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o IETHUEHEAT ERT AT IO & AU AT N & g fau
T 3eTTT AR ITHIRAT G@NT JFFAIET &I & forw HReT Hr I
AT 3l 1 ArERowdar PR S & AT S iR aEE/Rd
THIa/fRFAT 3 HAfd Aeg @ dEe & gedid Hfd fawge wfAfa
c@nT A R sepEles &1 et o s

e 3R wurh dmfas fr sepEe s Readt avw gey g A T
sga= & fow few wfdfa & gga gielr @nfee?

wuRe GhE/REer @t IR 'R daRe & v awes AT favae
oA & THeT Tqa fre Sden| faeandl & d6fid s My & gEdrdst
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oy A e g S E IR T TS A /AL AL, ZaT faea af¥a
¥ @ aEt AU IrgAlee e WY F aEdd FR aifee?
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42. | wemw ¥ ot ar aRtes Eldee 91 Hew TG F W A FH W E, AF HE
ga & 3 RBew @ AW wEaE SAfa Rvas seea & fav swga wer
aIeT?

IR | ¥ TFT FEEA/ATAS F AET 3T HeEdl I GEAd ARl
FAEU & U SgEd T H OAST ST Hehdl § FUAT AT FITHH
RIESETA/TEARN & § F FH & GhT GETT H § W@ Aard g

43. |aRk o ww = A aF § T A Ay Reww sepieT F v e w1
T §2

3cX | AL, UE UFH & HeANP G@NT YA 1Al Sl Fehdll &
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FAT HIA T TR 82

3ecR | MU 3§ WE-IEEUEEAT & &7 F APARNT A IR IEH fFEer &
iR #r Ry Fte A T Bl

45. | oRENSET & B $F AepEea & AT Fla-wla § gaue g7

3R | Rvgs afdfa & doF gds AGS gl &, T8 e AT e

RIS F AT P HARA dod A6 2dl ok Il wre ¢fFT & fav
o o 3T wiad g e &, o IR qaadt 35 & 15 foeT S o
TEId T S & o Al B sl dok A @iEAfaa fear SToEwar &1 Afk
FS TT IR g Rfecar smadee Rufa gidr § ar 3adsdr #i
auﬁgcﬁﬁwmgaﬁmmﬁl
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No.F.20-13/2008/ Committee /Estt. I Dated:1_5.03.2019
MEMORANDUM 1 8MAR 2019

Subject: Re-constitution of INSTITUTE ETHICS COMMITTEE at the AIIMS, New Delhi - reg.

Sk kR Rk K

In supersession to all previous orders on the subject cited above, the Director, AIIMS, New Delhi has
been pleased to re-constitute the INSTITUTE ETHICS COMMITTEE with following composition:

(1) Dr. T. P. Singh - Chairman
DBT-Distinguished Biotechnology
Research Professor,
Department of Biotechnology
Govt. of India
Ph. No: 9312249508
Email Id: tpsingh.aiims@gmail.com
(ii)  Dr. Peush Sahni - Member
Professor & Head
Deptt. of GI Surgery & Liver Transplantation
AIIMS, New Delhi
Ph. No: 01126593461
Email Id: peush_sahni@hotmail.com
(iiiy Dr. Nikhil Tandon ® Member
Prof. & Head,
Deptt. of Endocrinology & Metabolism
AIIMS, New Delhi
Ph. No: 9868397601
Email Id: nikhil tandon@hotmail.com
(iv) Prof. Sunesh Kumar - Member
Professor & Head
Deptt. of Obstetrics & Gynecology
AIIMS, New Delhi
Ph. No: 9868397302
Email Id: drsuneshkumar@gmail.com
(v)  Prof.S.K. Maulik - Member
Professor, Deptt. of Pharmacology
AIIMS, New Delhi
Ph. No: 7065327696
Email Id: skmaulik@gmail.com
(vi) Dr. Rohit Saxena & Member
Professor, Deptt. of Ophthalmology
ATIMS, New Delhi
Ph. No.9868398457
Email Id : rohitsaxena80@yahoo.com
(vii) Dr. Rakesh Lodha = Member
Professor, Deptt. of Paediatrics
AIIMS, New Delhi
Ph.N0.9868397533
Email Id: rlodhal661l@gmail.com
(viii)  Dr. Subodh Kumar Garg - Member
Professor, Deptt. of Surgery, JPNATC,
AIIMS, New Delhi
Py No0.9868397705
RECEIV, ,E.!m\ il Id: subodh6@gmail.com
e gieen / COmPYLy “'Dr.|Sameer Bakhshi - Member
Pro%ssor, Deptt. of Medical Oncology
Dr. BRA, IRCH, AIIMS, New Delhi
Ph. No.: 9868398312
BT Email Id : sambakh@hotmail.com
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1.

