assist in the development and the education of a research community
responsive to local health care requirements.

9.2 The Committee will be involved at three crucial stages of a research study:

9.2.1 At the time of proposal submission conduct ethical scrutiny of research
proposals from staff and students and researchers.

9.2.2  After the approval and contractual agreement with the funding agency
and before the study starts/ Monitor ethical conduct of research

9.2.3 At the time of report submissicn/ the end-result

10 At the time of proposal submission
10.1 The Member secretary will screen the proposals for their completeness and
depending on the risk involved categories them into three types, namely:
o Exemption from review (Proposals which present less than minimal risk),
o Expedited review (Proposals presenting no more than minimal risk to research
participants) and
o Full review.
An investigator cannot decide that her/his protocol falls in the exempted category without
approval from the Committee. Minimal risk would be defined as one which may be anticipated
as harm or discomfort not greater than that encountered in routine daily life activities of general
population or during the performance of routine physical or psychological examinations or
tests.
10.2  Exemption from review: Proposals which present less than minimal risk can be
exempted from the ethical review
10.3  Expedited review: Keeping in view the urgency / time constraints for submitting
the proposal, it is mandatory to follow the process. In this case, a provisional ethical
clearance will be provided by the committee or sub-committee. However, the
Project coordinator needs to follow the complete process within the stipulated time,
that is, one week or the Chairperson’s decision based on the situation.
10.4  Research studies which are related to disaster management, emergency.
epidemic, ete. will also be considered for expedite review.
10.5 Consider. as appropriate, ethical issues arising in connection within [THMR
research and will report to the Director, IIHMR
10.6  Afterthe approval and contractual agreement with the funding agency and
before the study starts
10.6.1 The PI is supposed to share all the data collection tools with the
Committee within a month (maximum period) before submission to the
funding agency. The Committee will facilitate reviewing the tools from
cthical perspective.
10.6.2 Keeping in view the adherence to the ethical guidelines, the training
schedule to orient the field team about the project, tools and “dos and
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SOP-02

SOP Tite: Terms of Reference of Committec

- Discourage prolonged discussion of minor matters by asking: is it an ethical
issue? is it appropriate?

11.3  Decisions will be taken by consensus after discussions within the committee
members in a meeting. The PI or the tecam member nominated by the PI will be
invited to offer clarifications if needed. Independent consultants/Experts will be
invited to offer their opinion on specific research proposals. IEC may call upon
subjects experts as consultants for review of selected research protocols.
These experts may be specialists in ethical or legal aspects, specific disease or
methodologies, or represent specific communities, patient groups or special
interest groups e.g. Cancer patients, HIV/AIDS positive persons or ethnic
minorities. They will not take partin the decision making process. The decisions
will be recorded and filed in a systematic manner.

[EC can give one of the following decisions based on broad consensus or majority vote shall
be recorded
s Approved — with or without suggestions or comments;
* Revision with minor modifications/amendments — approval is given after examination
by the Member Secretary or expedited review, as the case may be;
e Revision with major modifications for resubmission — this will be placed before the
full committee for reconsideration for approval: or
» Not approved (or termination/revoking of permission if applicable) — clearly defined
reasons must be given for not approving/terminating/revoking of permission

12 Updating the Committee members

12.1  Itis every committee members” responsibility that all relevant new guidelines
should be brought to the attention of the members.

12.2  Institute’s internal committee members should be encouraged to attend
national and international training programs in research ethics for maintaining
quality in ethical review and be aware of the latest developments in this area.

12.3  All relevant information on ethics will be brought to the attention of the
members of [EC by the Member Secretary.

All new IEC members must review all applicable sops prior to undertaking any
responsibility at the IRB. Evidence of training must be documented and filed with the IEC
convenor.

AllIEC members must be conversant with ICMR guidelines for Research involving Human
subjects, Schedule Y of the Drugs and cosmetics Act, GCP guidelines.
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Introduction

The purpose of this SOP-3 is to streamline the policy for conditions of appointment and
the quorum required.

2. Scope of the Process

Conditions of appointment and the quorum required: -

2.1 A minimum of five members or one third of the total members must be present at a
meeting besides Member Secretary and Chairperson to issue a valid advice and/or
decision, provided quorum is met.

2.2 Professional qualifications of the quorum requirements should consist of:

5

L

(%]

1. One legal expert

2. One Clinician

3. One socio-behavioral scientist/ one basic scientist depending on the projects to be
discussed

4. At least one member who is independent (nonaffiliated) of the institution/research
site.

5. Preferably the lay person should be part of the quorum.

The quorum for reviewing regulatory clinical trials should be in accordance with
current CDSCO requirements.

7. No decision is valid without fulfilment of the quorum.

&

3 Member of the quorum appointed under the following conditions:

2.3.1 Willingness to abide by the requirements laid in the SOP

2.3.2 Willingness to publicize his/her full name, profession, and affiliation.

2.3.3 Staying up to date with the changing requirements

2.3.4 All financial accountability, reimbursement for work and expenses, if any, within
or related to the IEC should be recorded and made available to the public upon request.
2.3.5 Al IEC members and independent consultants must sign confidentiality / conflict
of interest agreements regarding meeting deliberations, applications, information on
research participants and related matters.

Roles and Responsibilities

3.1 Regularly attend and actively participate in the IEC meetings

3.2 Review. discuss and consider research proposals submitted for evaluation.
Reviewers for each proposal will review the study. Later, if any other issues
the other [EC members can voice their comments/suggestions.

3.3 Discuss serious adverse event reports and recommend appropriate action(s)

Review the progress reports and monitor ongoing studies as appropriate.
4 Evaluate final reports and outcomes
.5 ldentifying and motivating faculty within the institution
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SGP 04: PROCEDURE FOR RESIGNATION, RE
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Introduction

The purpose of this proposal is to streamline the policy for procedure for resignation,
replacement or removal of member

Lo

Scope of the Process

Members may resign their positions by submitting a letter of resignation io the
Chairperson.

Members may also be disqualified from continuance in the following circumstances:

2.1 Absence for three consecutive meetings.

2.2 Should the Chairperson provide written arguments to the (other) members and there
is unanimous agreement

2.3 Members do not comply to the responsibilities set for the members (stubborn- sets

up stage for argument/ non-punctual/not thorough with the job assigned)

2.4 Members that have resigned or have been disqualified may be replaced by director/
officer in charge. Authority to replace shall be with the chairperson.

For institutional Ethics Committee members, it is mandatory that the new members will
act as observers for at least three meetings prior to their induction into the IEC.

Members are appointed for a period of 3 years and the Member Secretary will also
serve the tenure for 3 years.

Roles and Responsibilities

The membership shall be reviewed by the IEC if the member is a regular defaulter, If deemed
necessary. the IEC may decide to terminate the membership.

V.

(%]

I. News Appointments may be made in the consultation with Member Secretary.

2

On completing the tenure of the Member Secretary, he/she will be appointed as a
member for a period of 6 months for ensuring smooth transition and the necessary
help to the Member Secretary as per the decision of the Director/Officer-In-Charge.

