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PREAMBLE: 

The DMIMS (DU) is committed to enhancing the contribution of research to health and 

social care. Research is essential to the successful promotion and protection of health and 

wellbeing, and also to modern, effective health and social care services. At the same time, 

research can involve an element of risk, both in terms of return on investment and 

sometimes for the safety and wellbeing of the research participants. 

Proper governance of research is essential to ensure that the public can have confidence in, 

and benefit from, quality research in health and social care. The public has a right to expect 

high scientific, ethical and financial standards, transparent decision making processes, clear 

allocation of responsibilities and robust monitoring arrangements. 

The broad aim of research policy of the University is to ensure smooth governance and 

promotion of research, but also safeguarding the wellbeing of research 

participants/subjects. The Policy set out principles, requirements and standard. It defines 

mechanism to deliver them and describe the monitoring and assessment arrangements. To 

improve the research and safeguard of the public, policy clearly recommend for enhancing 

ethical awareness and scientific quality, promoting good practices.  

Research policy is for all those who design research studies, participate in the research, host 

research in their organization / institutions, fund research proposal or infrastructure, 

manage research and undertake research. 
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1. PURPOSE 

This policy sets the framework for the development and implementation of research 

activities at Datta Meghe Institute of Medical Sciences (Deemed University) within which 

academic staff carry out their required research obligations, and in which doctoral, 

postgraduate and graduate students can engage and be supported in their research.  

2. OBJECTIVES 

The Policy shall foster conducive milieu for interdisciplinary research practices generating 

consequential and meaningful outcomes for the nation in general and the region in 

particular. 

The Policy shall promote creation of favourable environment to create centers of excellence 

for research and development, and for dissemination of knowledge and its relevant 

application regionally, nationally and globally.  

 

3. ORGANIZATIONAL SCOPE 

This shall be the University wide policy      

4. POLICY CONTENT AND GUIDELINES  

4.1 Requirement to undertake research 

a) All academic staffs have the right and are required to conduct research and engage 

in scholarship and to publish their findings. 
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b) All academic staffs have the right to and should, where appropriate, seek research 

funds in support of their research. 

c) The requirement to undertake research is a career expectation and over time will be 

balanced as appropriate with the other obligations of academic staff including 

significant administrative responsibilities.  

d) All doctoral and postgraduate students have the right and are required to conduct 

research and engage in scholarship and to publish their findings as a mandatory 

requirement for their course. 

e) All doctoral and postgraduate students have the right to and should, where 

appropriate, seek research funds in support of their research. 

f) Nothing in this policy is to be construed to prevent Heads of institutions from 

allocating teaching and other responsibilities in the light of the research record of 

academic staff. 

 

 

4.2 Research Management 

a) Advice and policy in research matters shall be coordinated through a following 

mechanism and number of committees / bodies  (see Appendices): 

b) The University Research Committee (URC), chaired by the Director Research and 

Development, shall be the University’s senior research management body.  

c) URC shall advise the Academic Board on research strategies to be pursued, develops 

policy (including issues in postgraduate student research and scholarships) and 

reviews progress in these areas. 
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d) Institutes shall have research coordinator, at institutional level, to coordinate and to 

advise the URC and their own Faculties on matter related to research. 

e) All departments of the Institutes/ University shall nominate a Research Officer (RO) 

to coordinate the research activities with URC.   

f) RO shall also provide assistance to the URC in monitoring research and development 

activities. 

g) The Research and Development Department, URC shall provides information related 

to research opportunities to staff and postgraduate students  

h) The URC shall manage the University Research Fund, externally funded research the 

internal administration of research, monitoring and evaluation of research in 

coordination with various subcommittees.   

i) The Department, Institutes shall apply for funding agencies for research, however all 

a copy of proposal and application shall be provided to URC for documentation and 

monitoring.  

 

4.3 Resources in support of research 

a) University research funds - The University shall have an annual research budget.  

The budget shall be utilised for creating necessary infrastructure for research, 

capacity building activities for research, providing seed money for researchers, 

providing incentives for the researchers who published scientific papers.   

 

b) Seed money for researcher: URC shall recommend Registrar of the University for 

seed money for research that is aligned with Universities strategic priority and to 

research which are of significant consequences. URC shall constitute a committee for 
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selecting research/researcher for seed money. The committee shall have at-least 

one subject expert in the specific area (topic) research to be assessed for seed 

money.  

 

c) Incentives for publication:   The University shall provide the financial incentives to 

research who published their research in scientific, peer reviewed journals. 

 

d) Special leave for faculty and students: All faculties / staffs and students of the University 

shall have a right to avail the special leave for research activities as per the service rules.  For 

leave extending more than permissible days as per the service rules shall be availed on 

recommendation of the Director, Research and Development. The special leave shall be 

utilized for attending workshop, meetings, conferences, seminars. symposiums or any other 

activities exclusively for the purpose of research.  

 

e) Central research laboratory: The University shall have the facility of central research 

laboratory with all necessary equipment and instrumentation for the purpose of 

research. The in-charge of the central research laboratory shall periodically keep 

informed faculties and students about the facilities available at laboratory.  

 

f) Research guidance clinic: The University shall have a research guidance clinic with 

various research stations like epidemiology, clinical epidemiology, biostatistics, 

research methodology etc. Research guidance clinical shall provide technical 

assistance to researcher on solicitation. The clinic shall also organized capacity 

bundling activities for researchers of the university. 
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g) Journal of Datta Meghe Institute of Medical Sciences: The University shall publish 

the quarterly multi-disciplinary scientific, peer reviewed journal. This shall provide 

opportunity to researchers from University to publish their research.   

 

h) Staff Research Society (SRS) and Clinico Pathological Meet (CPC): SRS and CPC shall 

be two separate activities to be organized monthly by the University. The Univeristy 

shall nominate the convener / secretary for these activities. These activities will be 

the forums for researchers from university to present their research work.   

 

i) Hospital and peripheral health centers: The University shall provide researchers the 

clinical material and laboratories of hospital and health centers for undertaking 

research. All research shall follow the ethical principles strictly, as per the Helsinki 

Declaration, University guidelines of ethical conduct of research and SOP 

Institutional Ethics Committee  (See Appendix) 

 

j) Library facility: The University shall provide the library facility – scientific Journals 

and books in hard bound as well as electronic from for all researchers.   

 

k) Capacity building in research through various indication programs of the 

University: The University are conducting Induction programs for fresher’s at various 

levels. These induction programs provide opportunity to sensitize students regarding 

research. The URC shall ensure that all induction programs shall mahe a mandatory 
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session on research methodology for capacity building of students in research at 

various levels.  

 

4.4 Research Planning 

a) Each Institute/Centre/Department shall develop and implement its own research 

plan. These plans are to be drawn up by Heads of Institutes / Deans /Directors in 

consultation with URC.  