Purpose

The Institutional Ethics Committee (IEC) of the AIIMS Institute was established in order to provide
independent guidance, advice, and decision (in the form of “approval/recommendation/disapproval”) on
health research or other specific research protocols involving human subjects. These standard operating
procedures describe the terms of reference which provide the framework for constitution,
responsibilities and activities of the IEC for clinical studies.

Objective of SOP:

The objective of this SOP is to ensure a strict concordance with the statements of General principles on
Research using Human Subjects in Biomedical Research as well as the Statement of Specific Principles
on Research to the effective functioning of the IEC under the guidelines of ICMR, Schedule Y, and
WHO Operating Guidelines for Ethical Review Committee that Review Biomedical Research, and
International Conference on Harmonization Good Clinical Practice (GCP) and applicable regulatory
requirements.

Applicable to

All members of IEC, staff and Administration of AIIMS, New Delhi

Applicable Regulations and guidelines-

May 1997- International Conference on Harmonization; Good Clinical Practice (GCP): consolidated
guideline

Oct 2013- Declaration of Helsinki

Jan 2005- Schedule Y of Drugs and cosmetic Act

2017- Ethical guidelines for Biomedical Research on human participants by India council of Medical

Research.

2017- Council for International Organizations of Medical Sciences (CIOMS) in collaboration with the
World Health Organization (WHO)

General principles in biomedical research involving human subjects:

The committee will contribute an ethical review mechanism of standard quality and consistency for
health and biomedical research for all proposals dealt by the committee as prescribed by the Ethical

guidelines for biomedical research on human subjects by ICMR.



ILC, AIIMS will take care of following to ensure that the research protocols that are carried out at
IEC, AIIMS are in accordance with , but not only limited to, the guidelines laid down by Indian
Council of Medical Research (ICMR), Indian GCP, ICH GCP & Schedule Y and do not compromise
the safety of the subject.

Study procedures are conducted under the supervision of medical persons with the required expertise
Include solely patients and/or healthy subjects who have given voluntary and informed, consent to
participate in the clinical study.

The purpose of the research is directed towards the increase in knowledge about health and disease
related understanding of human beings

Research is conducted under conditions that no one person/persons becomes a mere means for the
betterment of other.

Research is subjected to a regimen of Evaluation at all stages on proposal, ie. design,

experimentation, statistical validity, declaration and use of results thereafter.

Any research using human beings as subjects of medical or scientific research or experimentation shall

bear in mind the following principles:

i

iii.
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Principles of essentiality whereby, the research entailing the use of human subjects is considered to

be absolutely essential after a due consideration of all alternatives.

Principles of voluntariness, informed consent and community agreement whereby, research

subjects are fully apprised of research subject and others.

Principle of non-exploitation, whereby, as a general rule, research subjects are remunerated for

their involvement in the research or experiment; and, irrespective of the social and economic
condition or status, or literacy or educational levels attained by the research subjects, are kept tully

apprised of all the dangers arising in and out of the research.

iv. Principles of privacy and confidentiality whereby, the identity and records of the human subjects

participating in the research or experiment are as far as possible kept confidential.

Principles of precaution and risk minimization whereby, due care and caution 1s taken at all stages

of the research and experiment.

Principles of professional competence whereby, the research is conducted at all times by

competent and qualified persons who act with total integrity and impartiality.

Principles of accountability and transparency whereby, the research or experiment will be

conducted in a fair, honest, impartial and transparent manner after a full disclosure is made by those

associated with the research or experiment of each aspect of their interest in the research.

viii. Principles of the maximization of the public interest and of distributive justice whereby, the

research or experiment and its subsequent appreciative use are conducted and used to benefit all

human kind.



ix. Principle of institutional arrangements whereby, there shall be a duty on all persons connected

with the research to ensure that all the procedures required to be complied with and all institutional
arrangements required to be made in respect of the research and its subsequent use or application are
duly made in a beneficial and transparent manner.

x. Principle of public domain whereby, the research and any further research, experimentation or

evaluation in response to, and emanating from such research is brought into the public domain.

«i. Principle of totality of responsibility whereby, the professional and moral responsibility, for the

due observance of all the principles, guidelines or prescriptions laid down generally or in respect of
the research or experiment in question, devolves on all those directly or indirectly connected with the
research or experiment.

xii.Principle of compliance whereby, there is a general and positive duty on all persons conducting,

associated or connected with any research entailing the use of a human subject.

Role and Responsibilities of IEC:

IEC is a recommendatory body set up to advice, support and guide individuals or departments in taking
decisions and carrying out the same. Its primary aim is to safeguard the dignity, rights, safety and well-
being of all actual and potential research participants. The goal of research, however, important, will
never be permitted to override the health and well-being of the research subjects. The IEC will ensure
that all the cardinal principles of research ethics viz. Autonomy, Beneticence, Non-maleficence and
Justice are taken care of in the planning, conduct and reporting of the proposed research. For this
purpose, [EC will look into the aspects of informed consent process, risk benefit ratio, distribution of
burden and benefits and provision for appropriate compensations wherever required. Special attention
will be paid to the trials that may include vulnerable subjects.

