Application for permission for human research

University of Kerala

l. Facuity:
2. Namc and address of department:
3. Broad subject area:
4. Research title:
5. a. Name and address of Supervisor and all Investigators (Full postal address with pin
code, ¢ mail id, contact phone number):
b. Team Expectise of the researchers {attach brief biodata):
6. Details of Additiona) researehers / co-investigators, including students:
7. a. Place where experiment to be performed:
b. Cellaboration, if any (If multicentric, give details):
8. Details of research:
a. Summary of the proposal (in 100 words):
b. Type of research {Ph.D/Post doctoral/Project):
¢. Aim of this proposal :
d. Rationale (an underlying reason) for the study:
e. Duration of work:
f.  Funding source:
9. Detailed study plan (Give the purpose, methodology and design of the study in detai!
as an additional attachment):
0. Whether similar experiments conducted in the past (Yes/No, if yes give details »
11. Types of human intervention

a. (Interview/ Survey/ Physical examination/ Biological samples etc)

p|



b. Whether vulnerable group like children, women, pregnant women, physically and
mentally challenged, prisoners, students etc. are included in the study:

12. a. Do you propose to collect demographic information? Yes/No (if yes, specify gender,
age, ethnicity, education etc.)

b. Explain how the rcsearcher has taken steps to protect the underprivileged groups
it such groups are included in the study.

13. Potential harms or risks to participants? (Yes/No)

14. Potential harms or risks to researchers? (Yes/No)

15. Will you make video, photograph, or audio recordings? (Yes/No). ff yes, if should be
limited to bare minimum with informed consent (Document for informed consent in
English and Malayalam should be aniached)

16. Who will carry out the analysis (The Investigator/ Funding agency/ External parties)

17.1Is there a potential conflict of interest? (Yes/No). If yes, give details.

[8. Explain how vou protect the confidentiality of the subject if the analysis is carried out
with thc help of othcrs.

19. Investigator’s declaration: (An undertaking from the investigator showing that the data
collected shall be used only for the proposed research work and not for any other
purpose. Seek further approval from ethical committee before attaining any significant
change in this siudy.)

Place
Date Name and Signature ot investigators

List of enclosures: 1.Biodata of investigators, 2.Detailed study plan, 3.Consent form,

4 Facility certificate from Head of the Department, 5. Recommendation from Hcad of the
Department



