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PSG INSTITUTE OF MEDICAL SCIENCES & RESEARCH
Department of Clinical Research and Bioethics

Mission

The mission of the Department of Clinical Research and Bioethics of PSG
Institute of Medical Sciences and Research is to affect a constructive
research culture among the staff of the institution, and to facilitate the
conduct of scientifically rigorous and relevant research that guides policy
and practice towards achievement of the millennium development goals
and the motto ‘Health for All".
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Composition of DCRB

The Principal or Head of the Institution shall be the head of the Department
of Clinical Research and Bioethics.

Faculty interested in improving the quality of research at PSGIMSR and
willing to devote time for the same can become members of the DCRB. 24
faculties voluntarily have come forward to form the DCRB from various

departments.

A core group of 10 members was formed from the general pool to review

protocols and accomplish the objectives of DCRB.

Faculty who wish to become the member of core group should have
1. Publications in National Journals
2. Publications in International Journals
3. Should have undergone advanced level workshop in Research
methodology & Biostatistics conducted by ICMR
4. Should have undergone Ethics training & grant writing training

5. Should have received research grants
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Department of Clinical Research and Bioethics

Objectives

The establishment of a Department of Clinical Research and Bioethics

(DCRB) aims at developing an excellent research culture among the staff

of PSG IMS&R.

Specific objectives therefore include:

1. Coordinating administration of research proposals, and grants for

research.

2. Contribute to the effective functioning of the Institutional Ethics

Committee (IEC).

3. Conducting multi-disciplinary biomedical research studies.

4. Capacity building in biomedical (clinical and health systems)

research.
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Department of Clinical Research and Bioethics

Operational Tasks

The department is responsible for coordinating all aspects of clinical
research including clinical trials that are proposed to be conducted through

the PSG institutions.

Specific functions will be operationalized through processes aimed at:

Ensuring the scientific merit of proposed studies, while maintaining

the integrity of and safeguarding the interests of research volunteers,

the Institute and the Principal Investigators (PIs).

Ensuring and maintaining absolute transparency and explicit

compliance with regulations for research in human subjects.

Effecting transparency and fairness in the financial management of

research.
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Cateqories of Research processed through DCRB

Extramural research proposals are submitted to the DCRB for processing
towards IHEC/IAEC approval. Intramural Clinical research may be either

Investigator initiated or Sponsor initiated

DCRBE,
PSGIMSR
Intramural Extramural
Cliniecal Research
Research
Investigator /\ Sponsor
initiated initiated
PN N
7 N 7 N
Funding source Commissioned by
4 4
/ \\ 'S N
s CATEGORY 3 CATEGORY 4
L \ Other agencies Pharmaceutical or
CATEGORY 1 CATEGORY 2 (ICMR/ WHO etc) other
Institution External For-profit agency

Each of these follows a different operational paradigm.

The final common pathway of all research processed through DCRB is

depicted in the diagram overleaf.

Individual paradigms are described in subsequent sections.
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How your study will progress

N

Data collection ™

Commences
| N
;”/] N L/ N
STEP 4 THEC/TAEC MEETING
At the mesting, the application and supporting
[ documents may e presented and discussed.

The outccme expected is independent ETHICAL
APFROVAL for conducting the propesed study.

/o
STEP 3 DRAFTING THE IHEC/IAEC AFPROVAL APPLICATION
The grincipal investigator and DCREB will review the
proposal and supporting documents prior to submission to

the IHEC/IAEC.

The stakeholders (PRINCIPAL INVESTIGATOR, SPONSOR (if any ) aND DCRB ) will review the
draft propozal with regard o the Study design, Methodology, the budget and flnancial
plan. dissemination plan and éthical ssues,

STEF 2: PEER REVIEW AND DEVELOPMENT OF RESEARCH PROPOSAL
The principal investigator and DCRE will review the

submitted propeosal and together draft a scientifically
robust, ethically sound research proposal.

N

STEP 1: SUEMISSION OF CONCEPT NOTE

The principal investigator submits a concept note to DCRB, with
available regulatory clearances and grantees call for proposals, if
any.

