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Guidelines for Compensation to Biomedical Research Participants at JIPMER Hospital
1. Introduction
There is a reasonable amount of inconvenience or risk involved in participating in a biomedical research. Biomedical research in this context refers to any research on human subjects or on material of human origin such as tissues, specimen and cognitive phenomenon. Participants should be adequately compensated for any research related injury or death,which are foreseen or unforeseen, in the form of free treatment or money depending upon the nature of the injury. Participants may be paid for the inconvenience and time spent while participating in the research. Payments should not be so large or the medical services so extensive  as to act as an inducement for participation over and above the best judgment of the subject. The consent form should clearly state in a simple language which the participant  can understand: that he/she has the right to claim compensation in the event of  research related injuryas well as the limitations of such a claim, contact persons address and phone number.  

2. Scope
These guidelines are applicable to all biomedical research involving human participants conducted at JIPMER w.e.f. January 2012

3. Statement of General principles 
3.1.Research participants will be compensated for any injury (temporary or permanent) sustained due to participation in the research
3.2.Participants will be compensated for any harm sustained during management of research related injury

3.3.Compensation will be paid when a child in-utero is affected by the treatment given to the parents during clinical research

3.4.Participants of research will be paid compensation in the following situations also:

3.4.1The injury was predictable/unpredictable
3.4.2 The participant had freely consented in writing to participate in  the research

3.4.3The injury was caused by placebo or any other comparator used for the research
3.4.4.Irrespective of the cause of the injury and individuals /agencies responsible
(excluding factors stated under 4.2)
3.4.5. Irrespective of the fact that injury was  caused due to deviation from the agreed
protocol, any scientific misconduct or negligence by the investigator
3.5Any research related injury should be intimated to the Institute Ethics Committee within 7 days.
4.  Compensation conditions – Inclusion and exclusion 

4.1. Compensation will be provided in the following conditions:

4.1.1. Research related injuries leading to temporary or permanent disabilities

4.1.2 Loss of income due to research related injuries

4.1.3. To legal heirs in case of death of the participant
4.2. Compensation may NOT be provided in the following conditions:

4.2.1Any wrongful act or default of a third party as decided by the investigator and the Institute ethics committee

4.2.2 Contributory negligence by the research participant (eg. Non-adherance to protocol procedures/instructions by the research participants)

4.2.3 Failure of the investigational  product to have the intended effect

4.2.4 Natural progression of an underlying disease

4.2.5 Participants receiving placebo due to its failure to provide  a therapeutic benefit

4.2.6 Adverse effects due to concomitant medications allowed as per protocol/routing procedures as part of standard of care

4.3 Free medical/surgical management of acute research related injuries will be taken care of by the investigator and the institution, even if the injuries have occurred due to factors described in sections 4.2.1- 4.2.6, in addition compensation for loss or life/income if warranted
5.Compensation procedure
5.1.The research participant or the participant’s legal heir/lawful guardian can make              claims to the institution through the investigator in case of death. The investigator should inform IEC in case of any such claim.

5.2  Claims made by research participants should be settled within 90 days.

5.3  Disputed claims:  In case of difference in opinion between the involved parties    

(participant, participant’s legal heir/lawful guardian, investigator, sponsor) whether the injury requires compensation also to the participant, a Grievance Redressal Committee will be appointed by the Institution headed by the Medical Superintendent and two other members nominated by the Head of the Institution to settle the disputes. 

5.4  Disputed compensation:  In case of difference in opinion between the involved   

parties (participant, participant’s legal heir/lawful guardian, investigator, sponsor) regarding the amount of compensation, an Arbitration Committee will be appointed by the Head of the Institution, consisting of one medical expert heading the committee, one member legally qualified person with professional experience of not less than 10 years at the bar association and another social activist to settle the dispute. 

5.5  Members appointed on the Grievance Redressal Committee should not be appointed   

on the Arbitration Committee and vice versa
5.6 If either of the party to the Arbitration findings is aggrieved, he/she can invoke the provisions of Arbitration and Conciliation Act & Rules as amended from time to time for seeking further redress.
6. Responsibilities

6.1. Investigator

6.1.1The investigator must explain  the participants of research in the informed 
consent document regarding their rights to claim compensation in case of 
research related injuries, how to make such a claim and whom to contact for 
such claims.
6.1.2 For each research proposal, the extent of coverage, duration and scope of the insurance cover must be pre determined by the sponsor/investigator in accordance with the institutional policies
6.1.3 Provision of free medical or surgical acute management of research relatedinjuries will be the responsibility of the sponsor/investigator and the institution. 
6.2. Institution

6.2.1.All research participants need to be insured for management of research related 
injury. The institution will have an insurance to cover compensation for 
investigator initiated research. 
6.2.2.The institution will ensure that the sponsor initiated research has an insurance cover to compensate for research related injury. 