3. The new member secretary should be affiliated member for at least six months
before taking up the charge.

Measures

Documentation of the resignation/removal/replacement will be recorded in the
meeting minutes of the next duly constituted IEC meeting

The Ethics Committee will include some rotation in appointment of new members
after a period of three-years, but it will also strive to ensure continuity within the IEC.

/

At no point of time will more than 25% of members be replaced.

Forinstifute of Health Management Rese arch; Banaoalore
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1 Introduction

The purpose of this proposal is to streamline the policy to Develop, Review,
Distribution and Revision of SOP

2 Scope of the Process
2.1 Details of documents to be submitted for IEC review:
2.1.1 Cover letter to the Member Sccretary

2.1.2  Type of review requested
2.1.3  Application form for initial review

2.1.4 The correct version of the informed consent document (ICD) in English and
the local language(s). Translation and back translation certificates (if
applicable)

.5 Case record form/questionnaire

.6 Recruitment procedures: advertisement, notices (if applicable)

7 Patient instruction card. diary, ete. (if applicable)

.8 Investigator’s brachure (as applicable for drug/biologicals/device trials)

Details of funding agency/sponsor and fund allocation (if applicable)

.10 Brief curriculum vitae of all the study researchers

.11 A statement on COL if any

.12 GCP training certificate (preferably within 5 years) of investigators (clinical

N
\O

trials)
2.1.13 Any other research ethics/other training evidence, if applicable as per [EC
SOP

2.1.14 List of ongoing research studies undertaken by the principal investigator (if
applicable)

2.1.15 Undertaking with signatures of investigators

2.1.16 Regulatory permissions (as applicable)

2.1.17 Relevant administrative approvals (such as HMSC approval for international

trials)

2.1.18 Institutional Committee for Stem Cell Research (IC-SCR) approval (if
applicable)

2.1.19 MoU in case of studies involving collaboration with other institutions (if
applicable)

2.1.20 Clinical trial agreement between the sponsors, investigator and the head of the
institution(s) (if applicable)

2.1.21 Documentation of clinical trial registration (preferable)

2.1.22 Insurance policy (it is preferable to have the policy and not only the insurance

certificate) for study participants indicating conditions of coverage, date of

commencement and date of expiry of coverage of risk (if applicable)

Indemnity policy. clearly indicating the conditions of coverage, date of

commencement and date of expiry of coverage of risk (if applicable)

)
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SOP Title: Committee in General SOP-05

L

2.4.22 Initial scrutiny by secretariat for completeness of proposal at the time of
submission

2.4.23 Training secretariat staff on quick scrutiny of essential elements to be
addressed at the time proposal submission for acceptance and allocation of
unique ID and convincing the investigators on the lacunae

2.4.24 Strict adherence to acceptance on first come first served basis for full board
studies

2.5 Informed consent process

2.5.1 Informed consent protects the individual’s autonomy to freely choose whether
or not to participate in the research. The process involves three components —
providing relevant information to potential participants, ensuring the
information is comprehended by them and assuring voluntariness of
participation. Informed consent should explain medical terminology in simple
terms and be in a language that the participant understands.

2.5.2 The informed consent document (ICD), which includes patient/participant
information sheet (PIS) and informed consent form (ICF) should have the
required elements and should be reviewed and approved by the EC before
enrolment of participants. For all biomedical and health research involving
human participants, it is the primary responsibility of the researcher to obtain
the written, informed consent of the prospective participant or legally
acceptable/authorized representative (LLAR). In case of an individual who is not
capable of giving informed consent, the consent of the LAR should be obtained.
If a participant or LAR is illiterate, a literate impartial witness should also be
present during the informed consent process.

2.5.3 In certain circumstances audio/audio-visual recording of the informed consent
process may be required, for example in certain clinical trials as notified by
CDSCO.

2.5.4 Verbal/oral consent/waiver of consent/re-consent may be obtained under certain
conditions after due consideration and approval by the IEC. See section 5 for
further details.

Follow up process by the team:
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3.6.

3T

The Member Secretary/Secretariat shall screen the proposals for their completeness
and depending on the risk involved categorize them into three types, namely,
exemption from review, expedited review, and full committee review.

. A researcher cannot decide that her/his proposal falls in the exempted, expedited or

full review category. All research proposals must be submitted to the IEC. The decision
on the type of review required rests with the IEC and will be decided on a case-to-case
basis. Researchers can approach the [EC with appropriate justification for the proposal
to be considered as exempt, expedited or if waiver of consent is requested.

. Expedited review can be conducted by Chairperson, Member Secretary and one or two

designated members or as specified in SOPs.

. Approval granted through expedited review and the decisions of the SAE

subcommittee must be ratified at the next full committee meeting.

. IEC members should be given enough time (at least 1 week) to review the proposal

and related documents, except in the case of expedited review.

All TEC members should review all proposals. However, the IEC may adopt different
procedures for review of proposals in accordance with their SOPs.

The [EC may adopt a system for pre-meeting peer review by subject experts and obtain
clarifications from the rescarchers prior to the meeting in order to save time and make
arch, Bangaloie

s Daco
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e Public health programmes by govt agencies such as programme evaluation where
the sole purpose of the exercise is refinement and improvement of the programme
or monitoring (where there are no individual identifiers).

4.3. Expedited review: Keeping in view the urgency / time constraints for submitting the

proposal, it is mandatory to follow the process. In this case, a provisional ethical clearance
will be provided by the commitiee or sub-committee. However, the Project coordinator
needs to follow the complete process within the stipulated time, that is, one week.

Proposals that pose no more than minimal risk may undergo expedited review, for example.

Rescarch involving non-identifiable specimen and human tissue from sources like
blood 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
or correction of typographical errors and change in researcher(s).

Revised proposals previously approved through expedited review, full review or
continuing review of approved proposals.

Minor deviations from originally approved research causing no risk or minimal risk.
Progress/annual reports where there is no additional risk, for example activity limited
to data analysis. Expedited review of saes/unexpected aes will be conducted by sae
subcommittee: and for multicentre research where a designated main 1IEC among the
participating sites has reviewed and approved the study, a local IEC may conduct only
an expedited review for site specific requirements in addition to the full committee
common review.

Rescarch during emergencies and disasters.

4.4. Full committee review: All research proposals presenting more than minimal risk

that are not covered under exempt or expedited review should be subjected to full
committee review, some examples are;

Research involving vulnerable populations, even if the risk is minimal.

Research with minor increase over minimal risk.

Studies involving deception of participants.

Rescarch proposals that have received exemption from review or have undergone
expedited review/undergone subcommittee review should be ratified by the full
committee, which has the right to reverse/or modify any decision taken by the
subcommittee or expedited committee.

Amendments of proposals/related documents (including but not limited to informed
consent documents, investigator’s brochure. advertisements, recruitment methods, etc.)
Involving an altered risk.

Major deviations and viclations in the protocol.

Any new information that emerges during the course of the research for deciding
whether or not to terminate the study in view of the altered benefit—risk assessment.
Research during emergencies and disasters either through an expedited review/
scheduled or unscheduled full committee meetings. This may be decided by member
secretary depending on the urgency and necd.

