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ETHICAL GUIDELINES FOR
HLUMAN

The need for uniform ethical guidelines for rescarch on
human subjects 15 universally recognised. Indesd, il has
acquired a new sense of urpency as the eritical issues in the
areas of genomic research involving human subjects have
become acute. Apart from the mandatory clinical trials on
new drugs, a number of diagnostic procedures, therapeutic
interventions and preventive measures including the use of
vaccings are being introduced which involve uman subjects.
Further, the advent of new medical devices and radio-active
materials, and therapeutic benefits of recombinant DNA
products have added a now dimension to the ethical issucs
that need to be considered before cvaluating these for their
efficacy, utility and safety.

With the inofthe era of biotechnology (inchudi

genetic eng ) medical procedurcs and

have undergone tremendous changes and many technigues
based on these advances are no Jonger in the realm of science
fiction, but have become a reality today. Recent advances
in the field of assisted reproductive technolegies, organ
transplantation, human genome analysis and gene therapy
promise unquestionable and hitherto undreamed of benefits
to mankind. At the same time, they raise many guestions
of law and cthics, stimulating public interest and eancern.
On the one hand, there is a need to address legitimate public
concern, and on the other, there is a need Lo appreciate and
encourage and not unduly deter new scientific innovations
for the benefits of mankind. The now advances in scicnce
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BIOMEDICAL RESEARCH ON
SUBJECTS

and medicine are a cause for celebration, at the same time
they need carcfol evaluation of risk benefit. It is imperative
that specific guidclines for such research are provided from
time to time, taking into consideration all these nes and
ever chanping dimensions. Tt is, however. to be emphasized
that in their very naturc and in view of the innate complexity
of the subject the guidelines formulated can be neither
exhaustive nor static. They need to be updated, consistent
with the speed of change in science and technology.

The Indian Council of Medical Research (ICMR) had
brought out in February 1980, a docament cntitled *Policy
statement on ethical considerations involved 1 research
o human subfects’ prepared by the ethics committee under
the ehairmanship of Honourable Justice Shri H.R. Khanna.
This document is being widely used by not only ICMR but
also by other govemment agencies, research institutions and
scientists. The document, however, needed to be updated in
wview of the recent developments in mademn biology as also
in different branches of medical science 50 as to add to its
contemporary relevance

The ICMR, therefore, constituted a Central Ethics
Committee on Human Roscarch (CECHR) under the

i £ Justice Shri M.N h
1o consider various issues related to the cthical, logal and
social dimensions of research invalving human subjects. The
Committee identified the following major areas for drawing
up puidelines:

vaccines/herbal remedies.
(ii) Epidemiological research.
(i) Human genetics re§ea:ch.
(iv) Transpl

transplantatian.

foetal tissuc

Tescarch, 1

(v} Assisted reproductive technologies

shall bear in mind the objects to be achieved,
the means by which they are sought to be achieved,
+the anticipated benefits and dangers, the potential uscs
and abuscs of the experiment and its results, and
abave all, the premium that civilised society places
on saving and ensuring the safety of each human life
as an end in itself,

Any research using human beings as subjects of medical

A draft consultative document was prepared for wide
jon and Ifmational debates before
finalisation. The process of public dehatzs highlighted the
regional and cultural differences in our country. These
guidelines will be updated periodically part passu with
the developments in the arez of biomedical sciences. Tt is
expected that all institutions in the country which carry
autany form of hiomedical research imvolving buman baings
should follow these guidelines in letter and spirit to protect
the safety and well being of all individuals who participate
in such research for the progress of science through
acquisition of new knowledge.

In the subsequent pages some salient features of the
general princi of ethical delines for bi
research on human subjects, are highlighted.

Grxeral PRINCIFLES v Bronenican REsEarcl INVOLVING
Hunsan SUmecTs

Medical and related research using human heings as
subjects must ensure that

1) The purpose of such research is that it should be directed
towards the increase ol knowledge about the human
condition in relation to its secial and natural
environment, and that such research is for the betterment
of all, especially the least advantaged.

(i) Such research is conducted under conditions that no
person or persons become a merc means for the
betterment of others and that human beings
who are subject to any medical tesearch or scientific
experimentation are dealt with in a manner conducive
to and consistént with their dignity and well being,
under conditions of professional fair treatment and
transparency; and after ensuring that the subject is
placed at no greater risk other than such risk
commensurate with the well being of the subject m
question in the light of the object to be achieved.