It will review the proposals before start of the study as well as monitor clinical trials as mandated by
DCGI throughout the study until and after completion of the study through appropriate well documented

procedures. The committee will also examine compliance with all applicable regulatory requirements,

applicable guidelines and laws.

Basic Responsibilities of IEC
o To protect the dignity, rights, safety and well being of potential research participants.
e To ensure universal ethical values in terms of local community values & customs.
e To ensure that international scientific standards are followed by researchers
o To assist in development & education of a research community responsive to local health care
requirements
e To ensure a competent scientific review of the proposed research
e To ensurc a competent review of all ethical aspects of the proposed study
e To abide by relevant regulations and relevant institutional policies

e Review of Essential Documents.



« Review of Pro gress of Study at regular intervals.

e It may be ensured that no research project shall be/ can be started unless Ethics Clearance and
Approval is obtained and that no retrospective/post facto Ethics Clearance/Approval can be
provided to research projects which were neither submitted nor vetted by the IEC.

Authority under which IEC is constituted:

The IEC is constituted by the competent authority of the institute (Director, AIIMS) under the guidelines
of ICMR, Schedule Y, WHO Operating Guidelines for Ethical Review Committee that Review
Biomedical Research, and International Conference on Harmonization Good Clinical Practice.
Composition of the IEC:

The [EC shall be multidisciplinary and multi-sectoral in composition. Independence and competence are
the two hallmarks of the IEC. The Chairperson of the Committee shall be from outside the Institution.
This is to maintain the independence of the Committec. A Co-Chairperson (external member) will
officiate as well as undertake other responsibilities of the Chairperson in the absence/non-availability of
the Chairperson. The Member Secretary is from the Institution and will be responsible for day to day
activities of the TEC. Other members comprise a mix of medical / non-medical, scientific and non-
scientific backgrounds, including lay public to reflect the differed viewpoints.

The composition may be as follows as per ICMR guidelines:-

I. Chairperson

2. 1-2 basic medical scientists

3. 1-2 clinicians

4. One legal expert

5. One social scientist / representative of non-governmental voluntary agency
6. One lay person from the community

7. Member Secretary

Quorum requirement:
According to schedule Y of Drugs and Cosmetics Act, 1940, minimum of 5 members are required to
compose a quorum:
i.  Basic Medical Scientist

ii.  Clinician

iii.  Legal Expert

iv.  Social Scientist

v.  Lay person from community
Based on these guidelines, the IEC, ATIMS consists of 15 members

« 11 members are from inside AIIMS
« 4 members are from outside AIIMS
« Out of 15 members 2 members are women




10.

[EC, AIIMS has fixed 7 members out of 15 to make a quorum.

The 1EC should have adequate representation of age, gender, community etc. in the committee to
safeguard the interest and welfare of all sections of the community/society. All the IEC members should
be aware of the local, social and cultural norms to facilitate the competent review of the proposals and
also to protect the rights, safety and well-being of the human subjects participating in the biomedical

research.

If required, TEC may invite subject experts to offer their views, for example, for drug trials a
pharmacologist; preferably a clinical pharmacologist may be included. Similarly, based on the
requirement of research area, for example HIV, genetic disorders etc. specific patient groups may also be
represented in the committee. However the invited member/s will not have voting power.

All decisions must be taken in meetings and not by circulation of project proposals. Minutes of Meeting
along with the list of members present during the meeting must be maintained.

All the members will be appointed by the Director, AIIMS with appropriate documentation of their

appointment and acceptance. The appointment will be based on their competencies and integrity.

Terms of reference:

The terms of references for IEC includes description of terms of appointment of members with reference
to the duration of the term, quorum requirement, the policy for removal, replacement, resignation
procedure, frequency of meetings, and payment of processing fee to the IEC for review, honorarium /

consultancy to the members / invited experts etc. as given in the SOP.

The SOPs will be revised periodically (i.e. within every three years) or earlier/later based on the
changing requirements. The term of appointment of members could be extended for another term and a
defined percentage of members (25%) could be changed every three years. It would be preferable to
appoint persons trained in bioethics or persons conversant with ethical guidelines and laws of the
country. A substitute member may be nominated if meetings have been continuously missed (i.e. three

consecutive times) by a member.

