JIPMER SCIENTIFIC ADVISORY COMMITTEE (JSAC) AND
INSTITUTIONAL ETHICS COMMITTEE SUBMISSION FORM

Part A: General information

.| Project title

Version Number

Version Date

.| Principal investigator
(Name, Designation &

Department)
Email ID
Mobile
. | Coinvestigators Name, designation, email id Department
(Name, Designation, and contact number (and institution name, if not
Department) JIPMER)

(Add rows if needed)

(Please attach a one-page
biosketch for P1 and each Col)

Interinstitutional Project details
In case of inter-institutional projects (Enclose original protocol, Letter of support and a one-

page CV of the investigators outside the institute)

e Name of the coordinating institution (s)

¢ Responsibilities of the collaborating institutions (national and international)
e Type of study: International /National/ Inter-institutional/ Intra-institutional

Details of funding (sanction letter, detailed budget to be attached
e Funding source (hame)

e Overall project amount
e Funding approved? [0 Yes (attach) [ Submitted 0 No




Version Tracking (only to be filled in case of resubmission or amendments)
a. Version Number:
e Initial submission: Version 1.0.
e Minor Modifications (1.1, 1.2, 1.3,...) Used for changes that do not alter the core
methodology, safety, or scope of the protocol.
e Major Amendments (2.0,3.0,...) Used for significant changes that impact the
study design, participant safety, data analysis, or fundamental procedures.

b. Need for Change (mention the reason, e.g: response to comments, other reasons):

c. Changes in the current version (Add rows as needed)

Changes Justification Location in the
Document




Part B: Technical details

1. Introduction (Within 250 words - background, rationale, novelty and expected outcomes)
e Background

e Rationale
e Novelty
e Expected outcomes

2.Research question(s) (follow the PICO/PO format)

3. Aims and objectives
e Primary

e Secondary
4.Brief review of literature (Within 1000 words)

5. Study design/type

[ Basic Sciences [ Descriptive - Longitudinal O Qualitative

[0 Epidemiological [ Descriptive -Cross-sectional O Quantitative

[0 Public Health CICross-sectional analytical 0 Mixed Method

O Clinical CCase control O Any other (please
O Socio-behavioural OCohort specify)

CORandomized controlled trial
[CDiagnostic validity study
[CISystematic review/ Meta-analysis

6. Study methods

a. Study groups

(number, names and definitions)

b. Study participants

(inclusion and exclusion criteria— for each group)

c. Source of participants/setting

(Mention from where participants will be recruited)
(Setting: Qualification and description of center and training and or capability of the
investigators as needed for conduct of the study)

d. Sampling

(If yes, please indicate the population and sampling method
e. Randomization details

If yes, details of the procedure

e Central / On site

e Allocation concealment

e Blinding

e Method of random allocation
e Implementation details



7. Procedures for data collection, quality and preservation

e Add figure showing Study design

e Baseline evaluations to be done

e Data Collection procedures (timing and frequency)

e Data entry methods
o Data entry platform
o Data collection proforma (please attach in the end)
o Questionnaires to be used (add rows as needed)

Name of the Permission status Regional Number of items +
questionnaire translation needed | Approximate time
(status) to complete per
participant

e Data quality maintenance
e Plan for Preservation of records

8. Study procedures/ interventions (only for interventional studies)

a. Details of drugs, devices, or invasive /non-invasive procedures for interventional studies
- mention in detail, the intervention planned for each arm of the study

- modifications of the interventions (for toxicity etc)

- discontinuation details

- Standardization of relevant techniques (for the purpose of uniform implementation in the
study across patients/ across sites

b. Follow up and evaluation of response/ end points in the study

- Plan for follow-up of the patients during the study (method, frequency, what will be done)
- Duration of intervention in the study

- Plan for continuation / discontinuation after the completion of the study

- Details of Biomarkers being studied (if any)

- Details of Radiological evaluations (if any)

c. Participant timeline in the study
(for intervention studies, include a schematic diagram showing the schedule of activities
starting from consent, intervention, follow up)

e. Withdrawal criteria
(Circumstances that could lead to a decision to withdraw from the study)

f. Evaluation of adverse events (Fill all that applies)
e Time period for collection of AE
Definition and reporting plan for SAEs
Causality assessment plan
Definition of AEs
Rescue criteria: Measures that will be taken in case of expected adverse outcomes)



g. Follow up and loss from follow up.

(describe the follow up of patients during the study)

(what will happen if a participant is lost from follow up- how will they be contacted, and how
will the data be analysed for LFU when end point is known and when end point is not known)
(strategies to improve and monitor adherence to protocol)

h. End of study definition

i. Are the drugs or devices to be used approved for these indications by the Drug Controller
General of India (DCGI)? (Attach evidence, approval letter for the study or give
undertaking)

9. Outcomes and their measurement
a. Primary outcome measure ()

Outcome measure Definition Time point

b. Secondary outcomes measures

Outcome measure Definition Time point

c. Independent variables

d. Dependent variables

e. Confounding/interacting

f. Explanation for clinical relevance of chosen variables

10. Plan for statistical analysis, including tests to be used if any.
[A table may be given for variables, data type (score, continuous/interval) distribution,

summary statistics (mean/median/proportion), no. of groups and Statistical test(s) to be used]
e Analyzing primary and secondary outcomes
e Additional analysis planned
e Handling of missing data
e Interim analysis and stopping guidelines

