18.1.1. Basic Concepts
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Bioeﬂ?ics . 'the Smdyarc::ftletgliﬂt,hsizzl?kc?ggelsergnedical ethics, \.vhich focuses on
'fmd blc?m;dlaclatill ?:i- re'search ethics, which focuses issues 1n th'e .conduct of
iissl;icg erfvironmen,ltal ethics, which focuses c?n‘ issues. pertamil)riig ;;) the
relations,hip between human activities and t.he environment; and public health
ethics, which addresses ethical issues in public health.

18.1.2. History ,

Bioethics as a distinct field of academic study has existed only since the early
1960s, and its history can be traced back to a cluster of scientific and cultural
‘developments in the United States during that decade. The catalysts for the
creation of this interdisciplinary field were the extraordinary advances in
American medicine during this period coupled simultaneously with radical
cultural changes. Organ transplantation, kidney dialysis, respirators, and
intensive care units (ICUs) made possible a level of medical care never before

attainable, but these breakthroughs also raised daunting ethical dilemmas the
public had never previously

ic been forced to face, such as when to initiate
admission to an ICU or when treatments such as dialysis could be withdrawn.
Outline of Major Events .

1947: Nuremberg Doctors’ Trial and
1948: Universal Declaration of Hum
1951: Clinical trial of oral contracep

1953: Elucidation of the double heli
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an Rights adopted by the UN.
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cal structure of DNA
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1960: ContraCepliveclslhc trials
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1960: Invention of the approved by FDA

. CO“"G‘ning ora Scribner shun? .‘

1961: Revelation of the side {tfl s bf 1 Clll. Spu.ng

1962: Kefauver-Harris amcndlcﬁe:tslOtlThI;lhdomlde

1964: Declaration of Helsinki puljli:helccl: b; (:lcll;:]\)hl;l(j)%lsda :Id e fA‘Ct of 1938
1965: Medicare Act ealth Organisation
ggsl.eg}nswold versus Connecticut legalizes access to contraception by married
1966: Publication of Henry K. Beecher’s ‘Ethics and Clinical Research’ in the NEJM
1967: First heart transplant

1968: Harvard Committee’s report ‘Definition of Irreversible Coma’

1972: Revelation of the Tuskegee Syphilis Experiment | .

1973: American Hospital Association adopts a Patients” Bill of Rights

1973: Roe versus Wade decision -

1975: Asilomar meeting on recombinant DNA technology

1976: Karen Quinlan decision

1976: Founding of Genentech

1978: Publication of the Belmont Report

1978: Declaration of Alma Ata

1980: Diamond vs. Chakravarty case

1981: First reported cases of G.R.LD., later named AIDS

1984: John Moore case

1987: Founding of ACTUP

1988: Eli Lilly release Prozac

1994: Oregon Death with Dignity Act

1997: Birth of ‘Dolly’, the cloned sheep

2000: Publication of the rough draft of the Human Genome

2001: Terri Schiavo case
2001: George W. Bush announ
2006: Launching of No Lie MRI

2007: Sperm sorting offered by clinic in Virginia
2008: Health care access on the agenda for the election

ces stem cell policy

18.1.3. Principles

The Four-Principle Approacl.lr Qxle of the most important approaches in bioethics or
medical ethics is the four-pnnc1p1_e.approach developed by Tom Beauchamp and
james Childress (1978, latest edition 2009). Since then they have continually
refined their approach and integrated the points of criticism raised by their

opponents, most notably Gert et al. (1990).
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cepted principles of health carc ethics, excerpteq "
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Beauchamp and Chil
1) Principle of respc
2) Principle of nonim
3) Principle of benef
4) Principle of justice.
of Respect for Autonomy
assumes that rational agen .
. gents are involy,,

decision—muking

voluntary decisions. In health care decisions, our reg

of the patient would, in common parlance, imply tha‘tpect

ity to act intentionally, with understanding, and Withthe

hat would mitigate against a free and voluntary act T‘(l:l']t

for the practice of "informed consent" i,; :
garding health care. (Se€ also Informed COnsen:};e