Prior approval of rescarch on predictable emergencies or disasters before the actual
crisis occurs for implementation later when the actual emergency or disaster occurs.

4.5, Adherence to all regulatory requirements is must,
4.6. Review of Serious Adverse Events (SAE) Reports

For Institute of Health Managemant Rezecarch, Bangalore
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6.

population or during the performance of routine physical or psychalogical
examinations or tests.
5.4. Ethicist
5.4.1. The independent rcader signs the Ethics Declaration (to be developed) to indicate
that they have read the proposal and offered advice as appropriate.
5.4.2. The level of ethical review may be needed if funding is awarded, and when this
should take place.
5.5. Principal investigators’
5.5.1. [Itis the principal investigators’ respansibility to make the team informed about
ethical aspects of the study and sincercly follow the same.

Measures

6.1. Annual audits by internal and external faculty using a structured checklist
6.2. Data analysis as part of the quality cell of the institution

6.3. Getting the entire process of functioning on e-platform

Verification Activities

7.1. Audits scheduled in advance and intimated to study team

7.2. Study documents issued to auditors for preparation

7.3. During audit — Use checklist to focus on essential elements

7.4. Observations of audit sent to PI’s thru the secretariat and Pls must respond with
clarifications within stipulated timeframe

7.5. Closure of observations only on satisfactory responses and Final feedback given.

7.6. Structured study-related documents and strict timelines for submissions - notifications of
events, amendments, CIOMS, SAE’s, Extension of approval, protocol deviations. change
in investigators, Progress reports

7.7. Allotment of specific documents to same reviewer to ease process of review

7.8. If risk outweighs benefits to patients, the 1EC can sus 1d or terminate a study
prematurely

For Inziitute of Heah Managsmcnt Research, Bangalore
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Introduction

The purpose of this proposal is to streamline the selection of IEC for the vulnerable
population.

Scope of the Process

Vulnerable populations have an equal right to be included in research so that benefits
accruing from the research apply to them as well,

Individuals may be vulnerable if they are:

1. Socially. economically, or politically disadvantaged and therefore susceptible to
being exploited.

2. Incapable of making a voluntary informed decision for themselves or whose
autonomy is compromised temporarily or permanently, for example people who
are unconscious, differently abled.

3. Able to give consent, but whose voluntariness or understanding is compromised

due to their situational conditions.
4. Unduly influenced either by the expectation of benefits or fear of retaliation in
case of refusal to participate which may lead them to give consent.

Roles and Responsibilities

Researchers
I. Recognize the vulnerability of the participant and ensure additional safeguards are
in place for their protection.

2. Justify inclusion/exclusion of vulnerable papulations in the study.

3. Have well defined procedures (SOPs) to ensure a balanced benefit-risk ratio.

4. Ensure that prospective participants arc competent to give informed consent.

5. Take consent of the legally acceptable adult when a prospective participant lacks

the capacity to consent.
Some example of the vulnerable group
a. Risks for women participants in clinical trials/intervention studies
Rescarchers must provide the IEC with proper justification for inclusion of pregnant
and nursing women in clinical trials designed to address the health needs of such women
or their foetuses or nursing infants. Some examples of justifiable inclusion are trials
designed to test the safety and efficacy of a drug for reducing perinatal transmission of
HIV infection from mother to child. trial of a device for detecting foetal abnormalities
or trials of therapies for conditions associated with or aggravated by pregnancy, such
as nausea, vomiting, hypertension or diabetes.
If women in the reproductive age are to be recruited, they should be informed of the
potential risk to the foetus if they become pregnant. They should be asked to use an
effective contraceptive method and be told about the options available in case of failure

of contraception.

For Institute of Health Management Reszarch, Bangalore
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4. Only the full committee should do initial and continuing review of such proposals. It
is desirable to have empowered representatives from the specific populations during
deliberations.

Sponsors

I The sponsors should justify the inclusion of vulnerable groups in the protocol and
make provisions for protecting their safety.

2. The sponsor must enable monitoring and ensure that procedures are in place for

quality assurance (QA) and quality control (QC).

"The sponsor should ensure protection of the participants and research team if the

research is on sensitive topics.

(O8]

V. Activity Description

If vulnerable populations are to be included in research, all stakeholders must ensure
that additional protections are in place to safeguard the dignity, rights, safety. and wellbeing
of these individuals.

Following steps must be considered: -

1. Researchers must justify the inclusion of a vulnerable population in the research

IECs must satisfy themselves with the justification provided and record the same in the

proceedings of the institutional Ethics committee (IEC) meeting

3. Additional safety measures should be strictly reviewed and approved by the 1ECs.

4. The informed consent process should be well documented. Additional measures such
as recording of assent and reconsent, when applicable, should be ensured.

5. Full board proposals will be accepted no expedited proposals will be accepted

¢S]

V. Measures

IECs special responsibilities when research is conducted on participants who are
suffering from mental illness and/or cognitive impairment. They should exercise
caution and require researchers to justify cases for exceptions to the usual requirements
of participation or essentiality of departure from the guidelines governing research,
[ECs should ensure that these exceptions are as minimal as possible and are clearly
spelt out in the Informed consent document (1ICD).

V1. Verification Activities

1. Examine whether inclusion/exclusion of the vulnerable population is justified.
2. Carefully determine the benefits and risks to the participants and advise risk
minimization strategics wherever possible

Divector
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I. Introduction

The purpose of this proposal is to have a policy regarding training new and existing
committee members

I1. Scope of the Process

i.  Members should be trained in human research protection, IEC functions and SOPs,
and should be conversant with ethical guidelines, GCP guidelines (if applicable) and
relevant regulations of the country.

ii.  IEC members should undergo initial and continuing training in human research
protection, applicable IEC SOPs, and related regulatory requirements.

I11. Roles and Responsibilities

i.  IEC members should be aware of local, social, and cultural norms and emerging
ethical issues.
ii.  Members: Encouraged to attend workshops, conferences, and training
i, Researchers: Training students and faculty on ethical principles of research, the
process of submission of proposals
iv.  IEC initiated competitive grants for ethics-related research for students, faculty,
and members of [EC
v.  Additional grants for ethics-related research resulting in Publications
vi.  Allnew IEC members must review all applicable sops prior to undertaking any
responsibility at the IRB. Evidence of training must be documented and filed
with the [EC convenor.
vii.  All TEC members must be conversant with ICMR guidelines for Research
involving Human subjects, Schedule Y of the Drugs and cosmetics Act, ICH GCP
guidelines.

V. Measures

i Any change in the relevant guidelines or regulatory requirements should be
brought to the attention of all IEC members

V.  Verification Activities

All trainings should be documented.

Jahs Wf-xa\/\o\a-(k\
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I. Introduction

The purpose of this proposal is to streamline the policy to monitor or prevent the
conflict of interest

II.  Scope of the Process

I Conflict of interest (COI) is a set of conditions where professional judgement
concerning a primary interest such as participants welfare or the validity of
research tends to be unduly influenced by a secondary interest. financial or
non-financial (personal, academic or political).

il COl can be at the level of researchers. IEC members, institutions, or sponsors.

i, If COl is inherent in the research, it is important to declare this at the outset
and establish appropriate mechanisms to manage it.
COI within the IEC should be declared and managed in accordance with standard
operating procedures (SOPs) of that 1EC.