Begin HERE
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PSG INSTITUTE OF MEDICAL SCIENCES & RESEARCH
Department of Clinical Research and Bioethics

Standard Operating Review Procedures for Extramural Research

The Principal Investigator (PI) establishes contact with the DCRB, providing

their contact details (e-mail ID and Telephone number, with/without a postal

address).

Day O

Day 1 to
Day 7

Next

Submit to DCRB
« Covering letter stating specific request.

« One soft copy of research proposal (with/without

1 hard comy)
w1 Tl | el EUFI)II

Proposal undergoes peer review (see appendix 1B)
through an iterative process with the PI.

Process invelves e-mail correspondence and may
involve discussion meetings.

Budget, dissemination plan and ethical issues are
discussed and clarified.

PI makes necessary revisions in the proposal and
submits a completed IHEC/IAEC application in the
prescribed format with supporting documents.
IHEC/IAEC application is finalized and submitted to
IHEC for approval at the next scheduled meeting.

IHEC reviews the application, and may correspond
with the PI regarding further clarifications.

scheduled The IHEC approves all studies that qualify for an

IHEC
meeting

Exempt Approval, and may require the PI to make a
PowerPoint presentation of his/her study at the next
scheduled IHEC meeting.

Step 1

Step 2

Step 3

Step 4

The IHEC/IAEC decision is communicated to the PI in writing within two
working days following the IHEC meeting.

Requisite reports from the PI must be submitted and monitoring by the IHEC
will be conducted until study completion and dissemination for all IHEC
approved studies.
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Department of Clinical Research and Bioethics

Standard Operating Review Procedures for Intramural Category 1, 2
and 3 Research

The Principal Investigator (PI) establishes contact with the DCRB, providing

their contact details (e-mail ID and Telephone number, with/without a postal

address).

Covering letter stating specific request / Letter of Intent /

Research proposal / request for assistance in planning a new
Day O

study.

This is submitted to DCRB as a hard/soft copy.

Feedback provided by DCRB on formatting the proposal, and a
3::21 to meeting for discussing the proposal is scheduled, if required.

Proposal submitted to DCRB in the required format.

Proposal is reviewed through an iterative process with the PI.
Day 3 to Budget and financial plan, dissemination plan and ethical issues
Day 14 are discussed and clarified.

Process involves e-mail correspondence and may involve

discussion meetings.

PI makes necessary revisions in the proposal and submits a
completed IHEC/IAEC application in the prescribed format with

g::r:ils supporting documents.
IHEC/IAEC application is finalized and submitted to IHEC for
approval at the next scheduled meeting.
IHEC reviews the application, and may correspond with the PI
Next regarding further clarifications.
scheduled The IHEC approves all studies that qualify for an Exempt
IHEC Approval, and may require the PI to make a PowerPoint
meeting presentation of his/her study at the next scheduled IHEC

meeting.

The IHEC/IAEC decision is communicated to the PI in writing within two
working days following the IHEC meeting.

Requisite reports from the PI must be submitted and monitoring by the IHEC
will be conducted until study completion and dissemination for all IHEC
approved studies.
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PSG INSTITUTE OF MEDICAL SCIENCES & RESEARCH
Department of Clinical Research and Bioethics

Standard Operating Review Procedures for Intramural Category 1, 2
and 3 Research

The Principal Investigator (PI) establishes contact with the DCRB, providing

their contact details (e-mail ID and Telephone number, with/without a postal

address).
Covering letter stating specific request / Letter of Intent /
Research proposal / request for assistance in planning a new
Day O
study.
This is submitted to DCRB as a hard/soft copy.
Dav 1 Feedback provided by DCRB on formatting the proposal, and a
d:: 2 to meeting for discussing the proposal is scheduled, if required.

Proposal submitted to DCRB in the required format.

Proposal is reviewed through an iterative process with the PI.
Day 3 to Budget and financial plan, dissemination plan and ethical issues
Day 14 are discussed and clarified.

Process involves e-mail correspondence and may involve
discussion meetings.