10.1 Training

The members can voluntary withdraw from membership of IEC after giving due justification and
permission of appointing authority. The TEC will make a provision to get inhouse structured training for

all members OR get trained through Collaborative Institutional Training Initiative (CITT)

https://about.citip rogram.org/en/course/healthcare-ethics-committee/



' 10.2Conditions of Appointment and Conflict of Interest:
For appointment to the committee, medical scientist and clinicians should have a post graduate
qualification and should have sufficient years of work experience in positions of significant
responsibility and aware of their role and responsibilities as committee members. Professional integrity
and commitment to human welfare would be important criteria for inclusion as members. A member
should be willing to disclose his/her full name, profession, designation and affiliations.
After the initial constitution, subsequent appointment to the committee shall be guided by the quorum
requirements and activity of the members involved. Any members who have obvious undue influence
on the decisions of other members by the way of their institutional association, financial liability,
kinship or authority would need to voluntarily exclude themselves from the quorum. In case this is not
done voluntarily, exclusion may be suggested (if deemed necessary) by at least 2 other members.
A member should declare at the first meeting in which he/she participates, all conflicts or potential
conflicts of interest, that may compromise his/her position on the IEC. It would be up to the rest of the
[EC to take an appropriate decision.
A member who has direct involvement or self-affirmed conflict of interest with a proposal being
considered shall not form a part of the quorum.
All IEC members should maintain absolute confidentiality of all discussions during the meeting,
including the documents circulated for review, unless required by law. All committee members and
Scientific Review Committee members have to sign a Confidentiality Agreement at the time of
appointment regarding meeting deliberations, applications, information on research participants and
related matters, the term of which shall be binding on them even after the termination of the contract.
All IEC, including the Chairperson, are subject to the Policy on Conflicts of Interest approved by the
Director, as amended by the Director, from time to time. In the event that a matter arises in which an
Ethics Committee member is implicated, the Ethics Committee shall meet without the presence of the

implicated Ethics Committee member.



'11. Procedures:

The SOP will be distributed to all the members and other stakeholders.

The schedules of submitting the proposal is as follows:

Submissions will be received on all days. Proposals received till 15th of any month will be processed in
the upcoming Institute Ethics Committee meeting and those received after 15th will be processed in the
next TEC meeting. All meetings of IEC will be held as far as possible in the first week of every month
and those of IEC for Post Graduates Research in the last week of every month..

The applicant of a proposal is required to submit 01 copy of his / her application letter and upload the

research protocol on IEC software portal (http://14.139.245.45:8082/) along with these following

documents:
1. Research Protocol

2 Information as desired in the “Format for Submission”

(WS}

. Investigator’s Brochure

4. Participant informed consent from and Participant information sheet in English and translated
language in a simple layman’s language, in a narrative form directed to Participant/LAR, covering all the
points given on the website

5. Any other project-specific document

6. Certificate that no work has started

7 Certificate that work will be done as per ICMR/Good Clinical Practice guidelines

.. Permission to use copyrighted questionnaire and proforma

cC

9. Updated brief Curriculum Vitae of Principal Investigators

10. DCGI clearance/approval, if applicable. If approval is awaited, mention the same in application letter
and submit the DCGI submission letter

| 1. CTRI registration number for intervention studies

12. IEC approvals from other investigative site(s), if applicable; it is mandatory to submit IEC of the site
of Pl in case of multicentric study although a parallel submission can be done.

[3. All applicants have to give an undertaking declaring their conflict of interest and financial disclosure

Approval of a project is made by consensus of members present at the meeting.
In case of a positive decision a statement of the responsibilities of the applicant will be communicated.
The 1EC expects that, the researchers keep the committee informed of, but not limited to the following:

% All cases of protocol amendments should be submitted for IEC review and approval before

implementation

> All cases of amendments to the Informed Consent Form and Patient Information Sheet must be
submitted to IEC for review and approval before implementation.

> All cases of amendments to recruitment material



> Serious and unexpected adverse events related to the conduct of the study

> Protocol deviation, if any should be informed with adequate justification

> Any new information that may affect the risk/benefit ratio of the study

» Annual progress report (the clock for the same starts from the date of receipt of IEC approval for the
study)

> Final report to be submitted at the end of the study

Premature termination of the study should be notified with reasons along with summary of the data

v

obtained so far

5 Site close out to be notified along with the final status report including the details of subjects, IP and

documentation

Y

All administrative changes, which has study implications must be notified to IEC

IEC may seck help from outside experts (from within or outside institute), if required. These experts may
be specialists in ethical or legal aspects, specific diseases or methodologies, or represent specific
communities; patient groups or special interest groups €.g. Cancer patients, HIV/AIDS positive persons
or cthnic minorities. They are required to give their specialized views but do not take part in the
decision-making process which is the discretion of members of the IEC. In the case of projects submitted
by members of IEC, these members should voluntarily withdraw from the IEC meeting while a decision
on that project is being made which evokes a Conflict of Interest. This may be indicated to the
Chairperson prior to the review and be recorded so in the minutes. (All members shall sign a declaration

on conflict of interest).