(iii) Such research must be subjected to a regime of
evaluation at all stuges of the study and that cach such

aftermath and applied vse so that ressarch subjécts
are continually kept informed of any and all
developments in so far as they affect them and others.
_I-Io\x;*v-.:r, witheut inany way undermining the cardinal
importance of obtaming informed consent from any
subject involved i any research, the nature and form
of th y req) o prove
that such consent was taken, shall depend upon the
degree and scricusness of the invasiveness into the
concemed subject’s person and privacy, health and lifi
generally, and, the overall purpose and the importance
ol the research

(iid) Principles of non-exploitation. As a general rule,
research subjeers are remunerated for their irvolvanent
in the research or experiment; and, irrespective of the
sacial and ecomomic condition or status, or literacy
or educational levels attained by the subjects they are
kept fully apprised of all the dangers arising in and
out of the research so that they can sppreciate all the

or scientific research or cxperimentation should bear in
mind the following principles —

(i) Principles of inlity. The research is

10 be absolutely cssential after due consideration of
all altematives in the light of existing knowledge in
the proposcd arca of research and after the proposed
research has been duly vetted and considered by an
appropriate and respansible bedy of persons who are
external to the particular rescarch and who, after
careful consideration, come to the conclusion that the
research is necessary for the advancement of
knowledge and for the benefit of all members of the
human species and for the cenlagical and environmental
well being of the planet.

(1) Principles of voluntariness, informed consent and
community agreement, The research subjects are
fully apprised of the rescarch and the impact and
risk of such research on the subject and others; and the
subjects retam the right to abstain from further
participation in the research irrespeative of any legal
orather ebligation that may have been entered inta by
such subjects or someone on their behalf, subject 1o
only minimal restitutive cbligations of any advance

i ion received and ding. When such
rescarch entails treating any community or group of
persons as a research subject, these principles of
voluntariness and informed consent shall apply, mitaris
mudanelis, to the community as a whole and to cach
individual member who is the subject of the research
or experiment.  Where the subject is incapable of
giving consent and it is considercd vssential that
research or cxpenmentation be conducted on such a
persan incompetent to give cansent, the principle of
volintaringss and in{ormed consent shall continue 1o
apply and such consent and voluntarmess shall be
obtained and exercised on behalf of such subjects by
somcone who is empowered and under a duty to aét
on their behalf, The principles of informed consént
and voluntariness are cardinal principles to be observed
throughout the research and expeniment, mcluding its

(v} Principles of precaution and risk minimisation. Due
carc and caution is taken at all stapes of the research
and experiment (from inception to its applicative use)
to ensure that the subject and those affected by the
research are put to the minimum risk, suffer from
noimeversible adverse effects and, generally, benefit
from and by the research or experiment; and that
requisitc steps are taken to ensurc that both
professional and ethical reviews of the research are
undertaken at appropriate stages so that further and
specific guidelines arc laid down, and necessary
directions given, in respeet of the conduct of the
rescarch or experiment,

{v1) Principles of professional competence. The research
is condusted at all times by competont and qualified
persens who act with total integrity and impartiality
and who have been made aware of, and are mindful
of, the ethical considerations to be borme in mind in
respect of such research or experiment



physical and psychological risks as well as moral
implications of the research whether to themselves or
others, inchuding these yet to be born. Such subjects
should be seleeted so that the burdens and benefits
of the research are distributed without arbitrariness,
diserumination or capriee. Each research should include
an in-built mechanism for compensation for the human
subjects either through insurance cover or any other
appropriatc means to cover all foreseeable and
unforeseeable risks by providing for remedial action
and comprehensive alter-care, including treatment
during and after the research or cxperiment, in respect
of any effect that the conduct of research or
experimentation may have on the human subject and
toensure that i diate 1

measures arc taken in respect of all aﬁw\cd, if and
when necessary.