 

 

4.5 Evaluation and monitoring of performances 

a) The Deans/principal of the respective institute shall monitor performance against 

their research plans on the basis of agreed criteria and will advise the academic 

board through URC on the outcome of this process. 

b) The research performance of individual staff shall be monitored and evaluated as 

part of the staff development planning process. 

c) All Staff shall supply full and accurate details of their research outputs on an 

quarterly as well as annual basis to their Head of Institutes and to URC.   

d) The URC shall provide Registrar quarterly research report to be presented in the 

academic meetings of University.  

e) The Registrar of the University shall publish an annual report with list of staff and 

student publications, funded projects, funding received etc.   

 

 

4.6 Doctoral and Postgraduate research 
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a) Doctoral and Postgraduate research students make a vital contribution to the 

research environment and output of the University. 

b) Heads of Institutes /Deans shall be responsible for ensuring that the management of 

postgraduate research degrees complies with University policy.  

c) The timing and frequency of the report shall be set out according to the PhD and 

postgraduate policy of the University   

d) Head of the Institutes/Deans, Head of Departments are responsible for ensuring all 

necessary support of postgraduate student research. 

e) Any request for fudging for doctoral and postgraduate students shall be forwarded 

through Director, Research and Development.   

 

4.7 Statutory and Ethics obligations 

a) Academic staffs are required to carry out their research in compliance with all 

statutory, ethical and contractual obligations. (See Appendix 1 for Ethical Conduct of 

research) 

b) All research projects conducted by staff and students that involve human subjects or 

animal subjects, including those undertaken as part of a teaching programme, must 

secure the prior approval of the relevant ethics committee (see the Institutional 

Ethics Committee – Appendix 2 and the Animal Ethics Committee Appendix 3). 

 

 

 

4.8 Publication and intellectual property rights 
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a) The standard expectation is that all research outputs will be published in a publicly 

available form. 

b) This expectation is subject to any considerations that justify either restricted 

publication or delayed publication. 

c) Such considerations include the need to observe any contractual, confidentiality or 

privacy obligations entered into in respect of the research or the need to ensure the 

protection of any intellectual property arising out of the research. 

d) All Staffs and students of the University are required to comply with the University’s 

Intellectual Property Right Policy (See Appendix 5). 

 

5. LEGISLATIVE COMPLIANCE  

a) Though the University is required to manage its policy documentation within a 

legislative framework; there is no specific legislation directing this policy 

 

6. APPENDICES  

Appendix 1: University guidelines for ethical conduct of research  

Appendix 2: Helsinki Declaration  

Appendix 3: SOP of Institutional Ethics Committee   

Appendix 4: SOP of Animal Ethics Committee 

Appendix 5:  Intellectual Property Right Document 

Appendix 6: SOP of Central Research Laboratory 

 

 

7. APPROVAL AGENCIES  
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Academic board of the University 

8. APPROVAL DATES 

This version of policy was approved on 15th July 2009  

This version of policy takes effect from 20th July 2009 

9. POLICY SPONSOR 

Vice Chancellor of the University 

10. CONTACT PERSON  

Registrar and the Director Research and Development shall be contacted for any matter 

related to this policy 



APPENDIX: 1 
 
  

Institutional Guidelines for ethical conduct of Research 
 

 The Code of Ethics of the Institutional Research will be developed to provide researchers 
with some broad ethical statements with which to guide their professional lives and to 
identify relevant considerations when ethical uncertainties arise. It will also provide a 
means for individuals new to the profession to learn about the ethical principles and 
standards that should guide the work of institutional researchers. 
 

 This Code must be directed to individuals and not institutions although basic tenets 
contained within the Code are also applicable to our constituent colleges and should be 
compatible with institutional codes and values. 
 

 The persons who practice institutional research (IR) are a diverse group from many 
different academic backgrounds and from many different professional experiences. Add 
to this diversity among IR practitioners the tremendous variation in the practice of IR as 
defined at individual colleges, and IR professionals would seem to have little common 
ground. It is precisely for these reasons that this Code of Ethics is important. 
 

 Many of the professions from which IR practitioners come have their own standards or 
codes for acceptable and even expected performance. This Code will add to those 
existing documents in recognition of the special and different demands inherent in the 
practice of institutional research. In many institutions the institutional researcher is 
viewed as the “guardian of truth” or the “conscience” of the institution. This is an extra 
burden for institutional researchers, and this Code provides some guidance to 
practitioners who bear that burden. Along with the other professional standards, this Code 
defines a normative expectation for institutional researchers in their work. At the same 
time, the Code provides the foundation for institutional research as a profession. 
 

 The application of this Code requires good judgment and common sense, and its use in 
any given case may depend upon the presence or absence of shared values, institutional 
politics, the individuals involved, and the level of the potential threat posed by a specific 
ethical lapse.   
 

 Although it will provides standards, the Code does not provide a set of rules. Reasonable 
differences of opinion can and do exist with respect to interpretation, and specific 
application must take into account the context of a given behavior. A code of ethics 
cannot guarantee ethical behavior or resolve all disputes. Rather it will merely sets forth 
standards to which professionals aspire and against which their actions can be judged 



(both by themselves and others). Ethical behavior should result from a personal 
commitment to engage in ethical practice and an attempt to act always in a manner that 
assures integrity. All faculty and researchers should pledge to maintain their own 
competence by continually evaluating their research for scientific accuracy, by 
conducting themselves in accord with the ethical standards expressed in this Code, and by 
remembering that their ultimate goal is to contribute positively to the field of 
postsecondary education. 
 

 Finally, this Code will be a living document that must change and be shaped as the 
practice of institutional research continues to evolve and develop. 
 

Proposed section of the Code may be as under:  
 
Section 1 – Competence 

 
1.1  Claims of Competence: The institutional researcher shall not, in job application, 
resume, or the ordinary conduct of affairs, claim or imply a degree of competency he/she 
does not possess. 
1.2 Acceptance of Assignments: The institutional researcher shall not accept 
assignments requiring competencies he/she does not have and for which he/she cannot 
effectively rely upon the assistance of colleagues, unless the supervisor has been 
adequately apprised or unless he/she would acquire the necessary competence prior to 
doing the research. Institutional researchers should use methodologies or techniques that 
are new to them only after appropriate study, training, consultation, and supervision from 
people who are competent in those methodologies or techniques. 
1.3 Training of Subordinates: The institutional researcher shall provide subordinates 
with opportunities for professional growth and development. 
1.4 Professional Continuing Education: The institutional researcher has the 
responsibility to develop his/her own professional skills, knowledge, and performance 
and to keep abreast of changes in the field. 
 