The minutes of the meeting are noted by the Member Secretary. Minutes are circulated to the
Chairperson and after his approval, the comment letters to applicants may be dispatched after the

signature of Member-Secretary of the IEC.
After the meeting, the approval of the members of the [EC is obtained on the same day of the meeting.

In order to streamline the work of IEC, an IEC for Post Graduate Research has been formed to assist in

evaluation of ethical aspects of the MBBS/M.Sc./M.Biotech/MD/MS/MHA/DM/M.Ch./Ph.D

thesis/dissertation which follows exactly the same principles as above.

The committee will give its opinion on the project in writing in one of the following ways:
- Approval/Disapproval
- Modification before approval

- Discontinuation of previously approved project
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The :Chairperson / Member Secretary of the committee may provisionally approve the project without
calling a full meeting in case where only administrative amendment has been made. This decision will
be ratified at the next full committee meeting and minuted. All documents pertaining to the 1IEC will be
held in the office of the IEC. Members shall voluntarily withdraw from the IEC meeting while making a
decision on an application which evokes a “Conflict of Interest” which may be indicated in writing to the

Chairman prior to the review and be recorded so the minutes.
All members shall sign a declaration on conflict of interest.

The committee expects from the investigators:

A progress report on a yearly or more frequently as the committee feels it.

Serious adverse events:

Serious adverse events (SAE) will be reviewed in TEC meetings. Opinions from specialists in the
particular area, who do not have any conflict of interest, may be taken, if required. In cases of significant
SAEs, Principal Investigator of the study will be asked to justify the continuation of the study.

Any SAE, including Hospitalization or prolongation of hospitalization, clinical trial related injury or
death, regardless of causal relationship, must be immediately reported to the Institutional Ethics
Committee Chairman, Sponsor and RA (DCGI) within 24 hours.

Investigator has to submit the analysis report (causality assessment) within 14 Calendar days of
becoming aware of the event to [as per APPENDIX XI & XII of Schedule Y].

e Sponsor/CRO (if applicable)

e Chairman of Ethics Committee

e Head of Institute pertaining to Research (Dean Research)

e DCGI

In case of serious adverse event occurring to the clinical trial subject, the IEC shall forward its report on
the serious adverse event of death, after due analysis along with its opinion on the financial
compensation, if any, to be paid by the Sponsor or his representative, whosoever had permission from
the Licensing Authority as defined under rule 21(b) for conducting the clinical trial, to the:

e Investigator/Sponsor

e Licensing Authority (DCGI)

The report needs to be submitted within 30 calendar days of the occurrence of the SAE. The Ethics
Committee will oversee that subjects receive the benefits as decided by the Expert Committee.

In order to assist the IEC for monitoring of adverse events in clinical trials, a Sub-committee has been

constituted vide Memorandum no. F.20-29/2013-Estt.-I dated 09.01.2014. Its function includes giving
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opinion on causality of SAEs and decide the amount of compensation to be given to the patients with

trial related injury along with monitoring of clinical trials.

The sub Committee will convey its recommendation to the IEC which will inform the DCGI its decision

about the casualty and compensation regarding the serious adverse events.

Vulnerable Groups

Effort may be made to ensure that individuals or communities invited for research be selected in such a

way that the burdens and benefits of the research are equally distributed.

e Research on genetics should not lead to racial inequalities;

e Persons who are economically or socially disadvantaged should not be used to benefit those who are
better off than them;

e Rights and welfare of mentally challenged and mentally differently abled persons who are incapable
of giving informed consent or those with behavioral disorders must be protected.

o Appropriate proxy consent from the legal guardian should be taken after the person is well informed
about the study, need for participation, risks and benefits involved and the privacy and
confidentiality procedures. The entire consent process should be properly documented

e Adequate justification is required for the involvement of participants such as prisoners, students,
subordinates, employees, children, service personnel etc. who have reduced autonomy as research

participants, since the consent provided may be under duress or various other compelling reasons.

Vulnerable populations include:

a. Racial inequalities

b. Economically or socially disadvantaged

¢. Mentally challenged and mentally differently able persons with reduced autonomy

(prisoners, students, subordinates, employees, service personnel)

Record keeping:

All documentation and communication of an Ethics Committee are to be dated, filed and
preserved/archived according to the standard operating procedures. It is the responsibility of IEC staff to
ensure that all study files are prepared, maintained, and kept securely for a period of not less than five
years (both in soft and hard copy) form the date of study completion or termination. Approved protocols
are assigned unique identifier that ensures confidentiality and facilitates retrieval at any time. Strict

confidentiality must be maintained during access and retrieval procedures. Records should be maintained

for the following namely:



e The constitution and composition of the IEC

e The curriculum vitae of all IEC members;

 Standard operating procedures followed by the IEC

e National and international guidelines;

e Copies of the protocol, data collection formats, CRFs, investigational brochures etc. submitted for
review;

o All correspondence with IEC members and investigators regarding application, decision and follow
up;

e Agenda of all IEC meetings;

e Minutes of all TEC meetings with signature of the Chairperson;

« Copies of decisions communicated to the applicants;

e Record of all notifications issued for premature termination of a study with a summary of the
reasons;

e Final report of the study including microfilms, CDs and Video-recordings.