{iv) Principles of privacy and confidentiality. The identity

and records of the subjects of the rescarch or experiment
are as far as possible kept confidential; and no details
abaut the identity of these subjects, which would result
in the disclosure of their identity, are disclosed without
valid scientific and logal reasons which may beessential
for the purpeses of therapeutics or ather interventions,
withont the specific consent in wating of the subject
concerned. or somenne authorised on theie behalf, and
after ensuring that the said subject does not suffer
fram any form of hardship, diserimination or
stigmatisation as a consequence of having participated
in the research or cxperiment

transparent manner; and to take all appropriate stcps
to ensure that research rcpam material and data

S el

(vii} Principles of accountability and transparency. The
research or experiment will be eonducted in a fair,
hanest, impartial and transparent manner after full
diselosure is made by those associated with the rescarch
or experiment, of each aspect of their interest in the
research, and any conflict of interest that may exist;
and subject. to the principles of privacy and
confidentiality and the rights of the researcher, full
and complete records of the rescarch inclusive of data
and notes are retained for a reascnable period as may
be preseribed or considered necessary for the purposes
of post-reszarch monitaring, cvaluation of the rescarch,
conducting further research (whether by the initial
rescarcher or otherwise) and in order to make such
records available for serutimy by the appropriate legal
and administrative authority, if necessary.

(viit)Principles of the maximisation of the public interest
and of distributive justice. The research or experiment
and its subscquent applicative use are conducted
and used to benefit all human kind and not just those
who are socially better off but also the least
advantaged: and in particular, the research subjcer
themselves

(ix) Principles of institutional arrangements. 1t will be
the duty of all persens connected with the rescarch
to-cnsure that all the procedures required 1o be complied
with and all institutional arrangements required 1o
be made in respect of the research and its subsequent
use or application are duly made in a bonafide and

responsibility of regular monitoring for the compliance of
the ethics of the approved programmes till the same are
Iated

with the

Principles of public domain, The research and any
further research, experimentation or cvaluation in
respense to, and emanating from such research is
brought into- the public domain so that its results are
generally made known through scientific and other
publications subject to such rights as are available
1o the rescarcher and those associated with the esearch
under the law in force at that time.

(x)

(xi) Prlnc!pies of totality of respnnuln ty. The

1 and moral for the due

Basic Responsibilities

The basic responsibility of an TEC is to ensurc a
competent review of all cthical aspects of the project
proposals received and exceute the same free from any
bias and influcnce that could affect their objectivity. 1ECs
should provide advice 1o the ressarchers on all aspects of
the welfare and safety of the rescarch participants afier
ensuring the scientific soundness of the proposed research.
rjamugh appropriate scientific commitiees. In smaller

abservance 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 indireetly connected with the research
or experiment including the researchers, those
ponsible for funding or ing to the funding.
of the regearch, the institute(s) where the rescarch is
conducted and the various persons, groups or
undertakings who sponsor, use or derive benefit from
the research, market the product (ifany) or prescribe
its usc so that, inter alia , the cffect of the rescarch
o 1 is duly d and ly subject
to review and remcdial action at all stages of the
research and experiment and its future use,

(xii) Principles of compliance. There is a gencral and
positive duty on all persons, conducting, associated
or connected with any research entailing the use of
a human subject to ensure that both the letter and the
spirit of these guidelines, as well as any other nomms,
directions and guidelines which have been specifically
laid down or prescribed and which are applicable for
that area of research or experimentation, are
scrupulausly observed and duly complied with.

These 12 principles arc common to all arcas of
biomedical research.

Ermicar Revisw PROCEDURES

It is mandatory that all propesals on biomedical research
invalving human subjects should be cleared by an
appropriately constituted Institutional Ethics Commitree
({IEC) to safeguard the welfarc and the rights of the
participants. The Ethics Committes is entrusted not only
with the review of the proposed rescarch protocols prior

the Ethics Committes may take up the dual
responsibility of scientific and ethical revicw, It is advisable
to have scparate committecs for each taking care that the
scientific review preceeds the cthical scrutiny.
The respansibilities of an IEC can be defined as follows:
(i) "To protect the dignity, rights and well being of the
potential research participants
(i) To ensure that universal ethical values and intemnational
scientific standards ars expressed in terms of local
community values and customs.

{iit) Te assist in the development and the education of a
research community responsive to local health care
requirements.