Section 2 – Practice 
 

2.1 Objectivity. 
 Unbiased Attitude. The institutional researcher shall approach all assignments with 

an unbiased attitude and strive to gather evidence fairly and accurately. 
 Conflicts of Interest. The institutional researcher should be particularly sensitive to 

avoid personal conflicts of interest when performing services. 
2.2 Use of Accepted Technical Standards. The institutional researcher shall conduct all 

tasks in accordance with accepted technical standards. 



2.3 Initial Discussions. Before an assignment is begun, the institutional researcher 
shall clarify with the sponsor and/or major users the purposes, expectations, 
strategies, and limitations of the research. 

 Special care shall be taken to recommend research techniques and designs that are 
appropriate to the purposes of the project. 

 Special care shall be taken to advise the sponsor and/or major users, both at the 
design phase and, should the occasion arise, at any time during the execution of the 
project, if there is reason to believe that the strategy under consideration is likely to 
fail or to yield substantially unreliable results. 

2.4 Identification of Responsibility. The institutional researcher shall accept 
responsibility for the competent execution of all assignments which he/she, or a 
subordinate, undertakes, and shall display individual and/or office authorship, as 
appropriate, on all such reports. 

2.5 Quality of Secondary Data. The institutional researcher shall exercise reasonable 
care to ensure the accuracy of data gathered by other individuals, groups, offices, 
or agencies on which he/she relies, and shall document the sources and quality of 
such data. 

2.6 Reports. The institutional researcher shall ensure that all reports of projects are 
complete; are clearly written in language understandable to decision-makers; fully 
distinguish among assumptions, speculations, findings, and judgments; employ 
appropriate statistics and graphics; adequately describe the limitations of the 
project, of the analytical method, and of the findings; and follow scholarly norms 
in the attribution of ideas, methods, and expression and in the sources of data. 

2.7 Documentation. The institutional researcher shall document the sources of 
information and the process of analysis in each task in sufficient detail to enable a 
technically qualified colleague to understand what was done and to verify that the 
work meets all appropriate standards and expectations. 

 
Section 3 – Confidentiality 
 

3.1 Atmosphere of Confidentiality. The institutional researcher shall establish clear 
guidelines about confidentiality issues within the institutional research office. 

3.2 Storage and Security. The institutional researcher shall organize, store, maintain, 
analyze, transfer and/or dispose of data under his/her control in such a manner as 
to reasonably prevent loss, unauthorized access, or divulgence of confidential 
information. 

3.3 Release of Confidential Information. The institutional researcher shall permit no 
release of information about individual persons that has been guaranteed as 
confidential, to any person inside or outside the institution except in those 
circumstances in which not to do so would result in clear danger to the subject of 



the confidential material or to others; or unless directed by competent authority in 
conformity with a decree of a court of law. 

3.4 Special Standards for Data Collection. 
i) Balancing Privacy Risks Against Benefits. The institutional researcher shall, 

at the design stage of any project, thoroughly explore the degree of invasion of 
privacy and the risks of breach of confidentiality that are involved in the 
project, weigh them against potential benefits, and make therefrom a 
recommendation as to whether the project should be executed, and under what 
conditions. 

ii) Developing Specific Guidelines. Where appropriate, the institutional 
researcher shall adopt a written description of any specific steps beyond the 
regular guidelines within the institutional research office that are necessary 
during a specific assignment to ensure the protection of aspects of privacy and 
confidentiality that may be at specific risk. 

iii) Disclosure of Rights. The institutional researcher shall ensure that all subjects 
are informed of their right of refusal and of the degree of confidentiality with 
which the material that they provide will be handled, including where 
appropriate, the implications of any freedom of information statute. Any limits 
to confidentiality should be made clear. 

iv) Apprisal of Implications. The institutional researcher shall apprise 
institutional authorities of the implications and potentially binding obligations 
of any promise to respondents regarding confidentiality and shall obtain 
consent from such authorities where necessary. 

 
Section 4 - Relationships to the Community 
 

4.1 Equal Treatment. The institutional researcher shall promote equal access and 
opportunity regarding employment, services, and other activities of his/her office, 
without regard to race, creed, gender, national origin, disability or other accidental 
quality; and in analysis, demeanor, and expression shall be alert to the sensitivities 
of groups and individuals. 

4.2 Development of Local Codes of Ethics. The institutional researcher should 
develop and promulgate a code of ethics specific to the mission and tasks of the 
institutional research office and should strive to cooperate with fellow 
practitioners in the institution in developing an institution-wide code of ethics 
governing activities in common. The institutional researcher should take 
reasonable steps to ensure that his/her employers are aware of ethical obligations 
as set forth in the AIR Code of Ethics and of the implications of those obligations 
for work practice. 



4.3 Custody and Archiving. The institutional researcher shall apply all reasonable 
means to prevent irrevocable loss of data and documentation during its 
immediately useful life; and, being aware of the role of data as institutional 
historic resource, shall act as an advocate for its documentation and systematic 
permanent archiving. 

4.4 Assessment of Institutional Research. The institutional researcher shall develop 
and implement regular assessment tools for the evaluation of institutional research 
services. 

4.5 Institutional Confidentiality. The institutional researcher shall maintain in strict 
confidence and security all information in his/her possession about the institution 
or any of its constituent parts which by institutional policy is considered to be 
confidential, and shall pursue from Section III of this Code all processes for that 
purpose as are appropriate. 

4.6 Integrity of Reports. The institutional researcher shall make efforts to anticipate 
and prevent misunderstandings and misuse of reports within the institution by 
careful presentation and documentation in original reports, and by diligent follow-
up contact with institutional users of those reports. If an institutional research 
report has been altered, intentionally or inadvertently, to the degree that its 
meaning has been substantially distorted, the institutional researcher shall make 
reasonable attempts to correct such distortions and/or to insist that institutional 
research authorship be removed from the product. 

4.7 External Reporting. The institutional researcher has an obligation to the broader 
community to submit and/or report accurate data and professionally responsible 
interpretive material when requested by legitimate authority, including federal, 
state, and other governmental agencies and accrediting bodies. With respect to 
private inquiries, such as those from guidebook editors, journalists, or private 
individuals, the institutional researcher, should he/she respond, is bound by the 
same standards of accuracy, confidentiality, and professionally responsible 
interpretation. 

  
Section 5 - Relationships to the Craft 
 

5.1 Research Responsibilities. 
 The institutional researcher shall seek opportunities to contribute to and 

participate in research on issues directly related to the craft and in other 
professional activities, and shall encourage and support other colleagues in 
such endeavors. 

 Acknowledging Credit. Institutional researchers should take responsibility and 
credit, including authorship credit, only for work they have actually performed 



and to which they have contributed. They should honestly acknowledge the 
work of and the contributions made by others. 