I11. Roles and Responsibilities

1. Research institutions must:

i.  Develop policies and SOPs to address COI issues that arc dynamic, transparent,
and actively communicated.
i..  Implement policies and procedures to address COI and conflicts of commitment
and educate their staff about such policies.
iii.  Monitor the research or check research results for accuracy and objectivity; and
not interfere in the functioning and decision making of the [EC.

2. Researchers must:

1. Ensure that documents submitted to the IEC include disclosure of COI (financial or
nonfinancial) that may affect their research.

il. Guard against conflicts of commitment that may arise from situations that place
competing demands on researchers’ time and lovalties; and

iii. Prevent intellectual and personal conflicts by ensuring they do not serve as
reviewers for grants and publications submitted by close colleagues, relatives and/or
students.

IV, Measures
i.  IECs must evaluate each study considering any disclosed COI and ensure appropriate

action is taken to mitigate this.

V. Verification Activities

IECs must:

Director
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Dr.Sarala.R

From: Office of the Director — [IHMR Bangalore .

Sent: 03 June 2022 16:01 _ =
To: Mail List IHMRB ;
Cc: Dr. Usha Manjunath

Subject: IRB Approval - reg

Attachments: provisionalCertificate.pdf

Follow Up Flag: Follow up

Flag Status: Flagged

Dear All,

Greetings from IIHMR Bangalore!!!

We are happy to inform you all that IHMR, Bangalore received Provisional registratlon for setting-up of Institutional
Review Board (IRB) viz., ethical clearance for caring out clinical and non- —clinical studies for internal and external

wncies.

Following are the IRB members and their roles in the “Institutional Review Board IIHMR Bangalore”

Sl no Name of the member Member role in the committee
1 Dr. Ravi Kumar Chairperson

2 Dr. Sarala Raju Member Secretary

3 Dr. Karnua Ramesh Basic Medical Scientist
4 Dr. Chethana HS Clinician

5 Dr. Akash Gajanan Prabhune Clinician

6 Mr. Gowthamghosh B Social Scientist

7 Mr. Madhusudhanan Nair Legal Expert

8 Ms. Indira Chikkatur Lay Person

9 Mr. Madaiah Madegowda Member

10 Dr. Allen P Ugargol Member

11 Dr. Tara M S Member

2 Mr. Rajendra D Other Supporting Staff
13 Ms. Aryaka Nikesh Kumar Other Supporting Staff -

Attaching the provisional registration certificate.

With warm regards
Dr. Usha Manjunath
Director

Institute of Health Management Research, South Campus, Bangalore S v
Hulimangala Post Electronic City Phase-1, Bangalore - 560105 ; :

m: 9591910999 p: 080-61133802, e: usha.m&

Diihmrbangalore.edu.in w: ||hmrbangalore edu in~

Director
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From: Office of the Director - IIHMR Bangalore

Sent: 09 June 2022 18:22

To: dr.chethana.hs

Cc: Dr. Usha Manjunath; Dr.Sarala.R; Dr. Akash Gajanan Prabhune _
Subject: Invitation for the first IEC Meeting of IIHMR Bangalore : :
Attachments: IEC_approval_letter.pdf; V.1_SOP_IEC.pdf o y o

Dear Dr. Chethana,
Greetings from IIHMR Bangalore,

It is our pleasure to announce, that the approval for the Institutional Ethics Committee of IIHMR Bangalore is granted by
the Department of Health and Family Welfare vide letter no. - EC/NEW/INST/2021/1663.

Upon the directives of the Director IIHMR Bangalore and the approval of the Chairman of the Institutional Ethics
Committee, it is decided to schedule the first meeting of the “Institutional Ethics Committee (IEC)” on the 14" of June

)2, at 11:00 am in-person mode

As a member of IEC, you are kindly requested to confirm your availability for the same and any travelling arrangements
required to attend the meeting. '

The agenda of the meeting is outlined below

Activity Owner Time
Welcome address to all the Ethics Committee Dr Sarala R 11:00 to 11:10 am
Members

Chairman’s Address

Dr Ravi Kumar

11:10to 11:20 am

Director’s Address

Dr Usha Manjunath

11:20t0 11:30 am

Presentation of the draft SOPs for the ethics
committee

Dr Akash Prabhune

11:30 to 12:05 pm

Deliberation and Discuss of draft SOPs

Dr Akash Prabhune

12:00 to 12:30 pm

Finalisation and Approval of draft SOPs DrSarala R 12:30to 12:45 pm
Open Discussion by IEC members - 12:45t0 12:55 pm
Vote of Thanks Dr Sarala R 12:55 to 1:00 pm

We invite you to join us for the lunch post-meeting.

Thanking you in anticipation

With warm regards
Dr. Usha Manjunath
Director

Institute of Health Management Research, South Campus, Bangalore

Hulimangala Post Electronic City Phase-I, Bangalore - 560105 -
m: 9591910999 p: 080-61133802, e: usha.m@iihmrbangaiore edu.in w: iihmrbangalore.edu.in

1

Director



Institutional Review board IIHMR Bangalore

Agenda: Discussion on the SOP for the Institutional Review board IIHMR Bangalore

Participants:

|QNRE;

Sl no Name of the member Member role in the committee
1 Dr. Ravi Kumar Chairperson

2 Dr. Sarala Raju Member Secretary

3 Dr. Karnua Ramesh Basic Medical Scientist
4 Dr. Chethana HS Clinician

5 Dr. Akash Gajanan Prabhune Clinician

6 Mr. Gowthamghosh B Social Scientist

7 Mr. Madhusudhanan Nair Legal Expert

8 Ms. Indira Chikkatur Lay Person

9 Mr. Madaiah Madegowda Member

10 Dr. Allen P Ugargol Member

11 Dr.TaraM S Member

12 Mr. Rajendra D Supporting Staff

Special invitee: Dr. Usha Manjunath

Venue: Board room

Date and time: June 14, 2022: 11AM to 1:30 PM

Minutes of the meeting

Jundra

pirecto?

