CENTRAL UNIVERSITY OF KARNATAKA

Institutional Human Ethics Committee

Name of Principal Investigator:

Name of Sponsor:

Name of Proposal and version:

This Informed consent has two parts:

= |Information sheet (to share information about the research with you)

= Certificate of Consent (for signature if you agree to take part)

You will be given a copy of the full Informed Consent Form

Note: Please attach 1 page CV of PI(s) along with the application.

For Office Use:

Protocol number:

Date of protocol approval:



Part I: Information Sheet

Introduction

Purpose of the research

Type of Research Intervention.

Objectives of the study:

Duration of the protocol:

Start of the protocol: suggested by PI/ commencement of the project

End of the protocol: with conclusion of project/study or for a maximum of 5 years (whichever

is earlier)

Note: Whenever there is any change in protocol, fresh approval should be sought by referring

to the earlier approved protocol.

Sample Collection:

Participant Selection

Inclusion Criteria

Exclusion Criteria



Voluntary Participation
Side effects:
Risks:

Expected outcomes and benefits of the study:

Reimbursements:

Confidentiality:

Sharing the Results:

Right to Refuse or Withdraw:

Who to contact: |

Pl (Name, affiliation and Contact details)

Co-PI (Name, affiliation and Contact details)

Clinical Collaborators (Name, affiliation and Contact details)



Part Il: Consent Form
Central University of Karnataka
Declaration by Pl regarding IHEC approval

For use of human samples in research

| working as in centre

hereby declare that:

1. I/we am/are submitting a research proposal entitled

for ethical approval in order to use human samples for research purposes.

2. I/we intend to use Human blood/ tissue samples solely for research purposes.

for

3. I/we shall be following the protocol as approved by the Institutional Human Ethics Committee

(IHEC).

4. 1/we shall ensure that only authorised technicians/collaborating medical personnel will be drawing

blood/ tissue samples.

5. I/we shall ensure that the proposal shall be duly approved by IHEC of the host institute of the

collaborator(s).

6. I/we shall ensure that samples collected will be used only for research purposes.

7. 1/we shall ensure that after use, leftover bio-hazardous material will be disposed of properly as per

the guidelines of IHEC.

8. I/we shall be responsible for the proper conduct of the approved protocol.

Name and signature of the PI(s)

Date:



Consent Form
| have been explained the possible risks and benefits and have understood the purpose for which blood
sample from me/my children is being sought by the centre for /department of
Central University of Karnataka, Kalaburagi.

| am free from any pressure whatsoever and herby give my own consent/consent of my children (who
are under 18 years of age today) to: (i) withdrawal of sample of about .............. ml blood by
venipuncture; and (ii) to all types of analysis of my blood for non-profit research purposes for
acquisition of knowledge for the benefit of mankind by Centre for
or their collaborators.

| will have the right to know the analyzed results for my sample (samples), and | am not giving my
consent for disclosure of any personal information, either direct or derived from the analysis of my
sample (samples), to anyone without my further consent.

| hereby permit the investigators to release the information obtained from me as result of participation
in this study to the sponsors, regulatory authorities, Government agencies, and ethics committee. |
understand that they may inspect my original records.

| am aware of the fact that | can opt out of the study at any time without having to give any reason and
this will not affect my future treatment in the hospital. | am also aware that the investigators may
terminate my participation in the study at any time, for any reason, without my consent.

| have been informed that my consent will be sought prior to any for-profit (including the filing of
patents) that may be taken by the Centre for or their collaborators on

the basis of my blood sample.

Date:
Name: Sex: Age (Yrs):
Address:

Investigator Certificate
| certify that all the elements, including the nature, purpose, and possible risks of the above study
as described in this consent document have been fully explained to the subject. In my judgment,
the participant possesses the legal capacity to give informed consent to participate in this
research and is voluntarily and knowingly giving informed consent to participate.

Signature & Name of the Investigator: Dated:
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