5.2 Integrity of the Profession. The institutional researcher should work toward the 
maintenance and promotion of high standards of practice. 
 Institutional researchers should uphold and advance the values, ethics, 

knowledge, and mission of the profession. They should protect, enhance, and 
improve the integrity of the profession through appropriate study and 
research, active discussion, and responsible criticism of the profession. 

 Institutional researchers should contribute to the knowledge base and share 
with colleagues their knowledge related to practice, research, and ethics. They 
should seek to contribute to the profession’s literature and to share their 
knowledge at professional meetings and conferences. 

5.3 False Accusations. Institutional researchers shall take care not to falsely demean 
the reputation or unjustly or unfairly criticize the work of other institutional 
researchers. 

5.4 Incompetence of Colleagues. Institutional researchers who have direct knowledge 
of a colleague’s incompetence should consult with that colleague when feasible 
and assist the colleague in taking remedial action. 

5.5 Unethical Conduct of Colleagues. 
 The institutional researcher shall take appropriate measures to discourage, 

prevent, identify, and correct unethical conduct of colleagues when their 
behavior is unwittingly or deliberately in violation of this code or of good 
general practice in institutional research. 

 Institutional researchers who believe that a colleague has acted unethically 
should seek resolution by discussing their concerns with the colleague when 
feasible and when such a discussion is likely to be productive. 



Appendix - 2 

 

Declaration of Helsinki                                             

It is the mission of the physician to safeguard the health of the people. His or her knowledge and 

conscience are dedicated to the fulfilment of this mission.  

The Declaration of Geneva of the World Medical Association binds the physician with the words, 

“the health of my patient will be my first consideration, “and the international Code of Medical 

Ethics declares that, “A physician shall act only in the patient’s interest when providing medical 

care which might have the effect or weakening the physical and mental condition of the patient.” 

The purpose of biomedical research involving human subjects must be to improve diagnostic, 

therapeutic and prophylactic procedures and the understanding of the aetiology and pathogenesis 

of disease. 

In current medical practice most diagnostic, therapeutic or prophylactic procedures involve 

hazards. This applies especially to biomedical research. 

Medical progress is based on research, which ultimately must rest in part on experimentation 

Involving human subjects.  

In the field of biomedical research a fundamental distinction must be recognized between medical 

research in which the aim is essentially diagnostic or therapeutic for a patient, and medical 

research, the essential object of which is purely scientific and without implying direct diagnostic 

or therapeutic value to the person subjected to the research.  

Because it is essential that the results of laboratory experiments be applied to human beings to 

further scientific knowledge and to help suffering humanity, the World Medical Association has 

prepared the following recommendations as a guide to every physician in biomedical research 

involving human subjects. They should be kept under review in the future. It must be stressed that 

the standards as drafted are only a guide to physicians all over the world. Physicians are not 

relieved from criminal. Civil and ethical responsibilities under the laws of their own countries. 

Basic Principles          

 Medical research involving human subject must conform to generally accept scientific 

principles and should be based on adequately performed laboratory and animal experimentation 

and on a thorough knowledge of the scientific literature.  



1. The design and performance of each experimental procedure involving human subject be 

clearly formulated in an experimental protocol which should be transmitted for 

consideration, comment and guidance to a specially appointed committee independent of 

the investigator and the sponsor provided that this independent committee is in conformity 

with the laws and regulations of the country in which the research experiment is 

performed.  

2. Biomedical research involving human subjects should be conducted only by scientifically 

qualified persons and under the supervision of a clinically competent medical person. The 

responsibility for the human subject must always rest with a medially qualified person and 

never rest on the subject of the research, even though the subject has given his or her 

consent. 

3.  Biomedical research involving human subjects cannot legitimately be carried out unless 

the importance of the objective is in proportion to the inherent risk to the subject.  

4. Every biomedical research project involving human subjects should be preceded by 

careful assessment of predictable risks in comparison with foreseeable benefits to the 

subject or to others. Concern for the interests of the subject must always prevail over the 

interests of science and society.  

5. The right of the research subject to safeguard his or her integrity must always be 

respected. Every precaution should be taken to respect the privacy of the subject and 

minimize the impact of the study on the subject’s physical and mental integrity and on the 

personality of the subject.  

6. Physicians should abstain from engaging in research projects involving human subjects 

unless they are satisfied that the hazards involved are believed to be predictable. 

Physicians should cease any investigation if the hazards are found to outweigh the 

potential benefits.  

7.  In publication of the results of his or her research, the physician is obliged to preserve the 

accuracy of the results. Reports of experimentation not in accordance with the principles 

laid down in this Declaration should not be accepted for publication. 

8. In any research on human beings, each potential subject must be adequately informed of 

the aims, methods, anticipated benefits and potential hazards of the study and the 

discomfort it may entail. He or she should b e informed that he or she is at liberty to 

abstain from participation in the study and that he or she is free to withdraw his or her 

consent to participation at any time. The physician should then obtain the subject’s freely-

given informed consent, preferably in writing.  



9. When obtaining informed consent for the research project the physician should be 

particularly cautious if the subject is in a dependent relationship to him or her or may 

consent under duress. In that case the informed consent should be obtained by physician 

who is not engaged in the investigation and who is completely independent of this official 

relationship.  

10. In case of legal incompetence, informed consent should be obtained from the legal 

guardian in accordance with national legislation. Where physical or mental incapacity 

makes it impossible to obtain informed consent, or when the subject is a minor, 

permission from the responsible relative replaces that of the subject in accordance with 

national legislation. Wherever the minor child is in fact able to give consent, the minor’s 

legislation. Whenever the minor child is in fact able to give consent, the minor’s consent 

must be obtained in addition to the consent of the minor’s legal guardian.  

11. The research protocol should always contain a statement of the ethical consideration. 

Involved and should indicate that the principles enunciated in the present Declaration are 

complied with.  

II Medical Research Combined with Professional Care (Clinical Research) 

1. In the treatment of the sick person, the physician must be free to use a new diagnostic and 

therapeutic measure, if in his or her judgment it offers hope of saving life. Re-establishing 

health or alleviating suffering.  

2. The potential benefits, hazards and discomfort of a new method should be weighed against 

the advantages of the best current diagnostic and therapeutic methods.  

3. In any medical study, every patient-including those of a control group, if any should be 

assured of the best proven diagnostic and therapeutic method. 

4. The refusal of the patient to participate in a study must never interfere with the physician-

patient relationship. 