6.2.3.Provision of free medical or surgical acute management of research related 
injuries will be the responsibility of the sponsor/investigator and the institution.

6.2.4. The availability of adequate facility, equipments, beds and staff should be 
ensured by the institution. 
6.3. Institute Ethics Committee IEC)
6.3.1 The IEC should review the following documents before giving approval for 
any study:

· Informed consent form for mention of the rights of the research participants to claim compensation in  case of research related injuries and whom to contact for such claims, including the inclusions and exclusions

· Certificate of insurance

· Dates of validity of insurance cover

6.3.2 IEC should ensure that the institution has sufficient provision for 
medical/surgicalmanagement of research related injuries

6.3.3. In the event of any research related injury, the IEC should ask the investigator the details of compensation, if any, given to the research participant and also the medical/surgical management provided, if any.

Appendix
Insurance requirements for biomedical research at JIPMER
The following guidelines are applicable to both investigator and sponsor initiated research studies taken up by the faculty, post graduate students and research scholars at JIPMER. 

Some of them are applicable only to sponsor initatedstudies
Guidelines applicable to both sponsor and investigator initiated studies

1. In order to ensure adequate indemnity to all participants in research it is recommended that they are insured for management of research related injury by the institute (in case of investigator initiated studies)orthe sponsor
2. In the informed consent document the investigator/sponsor must explain indemnity available to subjects and the mechanism for claims

3. The sponsor or the institute (in case of investigator initiated studies)must purchase a ‘Clinical Trials Liability Insurance Policy’ or similar on behalf of its research worker

4. The policy may be taken either to cover all clinical studies conducted by the investigator /sponsor over a specified period of time or to cover a single study
5. The amount of insurance cover can be decided according to the level of clinical risk associated with the trial but should not amount to inducement for participation (this aspect will be reviewed and approved by the Ethics Committee)

Guidelines applicable for the sponsor initiated studies only

1. In the Clinical Trial Agreement of each trial, it is necessary to give the extent of coverage, duration and scope of the insurance cover for that study
2. The CTA must describe the mechanism for payment of compensation to subjects

3. The insurance policy should cover

(i) Payment for medical/surgical management of research related injuries if not provided free of cost at JIPMER
(ii) Compensation to relatives in case of death
(iii) Compensation for temporary orpermanentresearchrelated injuries

(iv) Compensation for loss of income due to research related injuries

4. In order tofacilitate the entire process of insurance compensation payment, the Sponsor 
must buy the insurance policy from an insurance company incorporated in India, licensed by theInsurance Regulatory and Development Authority (IRDA)

5. If the insurancecover is not available in Indian market then it be provided by foreign based insurance company (with a minimum credit rating of Standard and Poors  (or equivalent) of A- or better) in which case the following must be ensured:
(i) The Insurance Policy must be legally valid in India (in compliance with Indian law and regulations)

(ii) Payments of claims must follow prevailing Reserve Bank of India Rules

(iii) Any disputes related to sites in India must be settled according to Indian Courts so that enforcement proceedings do not have to be instituted, at vast cost, in a foreign jurisdiction.

6. The sponsor’s indemnity must name and fully indemnify the IEC and Institution as well as the Principal Investigator

7. As a proof of insurance, the Sponsor shall obtain a Certificate of Insurance from the insurance company, at a minimum, the Certificate of Insurance must show:
(i) Name insured (Name of the sponsor as a name insured and also name of the additional insured, if applicable) and mailing address of the insured
(ii) Policy period and retroactive date

(iii) Territorial scope and Jurisdiction of the Policy

(iv) Deductible/excess amount

(v) Name of the trial(s) covered (protocol no., study title and trial phase)

(vi) Number of patients covered

8. The Sponsor shall submit a copy of the Policy document to the Principal Investigator and through him/her to the IEC for review