Slno | Time Speaker Recommendation Person
responsible
01 11:22 | Dr. Sarala Raju Welcome address to all the Ethics
Committee Members
02 11:35 | Dr. Usha Greetings to the team and introduction
Manjunath of the team to [IHMR
03 12:09 | Dr. Akash Presentation of the SOP
Gajanan
Prabhune
04 12:11 | Dr. Ravi Kumar To share the DHR guidelines to the team | Dr. Akash Gajanan
Prabhune
05 12:18 | Dr. Karnua Abbreviations to be incorporated in the | Dr. Akash Gajanan
Ramesh footnote Prabhune
ot Insiiuis = 0 o
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06 12:21 | Dr. Karnua Tenure of the members to maintain for
Ramesh three years
07 12:27 | Dr. Ravi Kumar Distance and jurisdiction for the Dr. Akash Gajanan
approval of the proposal to be finalized Prabhune and Dr.
Sarala Raju
08 12:28 | Dr. Ravi Kumar Replace and use the term “Institutional
Review board IIHMR Bangalore(IRB-
IIHMR-B)” instead of ethics or review
09 12:32 | Dr. Ravi Kumar Definitions and abbreviations to be Dr. Akash Gajanan
included in the SOP as a annexture Prabhune and Dr.
Karnua Ramesh
10 12:33 | Dr. Chethana HS | For the IRB-IIHMR-B meetings point to Dr. Akash Gajanan
be mentioned about the physical and Prabhune
virtual presence and condition need to
be specified when a member can go for
a virtual meeting
11 12:34 | Dr. Karnua Follow ICMR guidelines for the virtual Dr. Akash Gajanan
Ramesh meetings Prabhune
12 12:40 | Dr. Ravi Kumar For the members of the committee who | Dr. Akash Gajanan
haven’t received training on “National Prabhune
Ethical Guidelines on Bio-medical and
Health Research” training need to be
arranged on a virtual mode
arrangements and link to be shared to
the respective members
13 .
14 12:48 | Dr. Ravi Kumar Share copies of SOP and annexures with | Dr. Akash Gajanan
all the members of the committee Prabhune
15 12:50 | Dr. Ravi Kumar Standard formats need to be prepared Dr. Akash Gajanan
for the applicants for the submission of Prabhune
the proposals
16 12:56 | Dr. Ravi Kumar Consideration of the applications outside | Dr. Usha
the institution and If considered is any Manjunath
member of the IIHMR group to be a part
of the team- need to be defined
17 12:58 | Dr. Ravi Kumar For the secondary research and meta
analysis the Pl has to apply for the
Ethical clearance, committee will take
call on either to exempt the study from
the clearance or not
18 13:06 | Dr. AllenP Acknowledge on submission of the Dr. Akash Gajanan
Ugargol application for the ethical clearance Pgarbil%”%p Rangzlord

need to be standafdised s tHat " Mianes®
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submission of the application doesn’t
guarantee in approval.

19 13:09 | Dr. Ravi Kumar Need to verify dose annexures addresses | Dr. Sa rala Raju
all the requirements needed for the
approval
20 13:11 | Dr. Ravi Kumar Point to be included for the applicants Dr. Akash Gajanan
while submitting the application that. Prabhune
The applicants need to mention the
regulatory permissions required for the
study
21 13:12 | Mr. Under annexure5 point-8.5.1 an option Dr. Akash Gajanan
Gowthamghosh | of “Other specify” need to be added Prabhune
B
22 13:14 | Dr. Chethana HS | Under Section 12-Decision- making point | Dr. Akash Gajanan
9 and Section 13- Communication first Prabhune
para communicating the results to the
applicant need to be revised
23 13:20 | Dr. Karnua In case of the revision of the application | Dr. Sarala Raju
Ramesh time-frame for the re-submission of the
revised application need to be specified
24 13:23 | Dr. AllenP A question need to be added in the Dr. Akash Gajanan
Ugargol application “For the present study Have | Prabhune
you applied to any other ethical board
before ” if yes mention the reasons for
: rejection
25 13:25 | Dr. Chethana HS | Under section 15 para 1 about record Dr. Sarala Raju
keeping and archiving of data need to be
revised.
26 13:26 | Dr. Allen P Point to mention in SOP “al| Dr. Akash Gajanan
Ugargol communication with the applicant has to | Prabhune
be done through hard copy”
27 13:30 | Dr. Chethana HS | Under section 15 point 11 -recordings of | Dr. Akash Gajanan
the meetings need to be redefined | Prabhune
where sessions will be recorded only in
case of virtual meetings.
28 13:35 | Dr.AllenP Separate system and secure filling Dr. Sarala Raju
Ugargol cabined need to be maintained for the
documentation of the committee
29 13:37 | Dr. Ravi Kumar Section 17- Fee to be paid by the Dr. Usha
applicants for the approval — need to be Manjunath
revised
30 13:40 | Dr. Karnua Under section 13.1- update on prOJect 'Eg | Dr. Akaslx@a anan:!
Ramesh be made once a yeafer Institute of Failih fanagey :'%bhune

Director
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31 13:42 | Mr. Hard copy of the ICMR- guidelines to be | Dr. Akash Gajanan
Gowthamghosh | placed in the office. Prabhune
B
32 13:43 | Dr. Ravi Kumar All the changes need to be furnished Dr. Akash Gajanan
with in 2 weeks of the meeting Prabhune and Dr.
Sarala Raju
33 13:45 | Dr. Ravi Kumar Chair person has appreciated all the

members of the committee.

For ins{itute of Health Manzge
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Agenda

Institutional Review board ITHMR Bangalore (IRB-ITHMR-B)
Mode: Online (link provided below)

Date and time: 3™ Jan 2023, 11 AM
Duration: 1:30 hours (might extend based on the discussion)
Purpose: Quarterly meeting, applications review

Participants: Dr. Ravi Kumar, Dr. Sarala Raju, Dr. Karnua Ramesh, Dr. Chethana HS, Dr.
Akash Gajanan Prabhune, Mr. Madhusudhanan Nair, Ms. Indira Chikkatur, Mr. Madaiah
Madegowda, Dr. Allen P Ugargol, Dr. Tara M S, Mr. Rajendra D, Ms. Aryaka Nikesh Kumar

]

' SI | Content ' Time | Person Responsible
LNO
1| Greeting and welcome note 11:00- Dr Sarala (Member
11:05 Secretary)
2 | Addressing the committee 11:05- Dr Ravi Kumar
11:10 (Chairperson)

3 | Presentation by the applicant 1 11:15- Poulami Dasgupta
Study title: Associations between factors contributing to | 11:25
obesity (dietary habits, physical activity, and psychosocial
Jactors),  resilience (self-efficacy, self-esteem, and
optimism), and HRQoL in Indian adolescents.

4 | Discussion/Questions by team members - 11:25- Committee
applicant 1 11:35

5 | Observations and suggestion by members - 11:35- Committee
applicant 1 11:40

6 | Presentation by the applicant 2 11:40- Dr Jayanthi
Study title: Utilization of Government social protection 11:50
schemes (GSPS) by Female sex workers (FSW) with
HIV/AIDS: A multicentric exploratory study.