5. If the physician considers it essential not to obtain informed consent, the specific reasons 

for this proposal should be stated in the experimental protocol for transmission to the 

independent committee. (I 2) 

6. The physician can combine medical research with professional care, the objective being 

the acquisition of new medical knowledge... only to the extent that medical research is 

justified by its potential diagnostic or therapeutic value for the patient.  
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1.  INTRODUCTION 
 
 
DATTA MEGHE INSTITUTE OF MEDICAL SCIENCES (DMIMS), 
Deemed University, is a health university engaged in Health Education and 
Research and provides Health care through its attached multi-specialty 
hospital situated in rural Maharashtra, India. It is a tertiary care multi-
specialty hospital and caters to the Health needs of the rural & tribal 
population. 
 
Rural setting of the institution has enabled us to reach out to the needy in the 
remotest areas of Central India with a strong back up of state of art 
infrastructure and modern gadgets, keeping pace with rapid advances in 
science, technology and health care, thus making conscious and consolidated 
efforts in achieving our goal of emerging as “a Centre of Excellence” at 
National and International level. 
 
The following Standard Operating Procedure (SOP) are based upon the 
current Indian Guidelines (Schedule Y, Requirements AND GUIDELINES 
for permission to IMPORT AND / OR MANUFACTURE of New Drugs 
FOR SALE OR to UNDERTAKE CLINICAL TRIALS, January 5th 2005, 
and the GOOD CLNICAL PRACTICES FOR CLINICAL RESEARCH IN 
INDIA) and the ICH Harmonized Tripartite Guidelines for Good Clinical 
Practice. 
 
This SOP establishes the authority of the IEC, DMIMS to review clinical 
research and trial projects. All clinical trial projects must be submitted to the 
IEC for review and approval before commencement of the trial. 
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2. GENERAL 
 
All research projects to be undertaken in DMIMS must be reviewed and 
approved by the IEC before the commencement of the research project. All 
project proposals will be sent to the Member Secretary of the IEC at least 21 
days prior to the next date of meeting. The completed checklist of the 
documents must be submitted along with the submission. (Appendix) 
 
 
2.1 Management & Maintenance 
 
A copy of the IEC SOP will be kept with the Member Secretary. A copy of 
the same will be circulated to all regular members of the IEC and a register 
maintained to document the same. In case any member resigns or is replaced, 
the Member Secretary will ensure that the SOP is returned by him/her.  
 
 
2.2 Validity 
 
The current version of the IEC SOP is valid for a period of one calendar year. 
It will be revised with necessary changes and filed. 
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3. ORGANIZATION 
 
3.1 Membership 
 
The members of the IEC, DMIMS will be appointed by the competent 
authority of DMIMS to ensure the complete and fair review of human clinical 
trial projects to be conducted at the Institute. The Committee will have both 
regular members and non-voting members. There will be representation from 
both genders in the Committee. The members will be with adequate 
qualification, experience, and expertise in their respective fields. It will also 
comprise of members who will be competent enough to ascertain the 
fulfillment of the Institutional commitments and policies, applicable 
regulatory guidelines and standards of professional conduct and practice. The 
total number of members will be 10 (TEN) to 11 (ELEVEN) and the 
composition of the Committee will be as per the “Ethical guidelines on Bio-
Medical research on Human subjects” as prescribed by Central Ethics 
Committee on Human Research (“ICMR Code”) 
 
The Committee may invite individuals of competence in specific areas to 
assist in the review of issues, which need the assistance of experts beyond 
and in addition to that existing on the panel of the Committee. 
 
The Investigator may also be requested to present his / her protocol to the 
Committee. 
 
 
3.2 Quorum 
 
The quorum for any decision will be at least 6 members at each of the review 
meetings. It is desirable that at least one of the IEC members, not affiliated to 
DMIMS be present during each review meeting, as far as possible. 
 
The invited experts will not have a right to vote. Similarly the invited 
Investigator will also not have a right to vote. 
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3.3 Tenure 
 
All members will be appointed for a term of 2 (TWO) years which can be 
extended by the competent authority; if the need be. 
 
 
 
3.4 Roles & Responsibilities 
 
The responsibilities of the IEC Members are to ensure that all the human 
research and trial projects conducted within DMIMS: 
 

 Are sound in scientific design, have adequate statistical significance 
and are in accordance to the ICH GCP, Indian GCP, Schedule Y and 
other applicable local regulations and guidelines. 

 
 Protect the safety, rights and well being of the study subjects. 

 
 Are conducted and supervised by adequately qualified and experienced 

medical personnel. 
 

 Recruit patients who voluntarily sign the informed consent and fulfill 
the inclusion and exclusion criteria specified in the protocol and are 
randomized appropriately. 

 
 Do not expose the study subjects to more than minimal permissible 

risk. 
 

 All day to day activities will be coordinated by the Member Secretary 
of the Committee. 

 
 The Chairperson will preside over the meeting. 

 
 The Member Secretary will sign the Approval Letter. 
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4. OPERATION 
 
 
4.1 Meeting Schedule  
 
The meetings shall be convened minimum 3-4 times in a year following a 
standard protocol mentioning the last dates for submission of the project 
documents. A copy of the same will be circulated by the Secretary of the IEC 
to all Department Heads of DMIMS. A SOS meeting may be convened at the 
discretion of the Chairperson and the Members of the IEC in view of the: 

 Bulk Quantum of research projects 
 Projects requiring expedited review 
 Projects already approved but requiring minor changes 

 
 
4.2 Submission Requirements  
 
All submissions to the IEC must be made by the potential Principal 
Investigator. The entire set of documents must be submitted to the IEC. Any 
incomplete submission package will not be considered for review. The 
Secretary or the appropriate designate will acknowledge the receipt of the 
package to the Investigator.  
 
The Member Secretary will circulate the submitted documents to all the 
members of the Committee. 
 
 
4.3 Timing of Submission 
 
The IEC submission package related to the clinical trial must be submitted at 
least within 21 (Twenty-One) days of the next meeting date.  
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4.4 Approval / Disapproval 
 
The Committee shall review the project documents and will have the 
authority to approve, suitably modify or to disapprove the project 
 
 
4.5 Archival 
 
All project related documents will be stored in a safe and secure place at the 
site for a minimum period of 3 (THREE) years after completion of the project 
at DMIMS. 
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5. INFORMED CONSENT 
 
All clinical trial projects submitted to the IEC, DMIMS must be accompanied 
with the updated and final version of the “Informed Consent” Form and the 
Patient Information Sheet. There must be a provision for the signature, date 
and time by the study subject and Investigator and any other applicable 
signatory, as deemed necessary by the Sponsor. 
 
 
5.1 Requirements in ICF (List of Elements) 
 
The basic requirements in these documents must be as per the List of 
Elements, Refer Appendix VI. 
 
 
5.2 Document Management, Advertisement, Languages 
 
All approved versions of the ICF and PIS will be used for the administration 
of the consent.  
 