PI makes necessary revisions in the proposal and submits a
completed IHEC/IAEC application in the prescribed format with

E::’:;s supporting documents.
IHEC/IAEC application is finalized and submitted to IHEC for
approval at the next scheduled meeting.
IHEC reviews the application, and may correspond with the PI
Next regarding further clarifications.
scheduled The IHEC approves all studies that qualify for an Exempt
IHEC Approval, and may require the PI to make a PowerPoint
meeting presentation of his/her study at the next scheduled IHEC

meeting.

The IHEC/IAEC decision is communicated to the PI in writing within two
working days following the IHEC meeting.

Requisite reports from the PI must be submitted and monitoring by the IHEC
will be conducted until study completion and dissemination for all IHEC
approved studies.
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Department of Clinical Research and Bioethics

Study Feasibility Assessment:

3 The DCRB, PI and funding agency will assess feasibility
through peer review meetings. More than one review meeting
may be required, at which all relevant peers should provide input

and ratify revisions made to the study proposal.

3 The Feasibility Assessment Form will be completed at
this point (Appendix 1). Feedback to all stakeholders will be

provided for studies that are not feasible.

s A fee of INR two thousand will be charged by DCRB
towards the feasibility review and administrative processes for all

externally funded research (Category 2 and 3).
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If the study is feasible, the following apply:

Research agreement / MoU (Memorandum of Understanding):

3 The research agreement will be negotiated among the PI, the
institution and the external funding source, if required, until consensus

is achieved.

= A draft financial budget and the insurance coverage (if
relevant) for the study will also be done at this stage. Please refer

sample budgets provided in Appendix 2.
Conflicts of Interest:

One of the major contentious issues in clinical research is Conflict of Interest.
These include but are not limited to payment to the Principal Investigator,
sponsoring an overseas trip or conference etc. For a2 complete discussion on

Conflicts of Interest, please refer http://icmr.nic.in/ethical guidelines.pdf.

The recommended way to deal with conflicts of interest is to declare them,
and submit the declaration for review by the Institutional Ethics Committee.

Keeping this in view, the following guidelines have been formulated:

2 All financial transactions for research involving personnel or
patients of PSGIMSR will take place through account heads approved by
the Institute.

Transactions are payable at Coimbatore, to PSG IMS&R.

The approved account heads are:

" PSG - Clinical Research Account
L Institutional Human Ethics Committee Account
a The budget planning and finalization MAY involve representatives

from Administration & Finance, DCRB, PI and the funding agency.
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o The budgetary amount allocated for conduct of the study will be
accounted under PSG - Clinical Research Account, while the fee fixed
for Ethics Committee will be accounted under the Institutional Human

Ethics Committee Account.

o Each study will be given a Unique ID for easy and proper

accounting and audit.

o The expected number of person-hours committed by the research
team per study must also be worked out. Every effort should be made
to limit the number of active externally funded research studies to SIX
per individual at any given time.

o All conflicts of interest will be reviewed by the Institutional

Human Ethics Committee.

Peer Review, and Preparation for Institutional Ethics Committee
Review (IHEC):

o At this stage, there will be a more detailed review of the science
and ethics as a part of filling up of the mandatory IHEC Application. The
DCRB will in consultation with the PI, assist in preparing the required

documents.

o Meanwhile where applicable consensus on the research
agreement will be achieved, and the Agreement is submitted to the
IHEC for final ratification.

a The research agreement will be signed by the three parties after
completion of the review process and ethical approval (ethics
application: Appendix 3) has been granted. The fee of INR twenty
five thousand may be charged by IHEC towards ETHICAL review
and administrative processes for externally funded research where

the funding is provided by a for-profit agency.
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Submission of documents to IHEC:

3 The IHEC Application form (Appendix 3) along with all supporting
documents, the research agreement including the budget, and the

insurance policy will be submitted to the IHEC.
3 The submission will also include the IHEC fee, as applicable.