7 | Discussion/Questions by team members - 11:50- Committee
applicant 2 12:00

8 | Observations and suggestion by members - 12:00- Committee
applicant 1 12:10 | ]

| WWMP‘&
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Concluding remarks, observations/others 12:10- Dr Ravi Kumar

N 5
10 | Vote of thanks 12:15- Dr. Sarala (Member ‘
B -

https:/lus@Zweb.zocm.us/i/880480

35850?;3wd=bWFuNm9QZ
Meeting ID: 880 4803 5850 Passcode: 104695
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Institutional Review board IIHMR Bangalore
Minutes of the Meeting

Date and time: Jan 03,2023, 11 AM to 12:30 PM
Venue: Board Room (Virtual Mode)
Agenda: Review of the Applications for IRB Approval

Participants:
Sl no Name of the member Member role in the Committee
1 Dr. Ravi Kumar Chairperson
2 Dr. Sarala Raju Member Secretary
3 Dr. Karuna Ramesh Basic Medical Scientist
4 Dr. Chethana HS Clinician
5 Ms. Indira Chikkatur Lay Person
6 Mr. Madaiah Madegowda Member
z Dr. Allen P Ugargol Member
8 Dr. TaraM S Member
9 Mr. Rajendra D Supporting Staff
10 Ms. Aryaka Nikesh Kumar Supporting Staff

Members on leave of absence:

® Mr. Madhusudhanan Nair
® Dr. Akash Gajanan Prabhune
® Mr. Gowthamghosh B

Subject expert:

e Dr. Jitendra Kumar Nirmali (HIV expert)
Presenters:

* Ms Poulami Dasgupta (PD)
® Dr Kiranmayi Koni (CO-PI)

Minutes of the meeting:

® Dr. Sarala Raju Member Secretary welcomed all the members for the 2™ Institutional
Review Board ITHMR Bangalore (IRB-ITHMR-B) meeting and highlighted the agenda
of the meeting and proposals received for the review.

For Institute of Health Mznagement Resaarch, Bangalore
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Director
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 Dr. Ravi Kumar, Chairperson addressed the members and declared that the quorum is
complete with atleast 5 members, including technical members.
* All the members declared that there was no Conflict of interest.

® Dr. Ravi Kumar Chairperson emphasised the objectives of the Ethical clearance
committee as to check —

- Whether all the required standard guidelines have been followed in a study. Eg:
consent, collecting data from samples, ethical issues of interventions etc. |

- The study should benefit the people, benefit the health programmes, and
complement the activities and in line with general principles of the government.

- Sharing of the information; before, during and after the study with the
concerned programme officers, so that overall, there is benefit and Programme
Officers learn from small primary and secondary studies to improve the
activities.

e Findings before dissemination can be discussed among this groups and among
State/District Health Departments so that the way in which conclusion drawn
could be constructive. And it should not be unduly critical or fault-finding
mechanism. Overall, should be a process of extending the learnings.

* The money spent either personal, funded or government ultimately belongs to
people. Therefore, cost and cost effectiveness, the way the money has been
spent is critical to capture.

e Conveyor should update the progress of approved research projects and minutes

of meetings.

e Next, Dr Sarala invited Ms Poulami Dasgupta (PI) to present her study titled:
Associations between factors contributing to obesity (dietary habits, Pphysical activity,
and psychosocial factors), resilience (self-efficacy, self-esteem, and optimism), and
HRQoL in Indian adolescents.

® Ms Poulami Dasgupta presented her study in detail about her profile, university, study
design, participants, objective, method, sampling, study site, tools, and consent for 15
min followed by the discussion by the committee.

* Based on the presentation Dr Ravi Kumar appreciated the presentation by Ms Poulami
Dasgupta and stated that the objectives were clear and enquired on the following:

® Were there any similar studies and what is new about the study?

® Ask to explain one tool how the study plans to measure the resilience.

For insiiiute of Health Management Research, Bangalore
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e Whether ethical clearance obtained by hosting university and whether it is a
self-funded study?

® Ms Poulami Dasgupta replied that the study is new and agreed that there exists
lot of research on obesity especially among children. However, she highlighted
that there is lack of study in India related to obesity and resilience. Further, she
replied that it is a self-funded study and received ethical clearance from her
University and submitted a copy with the application. Also showed the
reference tools she planned to adopt for the study.

 DrRavi Kumar enquired whether the researcher is planning to adopt self-administered
questionnaire or interview. Researcher replied that she is planning for self-
administered questionnaire. Dr Ravi Kumar forewarned the researcher about the
quality and response bias in self-administered questionnaire. The researcher replied
that she will consider doing the interview with the sample population.

 Dr Karuna Ramesh asked whether assent form is attached? The researcher replied that
she will prepare and submit. .

® Dr Allen P Ugargol raised a query whether the researcher is attempting to find self-
csteem as an outcome of obesity or the other way around. Further he suggested to
concentrate on the exposure of the adolescents towards the choices of food and their
awareness towards healthiness, resilient factors, confounders in terms of awareness,
choice, physical activity, and availability etc. Dr Allen further stated that the researcher
should have had the draft tools before seeking ethical clearance. The researcher replied
that she will draft the tools and submit to the committee as early as possible.

e Mr. Madaiah suggested to take consent from the parents of the participant (under the
age of 18). Further, he suggested to include nutrition intake of children and nutrition
literacy of the family and the environment factor- food availability in the tool.

® Dr. Chethana presented the following observations:

o To pay attention to the identification of the respondent in the tools considering
the confidentiality
Requested to submit the tool that will be administered for the present study
© Enquired whether sample population for the study is both Indian and Dutch?
o The consent form is unclear about the person providing the consent and
suggested to submit revised consent and assent (adolescent/sample population).
Ms Poulami Dasgupta replied to Dr Chethana that the present study covers only 650
Indian population and based on the results, there is a plan to do a different intervention
study in Indian and Dutch children. Also, she replied that all the comments of Dr
Chethana will be addressed.

.....
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® Dr Chethana also asked clarification regarding good clinical practice viz., team
involved in research, any training, storing of documents. Dr Ravi Kumar also suggested
to look into GCP guidelines and comply to the requirements. Ms Poulami Dasgupta
replied that she will comply with the requirements.

* Dr Ravi Kumar asked the members for any further clarification. Dr Sarala replied that
Mr Gowthamghosh had shared his queries and after chairperson approval presented the
queries in the meeting: Following are the queries raised by Mr. Gowtham:

o Why the PI submitted this application at Bengaluru, as the study would be in
Kolkata?

o From whom will the investigator take consent? Parent or primary caretaker?
For children between 12 and 18 years of age written assent must be
obtained in the presence of parent

o Place of interview not mentioned in the documents clearly. Whether at school
or child’s home? If at school, how will the investigator obtain assent and
consent?

o Ifinterview to be conducted at school or elsewhere, what measures will be in
place to ensure privacy and confidentiality of the participants?

© Tam not sure about the Tool or Tools to be administered, if the PI can provide
the final tool to be administered it will give more clarity.

o Will the tool be in local language or bi-lingual, who will conduct the
interviews?

©  Are there any Anthropometric measurements to be done? If yes, what kind of
equipment will be used? Will the participants get the result of the
measurements?

Ms Poulami Dasgupta replied as follows:

©  As per the suggestions she will submit the tools to the committee for review

o Will submit revised consent and assent

© Data collection will be done in the school on one-on-one basis and
confidentiality will be maintained.

o Anthropometric measurements viz., height and weight will be measured
through stadiometer and digital weighing scale.

o Random sampling method would be adopted to select schools. Prior permission
from different stakeholders from all levels will be taken prior to data collection.

o All the finalised tools, information sheet and consent/assent forms it will be
translated to local language.
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Dr Ravi Kumar appreciated Mr Gowthamghosh observations and wished Poulami all
the best for the study.