The Committee must be aware whether advertising for study subjects 
recruitment is essential in the project. When such advertising needs to be 
used, a copy of the advertisement must be submitted and the Committee must 
review the information contained in the advertisement, as well as the mode of 
its communication, to determine whether the procedure for recruiting subjects 
affords adequate protection and confidentiality. The Committee must ensure 
that the information in the advertisement is not misleading to the study 
subjects. This will be applicable for advertisements used within DMIMS or 
outside the Institute. 
 
Any written or visual advertisement used for the recruitment of study subjects 
must clearly state that the project is for human subjects research and may 
include:  
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 Name and contact information of the investigator. 

 Purpose of the research. 

 Inclusion and Exclusion criteria that will be used to recruit 

subjects into the study.  

 For any advertisement an indication that the advertisement and 

the study described therein have been reviewed and approved by 

the concerned IEC.  

 
 
5.3 Assent 
 
In case children / minors are to be enrolled in a clinical trial, the ‘Assent 
Form’ must be submitted for review and approval. The assent forms will be 
used for subjects who are capable of providing assent. The IEC shall 
determine that adequate provisions are made for obtaining the assent of the 
children - based on the age, maturity, and psychological state of the children 
involved.  
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Page 11 of 28 
Institutional Ethics Committee, Standard Operating Procedure 

CONFIDENTIAL 
 
 
6. REVIEW OF RESEARCH 
 
 
6.1 Initial Review - Criteria for approval 
 
The Committee will receive all the clinical research related essential 
documents (as per the List of Essential Documents).  While reviewing the 
clinical research project it will ensure that the following criteria are fulfilled 
 

 Risks to study subjects are minimized by the use of procedures 
which are consistent with sound research methodologies and do not 
unnecessarily expose the study subjects to risk. 

 
 Risks to study subjects are reasonable in relation to anticipated 

benefits. 
 

 Selection of study subjects is equitable. 
 

 Informed Consent will be obtained from all potential study subjects 
and appropriately documented 

 
The ethical review will be done through formal meetings only. 
 
 
6.2 Expedited Review 
 
In case of some specific clinical research projects the IEC may consider the 
need for an expedited review. Such projects need to have a valid rationale for 
expedited review.  The Members of the IEC will ensure that such projects are 
involved with no more than minimal risk to the study participants. Such 
reviews may be undertaken by the Chairperson or any one of the experienced 
members designated by the Chairperson. 
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6.3 Ongoing Review 
 
The Committee will conduct ongoing review of clinical research projects at 
regular intervals, but not less than once in a year. The Committee members 
may physically visit the site of the research and review the progress of the 
study, if the need be. 
 
 
6.4 Amendment Review  
 
In case of any amendments to the Protocol or any other study documents, the 
IEC must be notified. 
 
 
6.4.1 Technical 
 
The amendments to the protocol will be considered technical if : 

 Any change in drug dosage or duration of exposure to the study 
medication beyond that in the current protocol. 

 Any significant increase in the number of subjects . 
 Any significant change in the design of the protocol. 
 Any addition of a new test or procedure.  

 
In case of such amendments the Investigator must submit the following 
documents to the Committee : 

 Ten copies  of the amended protocol with mention of the Amended 
Protocol number and date. 

 Table of amendments with rationale for the amendment 
 
The Committee will review the amended protocol and the changes will be 
implemented only after the favorable approval. The sponsor must obtain a 
favorable approval from the Regulatory authorities and submit a copy of the 
same to the IEC. 
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6.4.2 Administrative 
 
In case of change in the Investigator for an approved protocol, the Sponsor 
needs to inform the IEC of the change along with the updated CV of the new 
Investigator. 
 
In case of any administrative changes to an already approved protocol like 
address change, the Sponsor needs to notify to the IEC of the changes and the 
reason for the change. The Member Secretary will acknowledge the receipt of 
such amended version and the study can continue. 
 
 
6.5 Safety Review 
 
The IEC will ensure that the investigators of the clinical trials being 
conducted at the site shall report all adverse events to the IEC as per the 
specified guidelines. 
 
In case of an adverse event that is serious and unexpected, the Investigator 
must report the same to the IEC within 24 hours. 
  
In case of any other serious adverse event the Investigator must report to the 
IEC within 7 working days. 
 
In case of any adverse events, the Investigator must send the same in the 
progress report to the IEC. 
 
In multi-center studies, investigators are required to report adverse 
experiences that occur in subjects enrolled at other participating sites - both in 
India and abroad. 
 
All safety reports will be addressed to the Member Secretary.  
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All safety reports received by the IEC will be reviewed by the Member 
Secretary and will decide whether the report needs to be reviewed by the full 
board. If an adverse event poses serious and unnecessary risk to study  
subject safety, the Chairperson or the Members as a whole may immediately 
suspend the study.   
 
In the event of a death of a study subject, the Investigator must report 
immediately along with the copy of post mortem report, if available. 
 
 
6.6 Site Visit, Audit Visit, Third Party Inspections 
 
The IEC can visit the clinical trial site/Department to conduct an on-site 
review. Such visits can include the review of the following documents at the 
site:       

 Signed informed consent forms and other related source documents. 
 Observation of administration of the informed consent process. 
 All serious and unexpected and / or related adverse events reports.  
 Entire source documents. 
 Completed Case Report Forms. 
 Site Contract and Agreements including of financial agreements. 
 Amendments of the Protocol or other essential documents. 
 Advertisements, if any for the subject recruitment. 

 
The IEC can conduct an Audit visit at the site in case of any non-compliance 
reported to the IEC. These reports may follow information to the IEC from 
the study subjects, public, Sponsors, progress reports and safety reports. The 
IEC will review such allegations of non-compliance and assess whether such  
allegations / alleged  practices  would  cause  injury  or  
other unanticipated harm or risk to subjects or others involved in the trial. In  
such cases of alleged non - compliance, the IEC may suspend the trial 
following a review by the full committee. Such decisions will be intimated to 
the Investigator and the Sponsor in writing. 
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The IEC at DMIMS is open for Inspections by the appropriate Regulatory 
bodies. The documents related to the clinical trial projects reviewed by the 
IEC can be inspected by such regulatory agencies. 

 
6.7 Interim Reports 
 
The Investigator must submit to the IEC a progress report on the clinical trial 
at least once every 6 months. The report must highlight: 

 Number of subjects screened, enrolled, completed and withdrawn 
 Current status of enrollment 
 Any safety issues 

 
 

6.8 Study Completion (Scheduled, Premature, Suspension) 
 
The Investigator must submit a final report to the IEC on the successful 
completion of the clinical trial at DMIMS.  
 
The IEC will have the authority to suspend or prematurely terminate a 
previously approved clinical trial if: 

 It is not being conducted in accordance with the IEC’s requirements 
 It has been associated with more than anticipated Unexpected, Serious adverse 

events. 
 Otherwise exposes the study subjects to more risks. 