11. Sample size
a. Assumptions

b.Method used

c.Initial estimate

d.Corrected estimate (after considering losses)

e. Recruitment plan

- Feasibility (explain why it would be feasible to recruit the planned participant
numbers based on current numbers)

- Plans for shortfall in recruitment if expected



12. Study timelines (please provide a study specific activity and time-wise diagram)
Include key elements of plan like below (Modify as needed)

Time-> 0-6 7-12 13-18 19-24 25-30 31-36
months months months months months months

Activity
IEC
approval,
training and
set up
Recruitment
of
participant
Follow up
of
participants
Lab work
Data
analysis
Manuscript
writing/
submission
of report

13. Study monitoring
a. Study monitoring
How will you ensure GCP compliance and data quality is maintained during the study
e For student thesis, guide can explain a plan for periodic review of consent forms,
study proformas, and source verification
e For multi center projects, please mention if there is an independent plan for data
quality assessment, source data verification, and ensuring GCP compliance
b. Independent Data and safety monitoring plan/ board
(all studies do not require a separate DSM. Please check the JIPMER guidelines available
from the website. Only if your study needs a DSM, mention the details. If not required, please
mention as NA)
If a DSMB is planned: provide details of: Planned constitution, agenda, reporting formats,
and submission of reports of the committee.

14. Relevant references
(max 20, Vancouver style, cited sequentially in text above)



Part C: Ethical considerations

Statement of adherence to ethical principles:
e The trial will start enrolment in individual study sites only after respective ethics

committee approvals

e Study will be conducted as per the legal and ethics requirement in India and
adhering to the ICMR GCP guidelines for conduct of studies in human participants
as well as the NDCT Act (for clinical trials)

e For clinical trials: Enrolment will start only after registration in the CTRI

1. Type of participants in the study:
Healthy volunteer

Patient

Vulnerable person/ Special groups
Others (Specify)

2. Justification for the intervention and control arms

(describe in simple terms why the arm(s) of the study are ethically justified)
(why is there equipoise to justify randomization)

(if this is a placebo-controlled study- justify the need for placebo)

3. Potential benefits and risks (Spell out the common specific risks known to be associated
with or expected from the intervention)
e Potential benefits to participants (if any)
e Potential risks to the participants (if any)

4. Informed consent plan

Who will do the recruitment

When will the consent be taken

How will it be taken

Languages in which it will be made available

5. Participant recruitment methods used:
o Posters/ leaflets/Letters
e TV/Radio ads/social media/Institution website
e Patients / Family/Friends visiting hospitals
e Telephone
e Others (Specify)

6. Will there be vulnerable person/special groups involved? Yes/ No
a. |If yes, type of vulnerable person /special groups:
e Children under 18 yrs
e Pregnant or lactating women



e Differently abled (Mental/Physical)

e Employees/Students/Nurses/

e Staff

e Elderly

e Institutionalized

e Economically and socially disadvantaged

e Refugees/Migrants/Homeless

e Terminally Il (stigmatized or rare diseases)
e Any other (Specify):

7. Provide justification for inclusion/exclusion of vulnerable groups.

8. Are there any additional safeguards to protect research participants?

9. Are all the proposed procedures considered acceptable in routine practice? If not, please
provide details.

10. Co-enrolment planned
(is there a potential for a participant to be included in more than one research study-if yes,
please mention and justify why this is permissible)

11. Important ethical issues involved that you can identify
e Confidentiality and its preservation in the study
e Access to data
e Ancillary support and post study care for the participants (for intervention studies)

12. Level of risk (as per ICMR guidelines 2017)

13. Publication and authorship policy



Part D: Intramural Research Funds

Fill this portion if you are planning to apply for intramural funds

e Are you planning to apply for intramural funds: Yes  No
e If yes, please mention the category of application planned (Tick as applicable)

Undergraduate PG thesis Young faculty Faculty competitive
grant
Collaborative grant | Any other:
Budget requirement
A. Consumables
Item Quantity needed Justify item need as | Total Budget

well as quantity

B. Nonconsumables

Item

Quantity needed

Justify item need as
well as quantity

Total Budget

C. Travel for field work

Detailed justification:

D. Total budget

Heading

Amount

Consumable

Nonconsumable

Travel

Total




Part E: Format for Undertaking & signatures

Title of the study:

Name of the JIPMER PlI:

The principal investigator hereby undertakes to:
(tick as per relevance of your study)

a. Obtain required DCG-I approval and submit proof to JSAC and IEC.
b. Obtain HMSC approval and submit proof copies to JSAC and IEC.

c. Follow official guidelines for exchange of human biological material.

d. Get the required MoU signed and submit it to JSAC and IEC.
e. Conduct study as per ICMR Guidelines for GCP in India

f. Conduct study as per the NDCT Act 2019 (for all trials)

g. Start enrolment only after registration in CTRI (For trials)

] Yes LI No
1 Yes LI No
] Yes LI No
1 Yes LI No
] Yes LI No
1 Yes LI No
] Yes LI No

(Principal investigator’s signatures) (PI’s HoD)

(Coinvestigator’s signatures) (Co-I’'s HoD)

Enclosures (tick all that applies)
a. Data collection proforma

b. Questionnaire(s)

c. Copy of signed original protocol (only for multicentric studies)

d. Copy of signed consent letter from coordinator (only for multicentric studies)

e. Each external collaborator’s consent and one-page CV

f. Others (please specify)
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