Guidelines for submission of Study Proposal by NIMS student researchers for Scientific and Ethical review

The student researcher should submit an application in a format prescribed by Nizam’s Institutional Ethical Committee (NIEC) and include the following: 

1. Proforma-I, Proforma II which can be obtained at http://nims.ap.nic.in/research/Institutional_Ethics_Committee.pdf 
2. Form A,B,C,D  which can be obtained at http://nims.ap.nic.in/research/Clinical_Research_Council.pdf 
3. Study Protocol – Appendix A

4. Informed Consent Form – Appendix B

The Study proposal should be reviewed and signed by guide and co-guides, peer reviewed and signed by two faculty members from same departmen/related department, before it is submitted to the Ethics committee

All the research should be conducted in accordance with the four basic ethical principles, namely autonomy (respect for person / participant) beneficence, non-maleficence (do no harm) and justice. 

The Principal Investigator is the person responsible for not only undertaking research but also for observance of the rights, health and welfare of the participants recruited for the study. 
APPENDIX-A

STUDY PROTOCOL
1. Title of the project


2. Clear research objectives, rationale and hypothesis for undertaking the study in the light of existing knowledge.




3. Participant recruitment procedures

4. Inclusion and exclusion criteria for entry of participants.

5. Precise description of methodology of the proposed research, including

sample size (with justification), type of study design (observational, experimental, pilot, randomized, blinded et c.), intended intervention, dosages of drugs, route of administration, duration of treatment and details of invasive procedures if any. In case of laboratory departments type of investigations, methodology, with justifications. 


6. Plan to withdraw or withhold standard therapies in the course of research.

7. Plan for statistical analysis of the study.

8. Procedure for seeking and obtaining informed consent. Attach sample of patient information sheet and informed consent forms in English and local languages-i.e. Telugu, Hindi.*


9. Safety of proposed intervention, including results of relevant laboratory, animal and human research, if applicable


10. For research involving more than minimal risk, an account of management of such risk or injury.
11. Proposed management of research related and unrelated injury/ illness during and after research period if applicable.

12. An account of maintenance of all data collected during the study.

13. Plans for publication of results - positive or negative - while maintaining the privacy and confidentiality of the study participants.

14.  A statement on probable ethical issues and steps taken to tackle the same 

15. Details of  other relevant documents related to the study protocol 

16. Details of Funding agency and fund allocation if applicable

17. A statement on conflict-of-interest (COI), if any.

18. Attach recent curriculum vitae of the student researcher guide and co-guide(s) indicating qualification and experience.*
Signatures:


Student Researcher  


Guide     



   Co-Guide          


Co-Guide


Reviewer 1                                                                           Reviewer 2

*-Forms to be enclosed along with study protocol submission
APPENDIX-B

INFORMED CONSENT PROCESS

1. Informed Consent of Participants: For all biomedical research involving human

participants, the investigator must obtain the informed consent of the prospective

participant or in the case of an individual who is not capable of giving informed

consent, the consent of a legal guardian. Informed consent protects the individual’s

freedom of choice and respect for individual’s autonomy and is given voluntarily to

participate in research or not. Adequate information about the research is given in

a simple and easily understandable unambiguous language in a document known

as the Informed Consent Form with Participant/ Patient Information Sheet. The

latter should have following components as may be applicable :
1. Nature and purpose of study stating it as research

2. Duration of participation with number of participants and their characteristics.
3. Procedures to be followed

4. Investigations, if any, to be performed

5. Foreseeable risks and discomforts adequately described and whether project

     involves more than minimal risk

6. Benefits to participant, community or medical profession as may be applicable

7. Availability of medical treatment for such injuries or risk management

8. Alternative treatments if available

9. Steps taken for ensuring confidentiality

10. No provision for incentives and no loss of standard treatment benefits on withdrawal

11. Contact details of PI or local PI/Co-PI in multicentric studies for asking more

      information related to the research or in case of injury

12. Contact details of Chairman of the IEC for appeal against violation of rights

13. Voluntary participation

14. If test for genetics and HIV is to be done, counseling for consent for testing

      must be given as per national guidelines

15. Storage period of biological sample and related data with choice offered to

       participant regarding future use of sample, refusal for storage and receipt of its

       results.

A copy of the above participant/patient information sheet should be given to the participant

for her/ his record. The informed consent should be brief in content highlighting that it is given of free will or voluntarily after understanding the implications of risks and benefits and s/he could withdraw without loss of routine care benefits.

Assurance is given that confidentiality would be maintained and all the investigations/ interventions would be carried out only after consent is obtained.

The participant/patient information sheet should be followed by signature page containing patient/legal guardian- name, signature, date and  Principal Investigator’s-name, signature, date.
When the written consent as signature or thumb impression is not possible due to sensitive nature of the project or the participant is unable to write, then verbal consent can be taken after ensuring its documentation by an unrelated witness. 
All applicants are requested to go through the ICMR Ethical guidelines for biomedical research on human participants. The guidelines can be obtained through the following link. 

http://icmr.nic.in/ethical_guidelines.pdf 






Objectives:





Rationale:





Hypothesis:






































































































