 
Any such suspension or premature termination of approval will be informed 
to the Investigator and the Sponsor in writing and will include the reasons for 
the action. The suspension of a clinical trial project may be temporary till the 
corrective actions are taken and intimated to the IEC. The IEC will review the 
corrective actions and will determine the necessary and appropriate action. 
 
In case of premature termination of a clinical trial project, further enrollment 
at the site will be stopped, but the enrolled subjects will undergo the follow 
up activities required to protect the subjects from any safety issues. 
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7. IEC FEES  
  
The IEC fees for the review of a clinical research project will be Rs.20,000 
(Rupees Twenty Thousand Only). This will be payable in form of a Bank 
Draft, payable to The Registrar ‘D.M.I.M.S.’ at Nagpur. The draft must be 
submitted with the initial application package. 
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8. RECORDS AND REPORTS 
 
8.1 By IEC 
 

All documents and communication of the IEC related to the clinical research 
projects will be filed and stored in a safe and secure place. Strict 
confidentiality is to be maintained during access and retrieval procedures.  
 
The following documents will be stored: 

i)   Composition of the IEC 
ii)   C.V of all IEC members 
iii)    SOP (Standing Operating Procedures) of the IEC 
iv) Indian Good Clinical Practice Guidelines, ICH Good Clinical 

Practice Guidelines 
v) Copies of the Protocol, Case Record Forms, Investigators 

brochure, Informed Consent Form, Data collection forms, 
Regulatory Approvals and other relevant documents submitted 
to the IEC 

vi) All correspondence with IEC members and investigators 
regarding application, decision and follow up 

vii) Agenda of all IEC meetings 
viii) Minutes of all IEC meetings signed by the Secretary  
ix) Copies of decisions communicated to the applicants 
x) Record of all notification issued for premature termination of a 

study with a summary of the reasons 
xi) All Safety reports submitted to the IEC 
xii) Final report of the study including microfilms, CDs and Video-

recordings. 
 
8.2 By Investigator / Sponsor 
 
The investigator must submit all safety reports to the IEC within the specified 
timelines. All amendments to the Protocol or other essential trial documents 
must be approved by the IEC before they are implemented. 
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The Sponsor must submit the Safety reports from all sites to the IEC within 
the specified timelines. In case of pre mature termination of the clinical trial at 
DMIMS, the Sponsor must intimate in writing to the IEC and also specify the 
reasons for the termination. 
 
 
8.3 Insurance 
 
The Sponsor must submit a copy of the Insurance and Indemnification to the 
IEC. In case of long duration studies, the IEC will ensure the submission of 
the renewal copies of the policy. 
 
 
8.4 Undertaking by Investigator  
 
The Investigator must submit the ‘Undertaking by the Investigator’  along 
with each protocol submission to the Committee. (As per Appendix VII) 
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9. APPENDIX 
 
 
9.1 Membership List 
 

Sl 
No 

Prefix & 
Salutation 

Full Name Designation Affiliation 

1 Dr.    
2 Dr. Ms    
3 Dr    
4 Dr. Ms    
5 Mr.    
6 Dr.    
7 Dr. Ms    
8 Dr    
9 Dr. Ms    
10 Mr.    
11     
12     
13     
 
 
 
 

…………………………………………(Signature) 

 

Member Secretary, Ethics Committee. 

Dated: Dated __ __/__ __ __ /__ __ __ __ (D D / M M M / Y Y Y Y) 
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9.2 Submission Checklist 

 
Name of the Project:   
…………………………………………………………………………………………………………
…………………………………………………………………………………………………………  

 

� Final Copy of Protocol with Version No and Date 

� Final Copy of Investigators Brochure with Version No and Date 

� Copy of Informed Consent Form (English) with Version and Date 

� Copy of the Patient Information sheet (English) with Version No and Date 

� Copy of Informed Consent Form (Local Languages) with Version and Date   

� Copy of the Patient Information sheet (Local Languages) with  Version No 
and Date 

� Copy of the Case Report Form 

� Undertaking by the Investigator 

� Approval Letter from the Drugs Controller General of India 

� Agreement between the Investigator and the Sponsor / CRO 

� Current signed CV of the Principal Investigator 

� Copy of Insurance and Indemnification Policy from the Sponsor / CRO 

� Global Regulatory approvals, if available 

� IEC approvals from other sites, if available 

� Bank Draft for Rs. 10,000. 

� Cover Letter from Investigator 
 
………………………………………… Dated __ __/__ __ __ /__ __ __ __ 

(Signature)      (D  D / M   M   M /  Y  Y   Y   Y) 

 

……………………………………….(Principal Investigator.) 
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9.3 Approval Format 

(Letter Head of the IEC) 

                                 

Dated: __ __/ __ __ __/ __ __ __ __ 

               (D D / M M M / Y Y Y Y)  

To,  

 

Dr………………………………………………..(Name of Principal Investigator) 

……………………………….(Designation) 

……………………………….(Department) 

 Sub: Approval / Disapproval for the conduct of the Clinical Trial entitled 

“……………………………..” in the Dept of ………………………, DMIMS 
  

Dear Dr. …………………………………. 

  

The Institutional Ethics Committee, Datta Meghe Institution of Medical Sciences 
sawangi (meghe), wardha - 442 004 maharastra, india reviewed and discussed your application 
to conduct the clinical trial entitled “…………………………………………………….…” (Title of the 
Protocol), Version No: ………………. Dated __ __/__ __ __ /__ __ __ __ ((D D / M M M / Y Y Y 
Y))  on __ __/__ __ __ /__ __ __ __ ((D D / M M M / Y Y Y Y)) (Date of Meeting). 
  

The following documents were reviewed: 

a. Trial Protocol (including protocol amendments), Version No: …… Dated __    

 ___/__ __ __ /__ __ __ __ (D D / M M M / Y Y Y Y) 

b. Patient Information Sheet and Informed Consent Form (including updates if any) 

in English  

c. Patient Information Sheet and Informed Consent Form (including updates if any) 

in the vernacular language : 

d. Investigator’s Brochure, Version No: …… Dated __ __/__ __ __ /__ __ __ __ (D 

D / M M M / Y Y Y Y) 

e. Principal Investigator’s current, signed and dated CV. 

 
 



 
Page 22 of 28 

Institutional Ethics Committee, Standard Operating Procedure 
CONFIDENTIAL 

 

 

f. Insurance Policy / Compensation for participation and for serious adverse events 

occurring during the study participation. 

g. Copy of the Investigator’s Agreement with the Sponsor. 

h. Investigator’s Undertaking    

i. Any other :  

............................................................................................................... 

 

 

The following members of the IEC were present at the meeting held on (Date, time, place). 