Dr Ravi Kumar asked for the 2™ researcher to present. Dr Sarala introduced Dr Jitendra
Kumar Nirmali as subject expert on HIV who will be part of the review process.

Dr Ravi Kumar requested Dr Kiranmayi Koni (CO-PI) to present the study titled:
Utilization of Government social protection schemes (GSPS) by Female sex workers
(F'SW) with HIV/AIDS: A multicentric exploratory study.

Dr Kiranmayi Koni presented about the study in detail about the study team,
Background, Methodology, sampling, data collection, implications of the study,
participants, objective, study site, tools, and consent for 15 min followed by discussion
by the committee.

Dr Ravi Kumar appreciated Dr Kiranmayi on the presentation of the study. He enquired
about GSPS, inputs given by the government and what exactly the researcher aims to
find in the study. Dr Kiranmayi replied that GSPS stands for “Government Standard
Protection Scheme” by the government for Female Sex Workers (FSW). Further she
added that the present study attempts to understand utilisation of various schemes
through structured -interview questionnaire (interview).

Dr Ravi Kumar mentioned that as the study is cross sectional observational study there
are no issue in conducting the study and requested the committee members to provide
their inputs.

Dr Allen P Ugargol enquired where the researcher will get the data on FSW and
location of the interview. Dr Kiranmayi replied that she will access the data from the
ART centres. Dr Allen further asked as it is confidential information how do you get
the access. Dr Kiranmayi replied that as the study is supported by NACO, they will
issue a letter to concerned State (ART centers) to support in providing the required data
for the study and the interview will be scheduled as per the preference of the sample
respondent. Dr Ravi Kumar suggested to mention in the study that only those coming
to the ART centre would be included in the study. Dr Allen further enquired about the
language of the questionnaire and consent form. Dr Kiranmayi replied that they will
translate the consent and information sheet to the local language.

Dr Tara asked clarification whether the researcher is planning to capture both central
and state scheme and the age group covered. Dr Kiranmayi replied that the study covers
both central and state scheme, and female of 18 years and above.

Dr Chethana asked clarifications on the questions and advised to consider giving
options to open-ended questions and to mention exclusion criteria (sample

Director
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respondents). Further requested the researcher to share their institution IRB
observations on the study. Dr Kiranmayi replied that she will review the questions and
add options wherever applicable, share the institutional IRB observations and include
exclusion criteria,

Dr Allen suggested as the study is supported by NACO to include ART related
information viz., utilization, efficacy and difficulties faced in utilization. Dr Kiranmayi
replied that it will be included in the tool.

Dr. Jitendra Kumar Nirmali commented that most of the queries are being covered by
other committee members and highlighted few corrections in the questionnaire
specifically on Q8. marital status, Q10- religion, Q18- Duration of marriage, Q20, Part-
B -Q6. Dr Kiranmayi replied that the tool will be reviewed based on the comments and
suggestions.

Followed by both the presentation, Dr Ravi Kumar highlighted the following
observations on both the presentation:

Ms Poulami Dasgupta:

o Submission of tools, revised consent form and assent form to the committee
based on the queries and comments received.

© A mail can be sent from the committee to the applicant stating preliminary
observations and submit the required documents within 2 weeks of time

o Provisional approval can be issued by the committee immediately. Once all the
required documents are done the committee will give the final approval.

Dr Ravi Kumar requested Dr Sarala to ensure to collect from future applicants the host
Institutional ethical committee observations.

Dr Ravi Kumar stated that clearance for Dr Kiranmayi Koni application shall be
granted and asked other members opinion.

Dr Chethana also agreed to provide provisional approval for Ms Poulami Dasgupta and
stated that tools, consent form, clarity on the methodology should be provided. And for
Dr Kiranmayi Koni study she mentioned that as it satisfies all the requirements, final
approval can be given.

Dr Karuna Ramesh also agreed to give final approval for the Dr Kiranmayi Koni study
and ‘provisional approval’ for Ms Poulami Dasgupta study considering that the
researcher clarifies the queries raised and submits the required documents within the
specified timeline.
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e Dr Ravi Kumar thanked all the members for the observations and contributions.

e Dr Sarala summarised the session and delivered vote of thanks
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Agenda

Institutional Review board IIHMR Bangalore (IRB-ITHMR-B)
Mode: Online (link provided below)

Date and time: 6" April 2023, 11:30 AM
Duration: 1:00 hour (might extend based on the discussion)

Purpose: Quarterly meeting,

Sl | Content Time Person Responsible
No |
1 | Greeting and welcome note 11:30- Dr Sarala (Member
11158 Secretary)
2 | Addressing the committee 11:35- Dr Ravi Kumar
11:40 (Chairperson)
3 | Update on the previous review meeting 11:45- Dr Sarala (Member
11253 Secretary)
4 | Status update on the applications. 11:55- Dr Sarala (Member
12:05 Secretary)
5 | Discussion 12:05- members
12:20
6 | Concluding remarks, 12:20- Dr Ravi Kumar
12:25 (Chairperson)
7 | Vote of thanks 12:25- Dr. Sarala (Member
12:30 Secretary)

https://usO2web.zoom.us/| 848765749747pwd=V1pPeFFXaVIxM kvvQktWe01gNTE4UTOS

Meeting ID: 848 7657 4974 Passcode: 554138
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Institutional Review board IIHMR Bangalore
Minutes of the Meeting

Date and time: 6™ April 2023, 11:30 AM
Venue: Board Room (Virtual Mode)
Agenda: Quarterly meeting,

Participants:
Sl no Name of the member Member role in the Committee
1 Dr. Ravi Kumar Chairperson
2 Dr. Sarala Raju Member Secretary
3 Dr. Karuna Ramesh Basic Medical Scientist
4 Dr. Chethana HS Clinician
5 Mr. Gowthamghosh B Social Scientist
6 Mr. Madaiah Madegowda Member
7 Dr. Akash Gajanan Prabhune Member
8 Dr. TaraM S Member
9 Mr. Rajendra D Supporting Staff
10 Ms. Aryaka Nikesh Kumar Supporting Staff

Members on leave of absence:

e Mr. Madhusudhanan Nair
e Ms. Indira Chikkatur
e Dr. Allen P Ugargol

Minutes of the meeting:

e Dr. Sarala Raju Member Secretary welcomed all the members for the 2" Institutional
Review Board ITHMR Bangalore (IRB-ITHMR-B) meeting and highlighted the agenda
of the meeting.

e Dr. Ravi Kumar, Chairperson addressed the members and declared that the quorum is
complete with at least 5 members, including technical members.

e All the members declared that there was no Conflict of interest.

e The members of the committee reviewed previous minutes of meetmgs and on- gomg
research updates. o wh Banazamant N

i'U..\.uu.\.C Haziin iz smeEnt e tiren T

*Hil

Dll’uLtOT



INSTITUTE OF HEALTH MANAGEMENT RESEARCE

—— i

Q MNA & nir

e Dr. Sarala Raju Member Secretary addressed the committee and updated about the
number of applications received and the status of the application.