All closed study files will be separately archived. After completion of archival period the closed files

will be shredded and disposed off. A log book of disposed documents will be maintained.

. Management of regulatory inspection:

The regulatory inspection of the IEC can be conducted with or without prior notification by the
regulatory agency. Foreseeing the regulatory inspection, the IEC will take all the measures required to
ensure that the trials are conducted strictly in accordance with the clinical trial regulations and
guidelines.

Ethics committee shall remain open for inspection by the inspectors or officials of the Central Drugs
Standard Control Organization (CDSCO) and inspectors from global regulatory authorities, if applicable.
The 1EC shall allow inspectors or officials of the CDSCO to enter its premises to inspect any record,
data, or document related to clinical trials approved by the IEC and shall provide adequate replies to
queries/observations (if any) raised by such inspectors or officials of the CDSCO in relation to the
conduct of the clinical trial.

Preparation for the Regulatory Inspection:

[EC will be registered under the Licensing Authority (DCGI). The renewal of registration will be
done three months prior to the expiry of registration. For this purpose, IEC will keep a track of the
registration approval date

IEC will be constituted as per the ICMR Guidelines & Schedule Y

[EC will ensure that the right, safety and well-being of the subjects participating in the biomedical
research is always protected

IEC will review all study protocols considering the following criteria:

e Minimize risk to the participant
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FREQUENTLY ASKED QUESTIONS

About Ethics Committee

1. What is the fee for submitting the proposal in Ethics Committee?
Answer | There is no fee for submitting the proposal in Ethics Committee.
r How frequently does the Ethics Committee hold its meeting(s)?
| Answer Ethics committee meets on first Friday of every month.
3. Is Institute Ethics Committee (IEC) registered in Drug Controller General of India
(DCGI)/ National Accreditation Board for Hospitals (NABH)?
Answer | The IEC is registered in DCGI and not by NABH. At present it is not mandatory for IEC to be
registered in NABH.
4. If a research study is to be conducted at AIIMS, what will be the first step for getting the
Ethics approval?
Answer | The first step will be to create a login Id at AIIMS Ethics Committee portal and submit the
proposal to the respective committee.
3. Is the new proposal to be submitted online/offline or both?
Answer | The documents need to be submitted online as well as offline.

For online submission, documents duly signed should be uploaded in a pdf format at ATIMS
Ethics Committee portal and for offline submission; the same hard copy (one) is to be
submitted in the respective committee.

Online Submission

6. Which browser should be used to upload documents on the Ethics Committee Portal?
Answer | Google chrome, Internet Explorer, Safari, Mozilla can be used to access the Ethics Committee
Portal.
7. How to reach the Ethics Committee portal and create a new login I1d?
Answer | Use the following steps to reach the portal:
1. Open www.aiims.edu
2. Click About us
3. In the left column click on Ethics Committee Software Portal
4. On the tool bar click on Login
5. Create your new Login Id
8. What should be done if I do not remember my Ethics Committee portal Login Id’s
password?
Answer | Click “Forgot password” & a new password will be sent to your registered email.
9. For every new proposal submission, do we have to create a new login?
Answer | No, once you have created your login I1d on Ethics portal you can submit multiple studies
through that login Id.
10. If I have any difficulty in creating a new login Id, whom should I contact?
Answer | For any query with regard to creating a login Id, you can send an email to
ethicscommitteeaiims@gmail.com or call at 26594579.
11. How do I submit the protocol online?
Answer | Use the following steps:
1. Login to the Ethics Committee portal
2. Click on Submit new project
3. Fill in the basic information
4. Upload the required/specified documents
5. Click submit
12. While uploading files if the upload button gets duplicated then what should I do?
Answer | Clear Browser history and Cache files in your laptop or desktop.
13. How can I submit the remaining papers which I forgot to upload at the time of online

submission?

Answer

You can email the documents to ethicscommitteeaiims@gmail.com but there should not be




more than two attachments.

14.

How will I know that my proposal has been submitted successfully online?

Answer

Once you have submitted the documents online, a message will appear that “Your project is
successfully uploaded.” or you can click on Project under review after login and you will see
your uploaded project(s)

Protocol/thesis Submission

15.

From where I can get the Institute Ethics Committee format for project/thesis protocol
submission?