18.1.3.1. Principle
ral

Any notion of mo
d and

in making informe
for the autonomy
patient has the capac
controlling influences t
principle 1is the basis
physician/patient transaction re

f Non-maleficence \
that we not intentionally create 5

leficence requires of us
f commission or omission, I

tient, either through acts O
it negligent if one imposes a careless or

common language, W€ consider
unrc?asonable risk of harm upon another. Providing a proper standard of care th
avoids or minimizes the risk of harm is supported not only by our commonly hela(;
mqral cpnvictions, but by the laws of society as well (see Law and Medical Ethic
This principle affirms the need for medical competence. It is clear that medicsgi
this principle articulates a fundamental commitment

mistakes may occur; however,
on the part of health care professionals to protect their patients from harm

18.1.3.2. Principle o
The principle of non-ma
harm or injury to the pa

%81.1.3.3. Principle of Beneficence
e ordinary meaning of this principle is that health i
: care providers have a d
be of a benefit to the patient, as well as to take positive steps to prevent alilt(}i, :g

;z(xilz;/e hggm from the patient. These duties are viewed as rational and self-evident
e widely accepted as the proper goals of medicine. A This principle is at the

very heart of health care implying that a suffering supplicant (the patient) can enter
t to provide

g;(()i iicl gei;u:n;ﬂlp. with one whom society has licensed as competen
providing be’n eﬁ:tlclzlg t1l:at the ths1C1an’s chief objective is to help.A The goal of
society as a whole For applied both to individual patients, and to the good o
appropriate goal Of'me di (?Xample, the good health of a particular patient 1s an
the employment of . and the prevention of disease through research an
vaccines is the same goal expanded to the population at large.

It is sometimes .

never to harm ::(l)?hg;ati:;njmaleﬁcence is a constant duty, that is, one ought
physician has a duty to seekl‘tlll]dua]’ W'hereas beneficence is a limited duty: A
physician may also choose wh Ciete O_f any or all of her patients, however, &
have a strict duty to benefit Pzg:::t) admit into his or her practice, and do¢* nes
becomes complex i . § not acknowled i : is duty

ex if edged in the panel. This d!
Fuiichaiof urglzancy Otfwli)eggtllilil;u? Il))peal for treatment at the samcl: moment. S0°
; e us A
served, to decide who should be helped at:C:i'leo insome prtciple, pEht o
oment.
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(8.1.3:4. Principle of Jusgjee
ustice 1t 'hculth care is usually defined g
(i, "givIng to each that whigy, iy his dy .
Loods in soctety and requires (I we im’»ko.
;" dis (_1'ibll(l\'.f: Justice also seems (o hin!:::
(ervices are 1n short supply, there 14
" s of allocating scarce resource

'l:w‘rn'l ol fnirness, or as Aristotle once

Phis implics the fair distribution of
the role of entitlement. The question
\ on the fact that some goods and
I8 ot enough to go around, thus some fair

” S must be determined,

It 18 gt‘“““‘“:" held that PEISOns who are equals should qualify for equal treatment.
This 18 honzg gutqm the app!lcmion of Medicare, whichli ; uv}: liluhlcl l(‘) all pCI'S;)nS
over the 4g¢ of 65 years. This category of persons is cquaAl with respect 'to this one
factor, ‘helf» age, but the criterig chosen says nothing alioutl need or other
noteworthy e ab_o ut the persons in this cxltegory In fact, our society uses a
variety of factors as criteria for distributiye justice inch.ndin thé l’oll(;win :

;) To each person an equal share ’ £l &

7) To each person according to need

3) To each person according to effort

4) To each person according to contribution

5) To each person according to merit

6) To each person according to free-market exchanges

e L
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18.2. ICMIR'S NATIONAL ETHICAL GUIDELINES

FOR BIOMEDICAL AND HEAL
INVOLVING HUMAN PARTICIPAN]

18.2.1. Introduction
The Indian Council of Medical Research (ICMR), New Delhi, the apex body in
India for the formulation, coordination and promotion of biomedical research, is

one of the oldest medical research bodies in the world.