Composition

IECs should be multidisciplinary and multisectorial
in composition
The ethic commitiee should usually have § - 8 members.
It is gencrally accepted that a mmimum of five persons is
required to complete a quorum. There is no specific
fora widely 2 bl i number
of persons but it should be kept in mind that too largea
gommittee will make it difficult in reaching a consensus;
12 to 13 is the maximum recommended number,

The Chairperson of the Committee should preferably
be from autside the institute and not head the same institute
jomaintain the mdependence of the Committes. The Member
Secretary whe generally belongss to the same institute should
conduet the business of the Committee, Other members
should be a mix of medical/mon-medical. scientific and
nonsscientific persans ineluding Iav public to reflect the
differed v The may be as follows:

to initiation of the projects but also has a

Chairpersen; 1-2 basic medical scicntists; 1-2 clinicians
from various institutes; onc legal expert or retired judge;,
onc secial ve of Bon-govi

voluntary agency; one one

of existing knowledge; (1) recent curniculum vitae of the
investigators indicating qualification and experience;
(iii} :,ubj:ct recruitment procedures, (iv) inclusion and

Tay person from the comimunity; and the Member Secretary.

There should be adequate representation of age, gender,
community, efe. 1n the Committes to safeguard the interests -
and welfare of all seetions of the community/soelety.
Members should be aware of Jocal. social and cultural
norms, as this is the most important social control
mechanism. If required, subject experts could be invited
to offer their views, fDT example for drug teials a
by a climical ist, should
b included. §|mﬂzulv basadmmcwqmmm:mofrmmh
area, for cxample HIV, genetic disorders, eic., specific
patient groups may alsa be represented in the Committee.

Terms of Reference

The IEC members should be made aware of their role
and responsibilities as committee members. Any change
in the regulatory requirements should be brought to their
atiention and they should be kept abreast of all national
and intermational developments in this regard. The Terms
of Refercnces shonld also include a statement on Terms
of Appointment with reference to the duration of the term
Dfmx.'m'hurshlp, the policy for removal, replacement and

vete. Each ittee shonld have
its own z]pnrdlmg procedurcs available with cach member.

Review Procedures

The Ethics Committes should review cvery nesearch
proposal on human subjects. It should ensure that a
scientific evaluation has been completed before cthical
review is taken up. The Committee should evaluate the
possible risks to the subjects with proper justification, the
expected benefits and adequacy of documentation for
ensuring privacy, confidentiality and justice issues. The
cthical review should be done through formal meetings
and should not resort 1o decisions through cireulation of
proposals.

eriteria for entry of subjects in the study;
(v} precise description of methodology of the proposed
research, meluding intended dosages of drugs, planned
duration of treatment and details of invasive procedures
if any; (vi) a description of plans 1o withdraw or withhald
standard therapies in the course of rescarch; {vii) the
proposcd statistical analysis of the study; (viii) procedure
for sccking and obtaming informed consent with sample
of patient information shest and informed consent forms
in English and vemacular languages; (ix) safety of proposed
intervention and any drug or vaccine to be tested, including
results of relevant laboratory and animal rescarch; (x) for
research carrying more than minimal risk. an account of
plans to provide medical therapy for such risk or injury
or texicity due to overdosage; (xi} proposed compenzation
and reimbursement of incidental expenses; (xii) storage
and maintenance of all data collected during the trial;
{xiit) plans for publication of results — positive or negative
—while the privacy and i of the
study participants; (xiv) a statement on probable ethical
issucs and steps taken to tackle the same; (xv) all ather
relevant documents related to the study protocel including
regulatory clearances; (xvi) agreement to comply with
national and international GCP protocols for clinical trials;
and (xvii} details of fimding agency/sponsors and fund
allocation for the proposed work,

Decision Making Process

The 1EC should be able to provide complete and
adequate Teview of the research proposals submitted (o
them. It should mect at frequent intervals to review new
proposals, evaluate annual progress of engoing ones and
assess final reports of all research activities involving human
beings through a previously scheduled agenda, amended
wherever apprapriate.