Answer

Open the ethics committee portal and then, click on downloads.
You will get both the project/thesis protocol format.

16.

What documents need to be submitted for project approval and in which format?

Answer

The documents required are:
I. Cover letter
2. Project protocol in the respective Ethics Committee format.
3. Detailed protocol
4. Undertakings
e That the study shall be done in accordance with ICMR/GCP guidelines
e Asto who will bear the expenditure of injury related to the project (if applicable)
e Whether work on the project has started or not
s What would be done with leftover samples/ tissues (if applicable)
e That the Hindi version of the PIS and PICF is a true translation of the English version or
vice-versa.
5. Investigator Brochure
6. Patient Information Sheet (PIS) (Both English & Hindi)
7. Patient Informed Consent Form (PICF) (Both English & Hindi)
8. If the patient/participant is 7-18 years of age, PIS for LAR and Assent form has to be
submitted
9. Permissions: if questionnaire/proforma of the study is copyrighted
10. CVs of PI & Co-PI
I1. Certificate of anti-plagiarism
[2. Any other relevant documents: (if applicable)
e If the study is multicentric upload the Ethics approval of other centres, if available.
e Permission(s) from Drug Controller General of India (DCGI)
e Permission from Director General Foreign Trade (DGFT)
e Clinical trial registry India number
e Clearance from Health Ministry Screening Committee (HMSC) if biological materials
are required to be sent out of the country or there is foreign funding/technical
collaboration.
e Insurance Certificate, if applicable
13. Completed checklist

E7;

Do I need to submit the CV of PI or all the Co-I for Ethical approval?

Answer

It is mandatory for the CV of PI to be submitted, while for Co-investigators this requirement is

optional.

18.

What should be the format of the CV of PI?

Answer

The CV should not exceed two pages. It should include full contact details; Years of
Experience post MD/Ph.D., Areas of interest, list of 10 best publications in the area of interest
on which proposal is based and/or any past projects related to proposed topic.

19.

What documents are to be submitted for thesis protocol approval and in which format?

Answer

The documents required are:

I. Cover letter duly forwarded by Chief guide

2. Thesis protocol in respective Ethics Committee for PG research format.
3. Detailed protocol

4. 4. Undertakings




e That the study shall be done in accordance with ICMR/GCP guidelines

e As to who will bear the expenditure of injury related to the project (if applicable)

e  Whether work on the project has started or not

e  What would be done with leftover samples/ tissues (if applicable)

e That the Hindi version of the PIS and PICF is a true translation of the English version or
vice-versa.

5. Patient Information Sheet (PIS) (Both English & Hindi)
6. Patient Informed Consent Form (PICF) (Both English & Hindi)
7. If the patient/participant is 7-18 years of age, PIS for LAR and Assent form has to be
submitted
8. Permissions: if questionnaire/proforma of the study is copyrighted
9. Certificate of anti-plagiarism
10. Any other relevant documents: (if applicable)
e If the study is multicentric upload the Ethics approval of other centres, if available.
e Permission(s) from Drug Controller General of India (DCGI)
e Permission from Director General Foreign Trade (DGFT)
e Clinical trial registry India number
e Clearance from Health Ministry Screening Committee (HMSC) if biological materials
are required_to be sent out of the country
e Insurance Certificate, if applicable

20. I am doing a PG thesis/dissertation and I am either working on a similar project or using
my chief guide’s project samples for my thesis. Should I take separate ethical clearance in
student’s name?

Answer | It depends on the project objectives and title. If the PG/PhD student is working on the same
project with same title and objectives, then separate ethical approval is not required. He should
however be added as a co-investigator in the project by writing a letter to the IEC. However, if
the student’s thesis has a different objective, ethical approval will be required.

21. Is there any time limit for uploading the documents online and submitting offline?

Answer | For online submission you have to upload the documents within the time period given by the
software.

For oftline submission, you need to submit the hard copy within 24 hours of the online
submission.

22. How many hard copies of documents should I submit for proposal for project/thesis?

Answer | For project proposal, one copy is to be submitted and for thesis proposal four copies need to be
submitted.

23. Where should I submit a hard copy of the documents for Ethics Committee approval?

Answer | Documents need to be submitted at below mentioned address:

Institute Ethics Committee

Room No. 102, First Floor, Old OT Block
All India Institute of Medical Sciences
Ansari Nagar, New Delhi — 110029

24. Will I get the acknowledgement letter for the documents notified in the Ethics
Committee?

Answer | No: however, for your records you can take an acknowledgment signature on the photocopy of
the submitted document.

25. What is the cutoff date for submitting a proposal so that it is included for the discussion in
the next scheduled Ethics committee meeting?

Answer | It should be submitted by the 15" day of every month.

26. Can I see my decision/approval letter online?

Answer | No

27 Within what time period do I need to reply to the queries raised by the Ethics Committee?

Answer | Within 15 days of receiving the letter.