  

__________ Chairman of the IEC 

__________ Member secretary of the IEC 

__________ Name of each member with designation 

  

We ………………………… (Decision - Approval, Disapproval, on hold requiring modification)  

the trial to be conducted in its presented form. 

  

The Institutional Ethics Committee expects to be informed about the progress of the study, 

any SAE occurring in the course of the study, any amendments in the protocol and patient 

information/informed consent and required  to be provided a copy of the final report. 

 

It is expected that the Indian Good Clinical Practice Guidelines and the ICH Good Clinical 

Practice Guidelines shall be complied with. 

  

Yours sincerely, 

  

…………………………………………(Signature) 

 

Member Secretary, Ethics Committee. 

Dated: Dated __ __/__ __ __ /__ __ __ __ (D D / M M M / Y Y Y Y) 
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9.4 List of Attendees 
 
 

Sl 
No 

Prefix & 
Salutation 

Full Name Designation Attendance 
(Signature) 

1 Dr.    
2 Dr. Ms    
3 Dr    
4 Dr. Ms    
5 Mr.    
6 Dr.    
7 Dr. Ms    
8 Dr    
9 Dr. Ms    
10 Mr.    
11     
12     
13     
 
 
 

…………………………………………(Signature) 

 

Member Secretary, Ethics Committee. 

Dated: Dated __ __/__ __ __ /__ __ __ __ (D D / M M M / Y Y Y Y) 
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9.5 ICF Elements Checklist 
 

(Based on Schedule Y, Dated 5th January 2005,) 
 

All Informed Consent Forms and Patient Information Sheets must have the 

following essential elements. Checklist for study Subject’s informed 

consent documents  

 

Essential Elements 

1. Statement that the study involves research and explanation of the purpose of the 

research  

2. Expected duration of the Subject's participation  

3. Description of the procedures to be followed, including all invasive procedures 

4. Description of any reasonably foreseeable risks or discomforts to the Subject  

5. Description of any benefits to the Subject or others reasonably expected from 

research. If no benefit is expected Subject should be made aware of this.  

6. Disclosure of specific appropriate alternative procedures or therapies available 

to the Subject.  

7. Statement describing the extent to which confidentiality of records identifying 

the Subject will be maintained and who will have access to Subject’s medical 

records  

8. Trial treatment schedule(s) and the probability for random assignment to each 

treatment (for randomized trials)  

9. Compensation and/or treatment(s) available to the Subject in the event of a 

trial-related injury  



10. An explanation about whom to contact for trial related queries, rights of 

Subjects and in the event of any injury  
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11. The anticipated prorated payment, if any, to the Subject for participating in the 

trial  

12. Subject's responsibilities on participation in the trial  

13. Statement that participation is voluntary, that the subject can withdraw from the 

study at any time and that refusal to participate will not involve any penalty or 

loss of benefits to which the Subject is otherwise entitled  

14. Any other pertinent information       

 

Additional elements, which may be required 
a. Statement of foreseeable circumstances under which the Subject's participation 

may be terminated by the Investigator without the Subject's consent.  

b. Additional costs to the subject that may result from participation in the study.  

c. The consequences of a subject’s decision to withdraw from the  research 

and procedures for orderly termination of participation by  subject.  

d. Statement that the Subject or Subject's representative will be notified in a 

timely manner if significant new findings develop  during the course of the 

research which may affect the Subject's willingness to continue participation 

will be provided. 

e. A statement that the particular treatment or procedure may involve risks to the 

Subject (or to the embryo or fetus, if the Subject is or may become pregnant), 

which are currently   unforeseeable  

      f.   Approximate number of Subjects enrolled in the study  
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9.6 Undertaking by Investigator - Essential Elements 

 
A copy of the undertaking by the Principal Investigator must be 
submitted along with the submission package. The undertaking by the 
Principal Investigator must have the following elements: 
 

 Full name, designation, Department, complete address of the Principal 
Investigator           

 
 Name and address of the site or other facility where the clinical trial 

will be conducted    
 
 Education, training & experience of the Principal Investigator for the 

clinical trial  
 

 Name and address of all clinical laboratory facilities or Central 
Laboratory to be used in the study. 

 
 Names of the other members of the research team (Co - 

Investigators) who will be assisting the Investigator in the conduct of 
the investigation (s). 

 
 Protocol Title and Study number of the clinical trial to be conducted 

by the Investigator. 
 

 Commitments: 

(i) I have reviewed the clinical protocol and agree that it contains all the 

necessary information to conduct the study.  I will not begin the study 

until all necessary Ethics Committee and regulatory approvals have been 

obtained. 
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(ii)  I agree to conduct the study in accordance with the current protocol.  I 

will not implement any deviation from or changes of the protocol without 

agreement by the Sponsor and prior review and documented approval / 

favorable opinion from the Ethics Committee of the amendment, except 

where necessary to eliminate an immediate hazard(s) to the trial Subjects 

or when the change(s) involved are only logistical or administrative in 

nature.   

(iii) I agree to personally conduct and/or supervise the clinical trial at my site. 

(iv)  I agree to inform all Subjects, that the drugs are being used for 

investigational purposes and I will ensure that the requirements relating to 

obtaining informed consent and ethics committee review and approval 

specified in the GCP guidelines are met. 

(v) I agree to report to the Sponsor all adverse experiences that occur in the 

course of the investigation(s) in accordance with the regulatory and GCP 

guidelines. 

(vi) I have read and understood the information in the Investigator's brochure, 

including the potential risks and side effects of the drug. 

(vii) I agree to ensure that all associates, colleagues and employees assisting in 

the conduct of the study are suitably qualified and experienced and they 

have been informed about their obligations in meeting their commitments 

in the trial. 

(viii) I agree to maintain adequate and accurate records and to make those 

records available for audit / inspection by the Sponsor, Ethics Committee, 

Licensing Authority or their authorized representatives, in accordance 

with regulatory and GCP provisions.  I will fully cooperate with any study 



related audit conducted by regulatory officials or authorized 

representatives of the Sponsor. 
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(ix) I agree to promptly report to my Institutional Ethics Committee all 

changes in the clinical trial activities and all unanticipated problems 

involving risks to human Subjects or others.   

 

(x) I agree to inform all unexpected serious adverse events to the Sponsor as 

well as to my Institutional Ethics Committee within 24 hours of the 

notification by the study subject. 

(xi) I will maintain confidentiality of the identification of all participating study 

patients and assure security and  confidentiality of study data. 

(xii) I agree to comply with all other requirements, guidelines and statutory 

obligations as applicable to clinical Investigators participating in clinical 

trials 

 

 Signature of Investigator with Date 

 
 

 
 

 
 
 
 
 
 
 
 
 
 