total under under Reason
received | review correction | Approved | rejected

external
applicatio
n 2 0 2 0

internal
faculties 2 1 1

students Incomplete
applicatio application
n 8 0 2 0 6

total 12 1 2 3 6

o Dr. Sarala explained that we have received 2 external application and approved both
after the corrections. 2 internal faculty application received among them 1 application
considered under the expedited review as the data collection was about to start so after
the expedited review given the approval.

e Out of 8 student application 6 got rejected as the standards of the application
were not met and the students haven’t responded back to the IRB mail giving
clarification and revision.

e Dr Sarala summarized that out of 12 applications received 1 is under the review, 2 given
correction, 3 approved and 6 rejected. All the application have been given unique ID
and stored in the secure safe.

e Dr Sarala appealed for suggestions from the team in increasing the number of
applications

~e Dr Ravi kumar has suggested to contact medical colleges in and around
Bangalore, contacting research organization, MPH and Nursing colleges.

e Mr. Madaiah Madegowda suggested on contacting medical bodies as they also
might need ethics board approval.

e Dr Chethan also suggested on spreading awareness our IRB status to the
medical community like paediatric association, ophthalmic association and so
on.

Dr Akash suggested on having an online portal (LMS) for receiving managing the
application and a dedicated person for managing the application, filing and organizing
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the things as we are planning to expand in terms of application, we need a dedicated
person to manage the things.

* Dr Ravi kumar and Dr Karuna Ramesh pointed out that we cannot have a
dedicated members for the IRB, although an dedicated administrative staff for
looking after the applications can be considered if the bulk of application
increases for time being not required.

Dr Akash pointed out on the students application as they are students and not
researchers the mentor/ PI could take look at the application before submitting to the
IRB for the review.

Dr Karuna Ramesh pointed out that the students are masters students and they should
know about the IRB process for the same at the starting of the course an introduction
of the IRB process can be taught to them so that when they start their project they can
submit the proper application to the IRB.

® Dr Sarala and Gowthamghosh B added on the same that during the induction
programme and during the Research methodology module information and
process of application will also be taught to the students.

® Dr Chethan suggested on conducting 1 day workshop on IRB guidelines and
process.

Dr Ravi Kumar thanked all the members for the participation and contributions.

Dr Sarala summarised the session and delivered vote of thanks.
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Agenda
Institutional Review board IIHMR Bangalore (IRB-IIHMR-B)
Mode: Online (link provided below)
Date and time: June 09, 2023, 3:30 PM
Duration: 2:00 hour (might extend based on the discussion)

Purpose: Review of the Applications for IRB Approval

' S1 | Content ' Time Person Responsible

No

1 | Greeting and welcome note 3:30- Dr Sarala (Member
3:35 Secretary)

2 | Addressing the committee 3:35- Dr Ravi Kumar
3:40 (Chairperson)

3 | Update on the previous review meeting 3:45- Dr Sarala (Member
3:55 Secretary)

4 | Presentation by Applicant 1 3:55- Dr. Usha Manjunath

Study title: 360-degree assessment of the Ability and 4:10

Quality of Community Health Officers for management of
Common Health Conditions

5 | Discussion/Questions by team members - 4:10- Committee
applicant 1 4:20

6 | Observations and suggestion by members - 4:20- Committee
applicant 1 4:25

7 | Presentation by Applicant 1 4:25- Dr Vasudha Kemmanu
Study title: Ocular morbidity, visual impairment and its 4:40

association with social factors in children attending
Primary health care services for other health related
problems in Pavagada, India — a pilot Study.

5 | Discussion/Questions by team members - 4:40- Committee
applicant 2 ' 4:50
Observations and suggestion by members - 4:50- Committee
applicant 2 4:55
6 Concluding remarks, 4:55- Dr Ravi Kumar
5:10 (Chairperson)
7 | Vote of thanks 5:10- Dr. Sarala (Member
5:15 Secretary)
For 2aiu MANBCInInt RezeniCi, D
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Meeting link:
https://us02web.zoom.us/i/83037692341?pwd=dVI4SisyTk1ialpTVih30DM1UTIWZz09

Meeting ID: 830 3769 2341

Passcode: 025013
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Institutional Review board ITHMR Bangalore

Minutes of the Meeting

Date and time: June 09, 2023, 3:30 PM to 05:30 PM
Venue: Board Room (Virtual Mede)

Agenda: Review of the Applications for IRB Approval

Participants:

Sl no Name of the member Member role in the Committee

1 Dr. Ravi Kumar Chairperson

2 Dr. Sarala Raju Member Secretary

3 Dr. Karuna Ramesh Basic Medical Scientist

< Dr. Chethana HS Clinician

5 Ms. Indira Chikkatur Lay Person

6 Mr. Madaiah Madegowda Member

7 Dr. Allen P Ugargol Member

8 Dr. TaraM S Member

9 Mr. Gowthamghosh B Social Scientist

10 Mr. Madhusudhanan Nair Legal Expert

L1 Dr. Akash Gajanan Prabhune Clinician

12 Mr. Rajendra D Supporting Staff

13 Ms. Aryaka Nikesh Kumar Supporting Staff
Presenters:

® Dr Vasudha Kemmanu (PI)
® Dr. Akash Gajanan Prabhune (CO-PI)

Minutes of the meeting:

For Institute of Bzalth Managemant Research, Bangalore
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3 Post. Electronie City

* Dr. Sarala Raju Member Secretary welcomed all the members for the 3™ Institutional
Review Board IIHMR Bangalore (IRB-IIHMR-B) meeting and highlighted the agenda
of the meeting and proposals received for the review.

e Dr. Ravi Kumar, Chairperson addressed the members and declared that the quorum is
complete with atleast 5 members, including technical members.

e All the members declared that there was no Conflict of interest.

® The members of the committee reviewed previous minutes of meetings and on-going
research updates.

e Dr. Ravi Kumar Chairperson addressed the committee and emphasised the objectives
of the Ethical clearance committee to check the following:

- Whether all the required standard guidelines have been followed in a study. Eg:
consent, collecting data from samples, questionnaires, ethical issues of
interventions etc.

- Whether it follows the certain standards and guidelines which are set as per
the ICMR guidelines or as per the terms and conditions of this committee.

- To find out the type of assistance or support the researcher requires from
IITHMR or the department.

- The study should benefit the people, and health programmers, complement the
activities, and be in line with the general principles of the government.

- Information should be shared before, during, and after the study with the
concerned program officers so that overall, there is a benefit, and the Program
Officers learn from small primary and secondary studies to improve the
activities.

e Findings before dissemination can be discussed among these groups and
State/District Health Departments which can help the researcher to draw
constructive conclusions. And it should not be an unduly critical or fault-finding
mechanism. Overall, should be a process of extending the learnings.

* The money spent, either personally funded or government, ultimately belongs
to the people. Therefore, cost and cost-effectiveness, the way the money has
been spent is critical to capture.

* Subsequently. Dr. Sarala invited Dr. Vasudha Kemmanu (PI) to present her study titled:
Ocular Morbidity, visual impairment, and Its Association with social Jfactors in children
attending Primary health care services for other health-related Problems in Pavgada,
India — A Pilot Study.
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