(i) The decision must be taken by a broad consensus
after the quorum requirements are fulfilled to
recommend { reject / suggest modification for a repeat
review or advice appropriate steps. The Member

FARMRSRESE S PR saaraths Aasicinn in writine



SUbAISSION 01 AppHCATIon

The cher should submit an i I
in a prescribed format along with the study protocol at
least three weeks m advance. The pratacal should include
the fallowing : (1) Rescarch objectives and rationale for
undertaking the investigation in human subjects in the light

(ilf)  Ifonc of the members has her/his own proposal for

A CLA Y LI LA L AL LAk AL L 1S

(i) A member must voluntarily withdraw from the IEC

while making a deeision on an appheation which
evokes a conflict of interest, which should be indicated
in writing to the chairperson prior to the review and
should be recorded so in the minutes.

roview, then the member should not participate when
the project is discussed.

Record Keeping

All decumentation and communication of an TEC are
ta be dated, filed and proserved according to writtea

() A negative decision should always be d by
clearly defined reasons,

(¥) AnIEC may decide to reverse its positive decision
on a study in the cvent of receiving information that
may adversely affect the bencfit / risk ratio.

(vi) The Eijscnntinuatinn of a trial should be ordered if
the [EC finds that the goals of the trial have already
been achicved midway or unequivocal results are
obtained.

(i) In case of prematurc termination of a study,
notification should include the reasons for termination
along with the summary of results till date.

(viii) The following eircumstances require the matter to
be brought to the attention of LEC: (a) any amendment
o the protocol fram the originally approved protocsl
with proper justification; (h) serious and unexpected
adverse events and remedial steps taken to tackle
them; and () any new information that may influence
the conduet of the study:

(ix) Ifnecessary, the apphicant/nvestigator may be invited
to present the protocol or offer clarifications in the
meeting. Representative of the patient groups or
inlerest groups can be invited during deliberations
ta offer their viewpoint.

(x)  Subject expests may be invited to offer their vicws,
but should not take part in the decision making
process. However, her  his opmion must be recorded,

(xi) - Megtings are 1o be minuted which should be approved
and signed by the Chairperson.

Interim Review

Each IEC should decide the special circumstances and

the mechanism when an interim review can be resorted to
instead of waiting for the scheduled time of the MEELing
However, decisions taken should be hrought to the natice
of the main committee. This can be done for the following
reasons ; (i} re-cxamination of a proposal already examined
by the IEC; (ii} cesearch study of'a minor nature such as
examination of case records, efe ; and (i) an urpeat
proposal of national interest.

a legal guardian. Informed comsent protects the
individual's freedom of choice and respect for
individual’s autonomy.

When the research design involves net more than
minimal risk (eg where the research involves only
collecting data from subject’s records) the [EC may
waive some of the elements of informed consent.

Waiver of infarmed consent could alse be considered
during conditions of emergency, However, this would
be permissible only if the [EC has already approved
the study or us¢ of drug. Howcever, the patient or the
legal guardian should be informed after she/he regaing
consciousness of is able to underseand the study.

(i) Obligations of i d ding informed

consent : The investigater has the duty to
(a) communicate to prospective subjects all the
information necessary for informed consemt. There
should be no restriction to the subject’s right to ask
any questions related to the study as any restriction
would undermine the validicy of informed consent.
(1) Excluds the possibility of i i

. Striet v is to be during

access and retrieval proceudres.
All _recu:ds must be safely maintamed after the
cempletion/ termination of the study for at least a period
of 15 years if it is not possible to maintain the same

Special Considerations

_ While all the above requirements are applicable to
biomedical rescarch as a whole irrespective of the speciality
of research, there are cortain specific concerns pertaining
te specialised areas of research which require additional
safe guards/protection and specific considerations for the
IEC to take note of. Examples of such instances are research
involving children, pregnant and lactating women,
vulnerable subjects and thase with diminished au tonomy
besides issues pertaining to commercialisation of research
and international collaboration, The observations and
suggestions of IEC should be given in writing in
unambiguous terms in such instances

Generar Emican Tssues

All the research involving human subjects should be
conducted in accordance with the four basic cthical
principles, namely autonomy {respect for person / subjecty
beneficence, non-maleficence (do no harm) and Justice.
The guidelines laid down are directed at application of
thesg basic principles to research involving human subjects.
The Principal lovestigator is the person responsible for
not anly undertaking research but also for observance of
the rights, health and welfare of the subjects recruited
for the study. She/he should have qualification and
competence in biomedical research methods for proper
conduct of the study and should be aware of and comply
with the scientific, legal and cthical requirements of the
study protocal.