The Indian Council of Medical Research (ICMR) issued the Policy Statement on
Ethical Considerations Involved in Research on Human Subjects in 1980. Due to
rapid advances in biomedical science and technology, new ethical dimensions
tmerged which necessitated further updation of these guidelines. Subsequently
_the Ethical Guidelines for Biomedical Research on Human Subjects was released
2000, followed by the revised Ethical Guidelines for Biomedical Research on

man Participants in 2006.

182.2. Salient Features

Y To guide biomedical and health research and ensure protection of the general
Public in the conduct of biomedical and health research, ICMR has developed

W0 national guidelines, National Ethical Guidelines for Biomedical and
Health Research involving Human Participants, 2017 and National Ethical
Guidelines for Biomedical Research Involving Children.

Ty
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" ng developed in order tg .
2) A number of dissemination activitics arc.bzizﬁin g ph;)sicians, resea(r)crals
awarcness among all the stakeholders, 1 s, Bl Biéiedizal e
cthics C(;mmittcc members, students; nurses,

academics.

hers’
€arch

N . organisation for biomedical and healt
3) The ICMR, which is the lcadmg f?; r%ds esearch but also ensure safe; h

nly encourages an e b o1
;)ca:\acr:;:;n?so ltoopr}c;vcnt exploitation and to protect their rights, welfare, ang

i iversiti t include ethics i ;

- of ical colleges and universities do no ' in thej,

4) Ir\:glsxia?fc?;ig?:ﬁhus neiﬁlcr medical stgdents rg())r rllgrll\;lzeic:u;:; ;tlIde.ms or

researchers are aware of the standards. SlI.IC.C 19 "d iy thlng in thig

ea by developing and periodically revising guide 1;11 e f e country.

?\Irational Ethical Guidelines for Bipmedlcal and %eﬁt e_sezfrch o be

undertaken both on general populations and. on gu} e 'nes spemﬁcany for
children were created in response to the evolving ethical issues.

5) All biomedical and health research across the .country,.including clinica],
research, basic sciences, epidemiological, socio-behavioural, and public
health research, as well as studies involving data or samplgs, 1s covered by
the guidelines. The guidelines would be extre{nely beneﬁcml‘m sustaining
principles of bioethics and providing protection to patients and research
volunteers.

6) The guidelines are a landmark document for being thorough and user-
friendly while addressing a variety of topics. They have been revised and
harmonised with national and international requirements.

18.2.3. Guidelines of ICMR

There are 12 sections of the guidelines aiming on various research fields and the
accompanying ethical requirements.

18.2.3.1. Statement of General Principles [Section 1]

General Principles :

Any research involving human subjects must adhere to the following principles:
1) Principles of Essentiality: All biomedical research involVing human subjects

shogld be absolutely necessary after carefully considering all available options in
the interests of knowledge advancement and human welfare.

Principles of Voluntariness, Informed Consent and Community
Agreement: The concept of voluntariness and informed consent shall apply

to the community as a whole and s divi . :
to each i ubiject
of research. ndividual member who is sub)

2)

3) ?rinciples of Non-exploitation:
mfgrmed of any hazards associate
$0C10-economic status or level of ed

Research subjects should be properly
d with the research, regardless of thelr
ucation,

Principle of Social Responsibility: The research should be designed and
carried out In a way that avoids Creating or expanding social and historic
divisions and interrupting societal harmony in community reiationships-

4)
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rinciples of Ensuring p , identifyi

5) I nlrechrch iy [., : rivacy and Confidentiality: Records identifying
human set S 'qus' sh(‘)ljld be kept confidential and should not be shared
unless there are valid scientific and legal reasons to do so

6) I’rm?ll)llﬁsl of Rfslk Mi'nimisntion: Care and caution should be taken to
ensure that researc 1 SlleCCl.S are exposed to a minimum amount of risk or are
not exposed to any irreversible consequences.

7 Pri.nC_iples of Professional Competence: Only qualified and competent
individuals should be allowed to conduct the research.

principles of the Maximisation of Benefit: The research should be carried
out for the benefit of all human being and for the improvement of society.

principles of Institutional Arrangements: All institutional arrangements
related to research that are necessary to be made should be conducted in a
standard and transparent manner and records should be properly maintained
and conserved.