If both the research agreement and the study proposal are approved
by the IHEC:

3 The study commences with screening for eligibility to
participate, obtaining informed consent for participation, and through

the rest of the steps as depicted in the flowchart.

s DCRB and IHEC will work with the PI to ensure the safe conduct of the

study by:
3 Reporting and documenting all adverse events.
= Periodic reviewing and co-moenitoring of the study processes.
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Operational Step /
process

Nil Disclosure Agreement
Study Feasibility Assessment
Clinical Trial Agreement (CTA) drafted

CLINICAL TRIAL REGISTRATION
Scientific and Ethical Review of Proposed study

Presentation at IHEC meetin g for Ethical
Approval

CTA Signed
Screening
Informed Consent
Recruitment
Allocation
Treatment and Data Collection
Data Management and Reporting
Ethics Committee Moniloring
Quality Assurance Reviews
Interim reports (DMC)
Reporting SERIOUS ADVERSE EVENTS
Reporting Other events
Trial / Study Closure

Disseminating Results (Reports / Publication)

Category 1

INVESTIGATOR
INITIATED,
INSTITUTION

Category 2

INVESTIGATOR
INITIATED,
EXTERNALLY

Category 3

SPONSOR
INITIATED,
Commissioned by

Category 4

SPONSOR
INITIATED, Funded
by INDUSTRIES or
OTHER FOR-PROFT

FUNDED FUNDED OTHER AGENCIES COMPANIES
x x v’ v
v v v v
® *® ® v
® +3 ® v
v v v v
v v v v
x x v v
v v v
v v v v
v v v v
v v v v
v v v v
v v v v
v v v v
v v v v
v v v v
v v v v
v v’ v v
v v v v
v v v v
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Appendix 1: Research Proposal Format

FIRST PAGE
[a] Title

This should be specific and precise. It should not be more than 2 to 3 lines long, znd should indicats what one intends to
deo/find out.

[b] Investigators
Full names, qualifications, academic titles of all the investigators, including trainees (Assistant lecturers or postgraduats
students) and their institutional/departmental affiliation{s). The principal/main investigator {responsible for the wark)
should be the first one. If theie are co-investigators these should be indicated as appropriate with their qualifications,
academic titles and institutional affiliations.

- A Lriel {une zide ol an A4 sheel) up W dale OV, ol 2ach of Lhe invesligalors and coinvesligalors should be provided,

Full Name Qualifications Academic title Department Institution

[c] Institution[s] under whose umbrella the research project will be conducted:
2.g. [i] The World Health Organization. [ii] PSGIMSR, Coimbatore, or [i] The Government of India. [ii] ICHR [iii] PSGIMSR,
Coimbatare. Etc.

S IRALRA A FaLF Fa/us/~il LA

SUMMARY DOCUMEN

[d] Executive Summary

This MUST NOT BE MORE THAN TWO SIDED OF AN A 4 SHEET, and should include:-
1. The type of research study

The problem [to be studied]

The objectives

Methodology

Expected findings and their dissemination.

STUDY DETAILS (please start on a fresh page)

[e] Background information and introduction
This should include:-
- A review of the relevant literaturs. It should be most current. (Majority being in the past five to ten years at maost).
- Locally available information - either published or not. It may include clinical or laboratory cbservations (=.g.
increasing number of adult males presenting with head injuries at PSGIMSR during national holidays).

[f] Rationale/justification for the research project:

There should be a statement explaining why the researcher]s] feel the research project is important and therefore should be
carried out, (Explain, defend, and/or prove that the current literature (if any) and current findings (if any) on the given
problem are inadequate, outdated, and/or inaccurate).

[g] Objectives of the study
[i] Broad
The main issuss that are being looked at/for. (E.g. to survey the socio-demographic and biometric profiles of patients with
acute congestive glaucoma at PSGIMSR).
[ii] Specific
The specific issues that are being looked zt/for. These must be measurabls, sither qualitatively or quantitatively and form 2
guide to the rescarch methodolegy, data analysis and presentation of results,
Examples:-
1. To survey the age distribution of patients presenting with acute
congestive glaucoma at PSGIMSR.