Informed Consent Process

(i) Informed consent of subject : For all biomedical

resgarch involving human subjects, the investigator
must abiain the informed consent of the prospective
subjeet or in the case of an individual who is not
capable of giving informed consent, the conscnt of

must provide the individual with the fallowing
information in the language he or she is able o
understand which should not only be scientifically
accurate but should also be sensitive to their social
and cultural context (a) the aims and methods of the
research; (b) the expected duration of the subject’s
participation; (¢) the benefits that might reasonably
e expected as an outcome of research to the subject
ortoathers; (d) any aliernative procedures or courscs
of treatment that might be as advantageous to the
subject as the procedure or treatment 10 which she!
he is being subjected; (e) any foreseeable risk or
discomfort to the subject resulting from participation
in the study; (£} right to prevent use of his/her biological
sample (DNA, cell-line, eie.) at any time during the
conduct of the research; (g) the extent to which
confidentiality of records could be maintained ie., the
limits to which the investigator would be able to
safeguard confidentiality and the anticipated
consequences of breach of confidentiality,
(h) responsibility of the investigatars: (i) free treatment
far rescarch related injury by the investigatorfinstitution;

undue influence and intimidation, Deception of the
subject it not permissible. However,

(1] of subjeets for disability or death
resulting from such research related injury; (k) freedom
of individ

information can be withhcld till the completion of the
study, if such information would jeopardize the validity
of research; () Scek consent enly after the prospective
subject is adequately informed. The investigator should
not give any unjustifiable assurances to the prospective
subjeet, which may influence the subject’s decision
to participate in the study; (d) As a general rule obtain
from cach prospective subject a signed form as an
cvidence of informed consent (written informed
consent) preferably witessed by a person not related
to the trial, and in case of incompetence to do so, a
legal guardian or other duly authorised representative;
(2) Renew the informed consent of cach subject, if

there are material changes in the conditions er

o 1

Vfamily to participate and to withdraw
from research any time without penalty or loss of
henefits which the subject would otherwise be entitled
to; (1} the identity of the rescarch feams and contact
persons with address and phone numbers;
(o) foreseeable extent of information on possible
current and future uses of the biological material and
of the data to be generated from the rescarch and if
the material is likely to be used for secondary purposes
or would be shared with others, clear mention of the
same; (n) risk of discovery of biclogically sensitive
information; (o) publication, if any, including
photographs and pedigree charts.

The quality of the consent of certain social groups
e 2

f the research ornew becomes
available during the ongoing trial; (f) Not use
intimidation in any form which invalidates informed
consent. The mvestigator must assurc prospective
subjects that their decision te participate or not will
ot affect the patient-clinician relationship or any other
benefits to which they are entitled,

Essential information for prospective research
subjects : Before requesting an individual's consent
to participate in research, ‘the investigator

1 1 as their ‘to voluntesy
may be unduly influenced by the investigator.

Compensation for Participation

Subjects may be paid for the inconvenience and time
spent, and should he reimbursed for expenses incurred
in connection with their participation in research, They
may also receive free medical services. However, payments
should not be so large or the medical services so cxtonsive
as to induce prospoctive subjects o coRSenl 10 participate

in research against their better judgement . All payments,
reimbursement and medical services Lo be provided to
subjects should be approved by the IEC. Care should be
taken (i) when a guardian is asked to give consent on
behalfof an persen, no ion should
b offered except a refund of out of pocket expenscs;
(i) when a subject is withdrawn from research for
medical reasons related to  the study the
subject should get the benefit for full participation: and
(iii) when a subject withdraws for any other reasons hel
she should be paid m proportion to the amount of
participatian

Academic institutions conducting research in alliance
with industries/commercial companics require a strong
teview to probe possible conflicts of intercst between
scientific responsibilitics of researchers and business

Lia thn manciene haardl  Pammitton

research and in case she decides 1o do so, harm of
cessation of breast feeding to the nursing child should
be properly asscssed except in those studies where
breast feeding is harmiful to the infant. Pregnant women
+who desire to undergo medical termination of pregnancy
(MTP) could be made subjects for research related
to termination of pregnancy. In pregnant women
research related to prenatal diagnostic techniques should
e limited te detect the foetal abnormalities or genetic
disorders and not for sex determination of the foetus.