10) principles of Transparency and Accountability: The research should be
conducted in a fair, honest, impartial, and transparent manner and the records
and data are maintained for a reasonable amount of time.

11) Principles of Totality of Responsibility: Monitoring, continuous reviewing,
and corrective action should be taken at all stages of research by all research
volunteers who are involved directly and indirectly.

9)

12) Principles of Compliance: All research volunteers who are involved directly
and indirectly should adhere strictly to the established rules, guidelines,

norms and directions.

18.2.3.2. General Ethical Issues [Section 2] _

1) Compensation for Participation: Participants may be paid for the
inconvenience and time spent, and should be reimbursed for expenses
incurred, in connection with their participation in research. They may also

receive free medical services.

2) Conflict of Interest: It is a set of conditions in which professional judgment
concerning a primary interest like patient’s welfare or the validity of research
tends to be or appears to be unduly influenced by a secondary interest like
non-financial (personal, academic or political) or financial gain.

3) Selection of Special Groups as Research Participants: Pregnant or nursing
women should in no circumstances be the participant of any research unless
the research carries no more than minimal risk to the foetus or nursing infant
and the object of the research is to obtain new knowledge about the foetus,

Pregnancy and lactation.

Children will not be involved in research that could be carried out equally
well with adults. A parent or legal guardian of each child has given proxy
Consent. 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.
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. or Prospective Res

: tion on Confidcntlal'ty ﬂf s confidentiality of rese: rch

4) Essential Informa . ator must gafegud S vidualDarte arch
Participants: The inves'85 'dent-ification of the indiv1 participants,

: rch participants who suffe,

) . el
data, which might lead to th —-— Resea e o
titled to g
en inancia] ¢

i r
X e o Acmlde“f!’::wir participation are
physical injury a8 a result O oitably for. sty TeTpOtaE

them !
other assistance 10 com]?c.nsﬂt_(l:.t In case of death, their dependents g,
permanent jmpairment OF dlelbil Y
: i sation. |
entitled to material compen . 3604 rof |
Post-trial Access: The Declaration of the WMIAnnin i f;lrn}ed “its
. os't-_ o that it is necessary during the study P ah 15;& g o identify
pos:ln?il access by study paﬂiCiPants to propny p , dlagnostic apq
st-tria . il
fl:)eqrapeutic procedures jdentified as beneficial 10 the stu );; OT aCCeSS to othey
apéropriate care. Post-trial access arrangemex}ts or ot '(:tr care must be
: i view committee ma :
described in the study protocol sO th?’ ethical re > may consider
such arrangements during its review.

7) International Collaboratio

Especially since the 1960s,
collaboration assumed such prop

with commercial and human dim
terms of infrastructure, expertise,
relating to intellectual property rights €
to guide such collaboration.

8) Researcher’s Relations with the Media and Publication Practices:
Researchers have a responsibility to make sure that the public is -accuratély
informed about results without raising false hopes or expectations.
Researchers should take care to avoid talking with journalists or reporters
about preliminary findings as seemingly promising research that
subseqnnitrenltly I<I:lannot be validated or could lead to misconcepts if reported
prematurely. Investigator’s publicati ] :

o confidentiality ofi artiéipgnts, on plans should not ﬂueaten the privacy

géz.&% ljfllesponsible Conduct of Research [Section 3]
guidangléle; ! 5:11 gﬁ the first time addressed issues in subject fields where little
B ei,l such as et.hlcal research practises, public health research, socio-
- disaster:arg ;ﬁflondu.ctmg research during humanitarian’ emergenc,:ies or
researshinsiniedis: caling with vulnerable populations, - conductin " collaborative
; samples, biological materials biobanking’ and data. tgs
g ) sets.

n/Assistance in Bio-medical/Health Research:;
the scope of international co-operation. and
ortions as to have exploitative connotations
ensions. Different levels of development in
‘social and cultural perceptions, laws
tc., necessitate an ethical framework

18.2.3. i i
8.2.3.4. Ethical Review Procedures [Section 4]