MEESEN

2. To survey the ocular biometry of such patients.
[h] Methodology
This should be very detailed as it is your guide on how the studv will be done as well as the data analvysis.
1t should provide relevant informasion on the study design, e.g. case - control / prospective, descriptive / randomized clinical
trial / double - blind dinical trial / cross sectional study, and should reflact axactly what the researchers intend to do.
ii] Study Place
Whers the study is going to be conducted (=.g. ten secondary schools in Coimbatare District or PSGIMSR Hospital, Government
Hospital, Coimbatore and PSG Vedapatti Health Centre). All the areas in/at which the survey/study will b2 carried out must be
indicated.
ili] Study Population
= Wha are to be included in the study or from which group[s] of people is the study group going to draw, =.g. Patients
pressnting with multiple pregnancy at PSGIMSR, in Coimbatore, India.
= Inclusion [ exclusion criteria
iv] Study Period
The entire period of the study including preparation of the proposal, submission aad approval, training {where necessary), pre-
testing {of the guestionnaire), data collection, data analysis, report preparation, and dissemination of the findings. 1f the study
is in phases, each must be specified and the time for 2ach given.
v] Sample Size
u There should be justification for sample size in both qualitative and quantitative research, and in the case of
quantitative research, this should be supported by a statistical calculation with stated power and P value, and/or
named expert statistical advice.
- Describe sample s=lection [=2.g9. every 10th client / randemized (and how so)] to demonstrate representativensss.
vi] Data Collection
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Details on:-
= What information is going to be looked for / collected? {Include the pro forma/questionnaire).
] How that is going to be done (2.9, laboratory test, with provision of appropriate details).

Requirements for that, (2.9. reagents, culture media, blood samples and their relevant tests etc). It should include - who is
going to do each of the aspects of data collection (2.9. who will draw blood, parform the tests, do the physical examination,
interview the study group, tc).
vii] Data Management and Analysis
- Details should be provided on how the ceollectad data is going to be managed, (e.g. coding)
- Datails on data analysis, including the statistical tests to be used (e.g. regression analysis / student 't' test of
significance) for specific associations.
- The computer package to be usad in data entry and analysis (=.g. SPSS / EPI - INFC £.0, etc), if any.
viii] Results Presentation
- What are the primary and secondary outcomes being assessed through this study?
= A brief explanation of the format of the results as they will be presented, e.g. Pie charts/ Histograms / Line graphs/ Tablas
ix] Dissemination of the Results
- Indicate the parson or institution to whom the report is going to be submitted and why.
= How dees/do the investigator]s] propese to disseminate their research findings. such as;
attendance at local, regional or international conferences/seminars, workshops.
holding of a dissemination seminar/workshop.
publications in peer-reviewad journals etc.

o Qo0

N.B,

1.A copy of the final report and any published paper{s) or abstracts of papers read at conferences out of the reszarch
findings should be submitted to each of the following:-

- DCREB or The PSG Institutional Human Ethics Committee (IHEC)

- Library - PSGIMSR
2.Please ensure that the ICMIE Uniform Requirements for Manuscripts Submitted te Biomedical Joumnals quidelines are
read and adhered to before planning any publication.
3.Please pav due consideration to intellectual property rights and data protection laws related to the material being
diszeminated.

[i] Ethical Considerations

= What ethical issues need to be addressed.

- How are they going to be addressed.
This should include protection of human subjects [client’s rights] [Declaration of Helsinki - 1964]. If animals will
be used there is need to consider the International Guiding Principles for Biomedical Research Involving Animals
[WHO, 1985] and Committee for the Purpose of Control and Supervision on Experiments on Animals (CPCSEA).

- If using human tissuas or athar biclogical materials, refer to [Guidelines for the Oppaortunistic Procurament and Use of
Human Tissue and other Biological Materials in Rasearch, WHO 1931] and ICMR guidelines.
- The nead for and type of consent must be specified, and how it will be cbtained, =.g. - written consent, verbal consent.

Plezse attach information sheet and consent form and translated versions.