(ii) Children: Before undertaking a trial in children the

investigater must ensure that (a) children will not be
involved in research that could be carried out equally
well with adults: (b) the purpose of the rescarch is o
ghtain knowledge relevant to health needs of children.
For clinical evaluation of a new drug the study
in children should alwavs be carricd out after the



MIEFESTS, IN CANES WHSIT LIC 1BVILY vumiu
determines that a conflict of interest may damape the
scientific integrity of a project or cause harm to research
participants, the buard should advise accordingly. Lnstitutes
need sclf-regulatory processes te monitor, 'pn:u:l!t and
resolve such conflicts of interest. Prospective participants
in research should also be informed of the sponsarship of
research, so that they can be aware of the potential for
conflicts of interest and commercial aspects of the research.
Undue in through 1on for dual
participants, families and populations should be prohibited

This prohibition, however, daes not include agreements
with individuals, families, groups, communitics or
populations that foresce technology transfer, local training,
Joint ventures, provision of health care reimbursement,
costs of travel and loss of wages and the possible use of
a percentage of any rovaltics for humanitarian purposes.

Selection of Special Groups as Research Subjects

(i) Pregnant or nursing women: Pregnant or nursing
women shauld in no circumstances be the subject of
any research unless the research carries no more than
minimal risk to the foctus or nursing infant and the
object of the research is 1o abtain new knowledge
about the foetus, pregnancy and laciation and for
which women who are not pregnant of nursing would
not be suitable subjects. The justification
for participation of these women in clinical trials wouid‘
be that they should not be deprived arbitrarily of
the opportunity to benefit from investipations, drugs.
vaceines or other agents that promise therapeutic or
preventive benefits. Women should not be_el_mw_mgu]
to discontinue nursing for the sake of participation i

welfare of the mentally challenged and mentally
differently able persons who are incapable of giving
informed consent or those with behavioural disorders
must be protected. For studies involving prisoners,
students, . emp . BErVice 1
ete, who have reduced autonomy as research subjects,
adequate justification is to be provided.

Eissential Information on Confidentiality for Prospective
Research Subjects

The: investigator must safeguard the confidentiality
of research data, which might lead to the identification of
the individual subjects. Data of individual subjects can be
disclosed only in a court of law under the orders of the
presiding judge or in some cases may be reguired to
communicate to drug registration authority or to health
authority. Therefore, the limitations in maintaining the
confidentiality of data should be anticipated and assessed.

Compensation for Accidental Injury

Research subjects who suffer physical injury as a result
of their participation in a study are entitled to financial or
ather assistance to compensate them equitably for any
temporary or permanent impairment or disability. In case
of death, their dependents are entitled to material
compensation.

The sponsar whether a pharmaceutical comparry, the,
government, or an institution, should agree, before the
research beging, to provide compensation for any physical
or mental injury fer which subjects are entitled to
compensation or agree to provide insurance coverage for
an unforeseen injury whenever possible.

International Collaboration/Assistance in Biomedical/
Health Research

Research in biomedical and health areas has been a
partof mternational interaction over the centuries. However,
it was only in the sccond hall of the 20° century, espeeially
sinee 1960s, that the scope of co-operation and collaboration
assumed such proportions as to have exploitative
! witl | human di it
Different levels of development in terms of infrastructure,
expertise, social and cultural perceptions, laws relating
to intellectual property rights, efe., necessitate an ethical
framework to guide such collaberation. The same concerns
are applicable even when there is no formal i

phase 111 clinical trials in adults. It can be studied
earlicr only if the drug has a therapeutic value in 2
‘primary disease of the children; (c) a parent or legal
guardian of each child has given proxy consent. (d) the
assent of the child should be obtained to the extent of
the child’s capabilities such as in the casc of mature
minors, adolescents, etc.; (g) research should be
conducted in settings in which the child and parent
can obtain adequate medical and psychologieal support:
(£} interventions intended to provide dircet diagnoste,
therapeutic or preventive benefit for the individual child
subject must be justified in relation to anticipated rjls.ks
involved in the study and anticipated benefits to socicty,
() the child s refusal to participate in rescarch must
always be respected unless thers is no medically
acceptable alternative to the therapy provided/tested,
provided the consent has been obtained Trom narcngr‘
suardian; (h) interventions that are intended to provide
therapeutic bhenefit are likely to be at least as
advantageous to the individual child subject as any
available alternative interventions: and (1) the risk
presented by interventions not mtended to benefit the
individual child subject is low when compared to the
importance of the knowledge that is 10 be gained

(iii) 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 rescareh are cqually distributed. It should alsg
be ensrued that Tesearch on genetics should not lead
1o racial incqualities. Individuals who arc ccanemically
or sacially disadvantaged should not be used to benefit
those who are better off than them. The rights and

organisations (Governmental, non-Governmental or others
eg. WHO, UNICEF, UNAIDS, etc.).