To protect the welfar: i
on biomedical rese:rjl?digghlts of the participants, it is mandatory that all proposals
constituted Institutional volving human subjects be 1
onal Ethics Committee (IEC), also kglc))l\);ﬁv: . Iﬁstli)tftli)g;ayl
’ an

: : vie
in other countries. These co W Board (ERB}), or Research Ethics Board (REB)
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" g Infofmed Consent Process [Section 5}

Z'S'biolﬂ edical research involving human participants, the in i

e inforlncd consent of the !?’TOS_P'”tiVe participant or anvfﬁé‘ b

bmif‘ who 18 not capable of giving informed consent, the Consenfc:fe e
the individual’s freedom of choi:;eri"::\

. 1yal

il;di‘;id;]. pformed c?nsent protects the dnd
guﬁf indIVIdual s autonomy an is given voluntarily to participate in
ontent highlighting that it is given of
the implications of risks and benefits.
d be maintained and all the
nly after consent is obtained.

6 ' .
* ed consent should be brief 1n €

me ! 'lcl) or voluntarily after understanding
eV e given that confidentiality woul
Assurfadons/ jnterventions would be carried out O
iﬂ"esufhe written consent as signature Or thumb impression is not possible due to
“me.r;ve pature of the project or the participant is unable to write, then verbal
i‘;sslem can be taken after ensuring its documentation by an unrelated witness.

(! ) i

was a lack of clarity
ell as the duties of the

been described.

vulnerability [Section 6] "
Jity has been precisely described since there
the topic. The additional protections needed as W
ethical cominittee members, and researchers have

8.2.3-6-
yulnerabi
ragafding
d interests of vulnerable popul ose who are socially
;and economically disadvantaged, orphans, abandoned people, children, women in
special circumstances, people with neurological or mental disabilities, LGBT
. people, people affected by humanitarian emergencies and disasters, etC., cannot
| be protected by them. The revised guidelines provide precise directions and
| uidance to the researchers during planning and carrying out a research on such
with the highest ethical standards. | -

' The rights an

| particular populations

4

118.2.3.7. Clinical Trial

: s of Drugs and Other Interventions [Section 71

A A?llpical trial is a research or investigation in which individuals or groups of
" i“dl"ldllals are prospectively assigned to one or more health-related interventions
0 assess the impact on health outcomes. ' |

lve the use of drugs, vaccines, biosimilars, biologics,

euticals, diagnostic agents, SOC1O0-
surgical procedures, OF

g}le intervention could invo
bet)l';ol?harmac.euticals, radiopharmac
a ditviloural interventions, technologies, devices,
onal medical systems, €tC.
Clinica] tri .
as pe:l t‘;‘l'lals that seek regulatory r marketing should be carried out
&mendme[f Drugs and Cosmetics and any relevant rec ent
®nsyre thattfl;lf N clinical trial needs regula al, the investigator should
e trial adhere to all the guidelines of the Central Drug Standards and
relevant recent

approval fo
Act and Rules,

After

oo carefully e : ;

snsldemtionsy V};glaung the advantages, d1§adyantages, and other ethical
» an must approve such investigations. The licencing authority

ould the -
n be notified as per the established protocols.
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18.2.3.8. Public Health Res({al‘Ch [be:ct;'?tlelds\}vith the research caryj

This section contains the cthical 18sucs QSSA ‘ research, disease repj (?d out i,

public health setting, like innplel‘ﬂc"‘““:’:ei]Iancc i)rogrammesg S(tin % dagy
g : : 1 veys, sur . o 2 at

analysis, epidemiological ~survey ects, community trials, ere A g

- : ration proj
rogramme evaluations, demonstra ‘ )
PEOETAIL ! en protocol relates to public health practice of rege
will decide whether a given p

: ] . Otare
while examining a public health research, dlled t?est::rcﬁhar];en'gés in . a};
description of limitations between pracfllfe maz?tion [ qumng ethigy
oversight and governance of public health infor .