[j] Possible Constraints:
- Gantt chart depicting the activities, parson responsible and timescale for zll study-related activities.
- Any envisaged problems in undertaking the study.
- How these will be addressed, by whom and when,

[k] Requirements:
Details should be providad on what the research project will require. 2.g.
- personnel - and their individual roles
- training {of whom, why, when, where, by wha)
- paper - for the questionnaires, reports, etc.
- transport - what form and for what (Field work/sample collaction 2tc).
- reagents - which/hew much of 2ach and for what.
- drugs - which, how much of each, for what, thair source(s).
- space - how that will be obtained, whare, whan.

[I1 Budgetary Estimates

- Each line item should be quantified in monestary terms.

- Tha investigator should indicate the amount to be asked for and what the institution{s) under which the research projact will
be conducted, will contribute.

For example:-

(i) Personnel Institutional Contribution Being asked for (INR)
(INR)
Principal X Y
Investigator's salary

- Each item should be quantified if possible. If it is not possible (e.g. premises or space), it should just be mentionad as an
institutional contribution. Howewver small the institutional contribution is, it should be indicated.
- Sub-totals for 2ach group should be indicated and then the grand total.

[m] Justification of the Budget

- Tha investigators must indicate how thay arrived at the amount of money being asked for, and how it is geing to be
disbursed. {e.g. 2 principal investigators - for overall supervision of the project. data analysis, report preduction and
dissemination. 10% of their time for 24 months at US dollars 200.00 = 2 x 300 x 24 = US dollars 14,400.00.}

[n] References

The cited literature should be as current as possible and include locally availzble information, These should be in the

intermatienally accepted format —e.g. Vancouver Style {2.g9. Drummond PD. Triggers of motion sickness in migrzine sufferars.
Headache. 2005:45(6):653-6.).
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Study title
Reviewer(s)
Date of Review

Disease focus (ICD-10
classification)

How are the above visits scheduled? (Use tabls below)
Visit number Exact time point Estimated duration of visit

IIIII [ Are frequent/severe Adverse events expected? (How ill is the population) [ Yes O No [
Protocol:

..... Circle Phase of Study: I II III IV Other

IIIII Is the protocol well designed? ves (1 No [
IIIII Is the study question important? ves ] Noll

T
o
uw
B
(=]
=
-
1=
8
=,
=]
=N
W
[
-
= -
oM -
E
oo
E [ 3
0
i
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=k
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r
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=
0
= 4
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=l
=
el
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Heal
1
i
- ]
HI
ElL g
EE"'E
A
el
o
=
2

Do you have access to the right patient population? ves ] Mo [l
Will you need to recruit patients from external sources? ves[ | Nol]
If so, will the sponsor provide funding? ves ] Ne [

: Is the proposed enrollment period realistic? ;es[] No[d

_Will enrollment compete with other studies seeking the same patients? __ YesL nol[] "~

Are inclusion/exclusion criteria reasonable to meet enrollment? (Consider | Yes [ Mo []
the likely screen failure ratio and the number of screen failures for which the sponsor will
pay)

Total duration of the study
(including screening, recruitment and follow-up): weeks/months/years
Total number of visits each patient will make: visits.

_Factors impeding enrollment (check any thatapply) . . . ... .. ... . ...
. Age
0¥ Buration of participation T
- .I.T._"T"'._!”.E!a".f"?:q':J‘.:-".W.':.'f..c?r_.‘T'._'S.i.ts.'. oAttt A2 A2ttt Attt n At trt s
O Frequency of dosing__
[ 1 Procedural discomfort/inconvenience (frequent/painful/laborious documentation/complex

[1: Other, (specify)

Are vulnerable populations involved, e.g. children, impaired adults with ves [ Noll]
special consent issues?
Are Visits scheduled [ ] or opportunistic [ I2
Estimate of total enrollment: . persons
Estimate of enrollment per month: . persons
: Estimate the screen to failure ratio: i persons :
Are Clinic patients eligible for the protocol? ves L] Mo [
Will recruitment require a special drive/advertisement for volunteers? ves [ No ]
Will sponsor provide resources/plan of action for enrollment? ves L1 Noll
What resources will the sponsor provide towards screening (as per the plan of action) for
enrollment?
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