Special Concerns

(i) Given the magnitude and severity of the health
* problems in different countries, capacity building 1o
address ethical issues that arise out of collaborative
research must be promoted on a priority basis,
(i) Strategics should be implementad to build capacity
in various countrics and communities so that they
can practise meaningful self-determination in health
development. can ensure the scientific and ethical
conduct of research, and can fiunction as equal partners
with sponsors and others in a collaborative procsss,
Community representatives should be invelved in an
early and sustained manner in the design, development,
implementation, and distribution of results of research,
(iii) Careful consideration should be given to protect the
dignity, safety and welfare of the participants when
the social contexts of the proposed rescarch can create
foresceable conditions for exploitation of the
participants or increase their vulnerability to harm
and the steps to be taken to overcome these should
be described.

As different kinds of research (epidemiological studies,
chinical trials, product development, behavioural and
social science oriented research, erc.) have their own
particular scientific requirements and specific sthical
challenges, the choice of study populations for each
type af study should be justified in advance in scientific
and cthical terms in all instances, regardless of where
the study population is found. Generally, early elinical
phases of research, particularly of drugs, vaccines
and devices, should be condugsted in communitics that
are less valnerable to harm or exploitation. However.
for valid scientific and public health reasons, if
sufficient scientific and ethical safepuards are cnsured
itmay be considercd to conduct ressarch in any phase

The nature, magnitude, and probability of all
foreseeahle harm resulting from participation in
a research should b
speeified in the research profocol and explained to
the participants as fully as can be rcasonably donc

lah
llaborats

between couniries, but research is underizken with the
assistance from sponsors in the form of international

compensation for injury related to the rescarch, and
referral for psychosocial and legal support if necessary,
need to be described.

(vi) The rescarch protocol should outline the benefits that
persons | communities / countrics participating in such
research should experience as a result of their
participation. Care should be taken so that these are
not presented in a way that unduly influences freedom
of choice in participation. The burden and the bencfit
should be equally borme by the ting countrics.

Maorcover, the modahties by which to address
these, I provision for the best possible
mationally availabl 1o participanis who i

adverse reactions to a vaccine or drug under study,

the people. Researchers should take care to avoid talking
with journalists or reporters about preliminary findings
as seemingly promising research that subscquently cannot
be validated could lead to misconcepts if reported
T In such ci 1 most often
do not appear in the media. Therefore, it is important to
avoid premature reports and publicity stunts

. The investigator 's publication plans should not threaten
the privacy or confidentiality of subjeets, for example
Aok

(vit) Guidelines, rules, regulations and laws of all countries
participating in collaborative research projects should
be respected, especially by researchers in the host
country and the spensor country. These could be with
reference to intellectual property rights, exchange of
biological materials (human, animal, plant or
microbial), data transfer, security issues, and issues
of socially or politically sensitive nature.

Researcher’s Relations with the Media and Publication
Practices

Researchers have a responsibility to make sure that
the public 1s accurately informed about results without
raising false hopes or expectations, or unnecessarily scaring

of in the report on rescarch in genetics
can result in identification of study participants. It is
recommended that a clear consent for publication should
be obtained besides the consent for participation in research
or treatment and such a consent should preferably be
obtained on two different occasions and nol at the
of the study. Mai of. y
while publishing data should be taken care of. In ease
there is need for It ion of|
slides / videos of subject (), prior consent to do so shauld
be obtained.

Excerpts from the document entitled Ethical Guidelines for
Biomedical Research on Human Subjects”, which is available
with the Division of EBasic Medical Sciences, ICMR. New Delhi,
and at the web site htip:/fwww.icmr.nic.infvsicmr/ethical pdf.
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