28" How should I send the documents for reply to the comments raised by the committee for
the project/thesis? Is it to be done online, offline or both?
Answer | You need to submit the documents/ reply to the comments as one hard copy along with the
query letter received from the Ethics Committee. This has also to be submitted online.
29. Where should I submit my reply to the comments raised by the committee in the online
portal?
Answer | Use the following steps:
I. Login into Ethics Committee portal
2. Click on “Project under review”
3. In the column of action click on ‘Revise’
4. A window will open
5. Scroll the screen and attachment tabs will appear on the screen
e Cover letter
e Response to the ethics Committee comment
e Other documents (upload query letter)
6. Click on submit changes
30. When will I get approval letter after replying to the queries raised by the Ethics
Committee?
Answer | Usually within one week of the next IEC Meeting.
31. For Project/Thesis from where may I collect the ethical approval letter after it is discussed
in the ethics meeting?
Answer | Approval letter of a project will be delivered to the PI’s office and for a PG thesis to the Chief
Guide’s office.
32, Can I make amendments to my study protocol already approved by the Ethics
Committee? What documents need to be submitted for the amendments?
Answer | Yes, you can make amendments in a study protocol already approved by the Ethics Committee

at any time.

The documents that need to be submitted are:

I. Covering letter with a list of amendments

2. Amended protocol/document

3. Previous letter of approval from the Ethics Committee
These have to be submitted online as well as offline

Participant

Information sheet (PIS)

33. Is PIS required for a retrospective study?
Answer | No
34. What details should be mentioned in the PIS and PICF for submitting the Project/thesis?
Answer | Please refer to the Ethics committee portal. Under “downloads”, you can obtain information
that needs to be included in the PIS & PICF.
35, When should I submit the PIS and PICF for legally acceptable/authorized representative
(LAR)?
Answer | For participants below 18 years, PIS/PICF for LAR has to be submitted.

If a patient may not be in a condition to give consent, the PIS/PICF has to be addressed to the
LAR even if the patient is 18 years or above.

DCGI, CTRI clearance, insurance coverage, free drug/implant/device

36. In what type of studies do I need DCGI clearance?
Answer | In Industry sponsored/funded Phase 2, 3 and 4 studies or any investigator initiated study which
is being conducted for the purpose of regulatory approval of a drug/device.
37. In what type of studies do I need to register with CTRI?
Answer | In any intervention study, registration with CTRI is needed. Please see

https://www.icmr.nic.in/sites/default/ﬁles/guidelines/lCMR_Ethical_Guidelines_ZO 17.pdf and
www.icmje.org for further information




38.7 In what type of studies do I need Insurance coverage?

Answer | In Industry sponsored/funded Phase 2, 3 and 4 studies, or any investigator initiated study which
is being conducted for the purpose of regulatory approval of a drug/device.

39. In what type of studies, Drug/device/implant is to be provided free of cost to the patients?

Answer | In the following studies, you need to provide Drug/device/implant free of cost:

e Industry sponsored/funded phase 2, 3 and 4 studies

e Industry sponsored/supported observational study

e Investigator initiated study of an approved drug for a new indication (1)

e For Investigator initiated observational study of approved drug for an approved
indication and investigator initiated randomized controlled trial of approved products
for an approved indication, the decision for providing free drug/device will be decided
by the Ethics Committee after taking into account the cost and routine usage of the
same/conflict of interest/any other pertinent issue.

Others
40. Which committee should be approached for ethical grant for faculty, and permanent
scientist’s research, and student thesis?

Answer | For primary faculty and permanent scientists, the documents need to be submitted to IEC. For
any student related research, documents need to be submitted to PG IEC.

41. In which format should I submit my proposal, if my fellowship is funded by
ICMR/CSIR/DBT?
Answer | Format of Institute Ethics Committee for PG Research
42. I work at AIIMS as a nurse or senior resident or other staff, in which format and to whom
should I submit my proposal for ethics approval?

Answer | The proposal for members other than faculty members/scientist of AIIMS can be submitted in
the format used for PG research. Please note you need to have a faculty of AIIMS as a
mentor/collaborator.

43. Can I apply for Ethical approval if, I am not an employee of AIIMS?

Answer | No, it can be submitted by the AIIMS collaborator.

44 [ would like to collaborate with an investigator from another institution. What do I need
to do?

Answer | You need to include him/her as a Co-investigator and justify her/his role.

45. What are the provisions for a fast track approval of a project?
Answer | As the meeting of the ethics committee is held every month, there is no specific interim meeting

for any urgent project. However, if the request for fast tracking is justified, a project submitted
after the 15" day of the preceding month may be included for the forthcoming committee
meeting. If there is a national or local medical emergency, then a special meeting may be called
for addressing the need.
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