18.2.3.9. Social and Behavioural Sciences Research for Healg,
"[I'Slssczg:tigi comprises of the new technology-basedv research Ct,l‘i‘fs’ such

those involving genetic studies, CRISPR technology, etc. There iS insufficiey,
knowledge regarding the requirements of rgsearch related _to p}lbllc health, 50
particular guidance has been provided to meet thg many eﬂncal 1ssues relateq ¢,
social and behavioural sciences research as well as public health research, 1t alsg

includes research using traditional medicine. ks

18.2.3.10. Human Genetics Testing and Research [Section 10]
This section defines the Ethical, Legal, and Social Issues (ELSI) that engyreg
constant, timely monitoring and thoughtful responses to the newly developing
ethical issues relating to human genetic testing and research. '

18.2.3.11. Biological Materials, Biobanking and Datasets [Section 11].

This section assist most of the researchers involved in collecting,_analySing, or
storing - biological materials, biospecimens, or samples, including biological
fluids like blood, dried blood spots, body fluids, urine, tissues, organs, cord
blood, oocytes, sperm, or embryos. : :

. A repository or biobank refers to an organised collection of resources which can
be used to recover human biological material and data for research purposes. Bio
resources are a protocol-based prospective collection of biospecimens, left-over
samples from clinical investigations or research proposals, biopsy materials,
surgical or autopsy specimens or tissues, embryos or foetuses, cell lines, or waste
ma.tefials, like abandoned organs or tissies. There are three parts to repository
activities, i.e., collection of biospecimens and/or data; storing biospecimens and

‘ data along with its management; and retrieving and disbursement to researchers:

The biqlogical materials could be preserved for forensic, research, or for Assisted
Reproductive Technology (ART) purposes. . 0

Dataset Is referred to an organised collection of data and information maintair®?
~ In physical, electronic, or digital form and suitable for use in biomedical ”

health research. In addition to biospecimen data found in biobanks, there
addlpon.al repositories including illness registries, health surveys diseaS:
mOI_IItOUHg, census data, and even individual health’records kept in healthc®”
settings that contain huge information for future research..
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coct on 121 g Humanitarian Emergencies and Disasters
uidelines and certain recommendations
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e liwatcr: consde: tion containing revisec B
fof how ™. ct research in times of dis
humaﬂltff“an emergency or disaster 15 an even
eriov risk to the hfialth, safety, security, of gener
8 reat pOPUIatlon, typically over 2 vast g€
. mergenmes and disasters arc defined in these stad

and natul‘al events, some of which happen frequently-

made

nd humanitarian emergencies. A
t, or set of event, that poses a
al well-being of 2 community
ographic area. Humanitarian
dards to include both man-

aster a

s, changed of
t interactions,
s should all

f the emergency on perceptions of ethical question
nd researcher-participan

vulnerabilities, provider-patient a
ty of studies, and ethical review procedure

ed to the integrr

ng creative relevant research that 15

other key .« creating Of adopti
ickly ing scientific and ethical uncertainty an
id. Other difficulties include

ed on quIc®
roduce results tha ( 'entiﬁcally‘vahd
| a study and absence of infrastructure facilities and resourc
. -cultural environment.

dis expected 0
insufficient
es to

ons 1S

in these situati
cts that should be consi

e involve

emergency situation protocols (s). Other aspe

and lanned for jinclude responsiveness to the situation, monitoring
1 d risk of yiolence.

18.3.1. Multiple Choice Questions -
1) The term bioethics Was coined bY PRy .
a) Dr. Van Rensslaer potter II p) Fritz Jahr .
¢) Enrico Fermi d) wilhelm Conrad Rontgen
2) In which year was the first reported cases of G.R1D.?

a) 1881 b) 1971

c) 1989 | g 1981

i i jtori d thoughtful

3) Whi ; tjon ensures constant, me y monitoring A0€ . :
e follovivlllif gzselcoping ethical jssues relating to human genetiC testing

d datasets [Section 11]
on 9]

aterials, biobanldng an !
research [Section 10] .
r health [Secu
[Section 12]

responses to the n€
and research?
a) Biological ™
b) Human genetics testir;lg
c) Social and behaviour sciences research .
d) Research during hum jtarian emergencics and disasters
ted in the ear/.
o ¢ 5 1957

4)  First heart was transpl
Y 107
7 4 1967



