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HAPPY BIRTHDAY PROF. CARNI
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World Bioethics Day 2021
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CONSENT IN

CONSENT
Everything You 2 &
Need to Know It

Informed Consent Is the
process In which a
health care provider
educates o patient

INFORMED
®

CLINICAL PRACTICE

Is patient unconscious?

about the risk, benefits

and alternatives of a « Where a patient is ious, doctor should provide
given  procedure  of

Intervention the medical treatment that is in the patient's best
interest and immediately necessary to save the life.

Is it an emergency?

Disclosure of Information
Comprehension of Information
Voluntary Consent
Competence to Consent

Basic Elements of Informed Consent

1.Risks of Clinical Investigation
2.Risks and Discomforts
3.Benefits « If patient does not speak English, interpretors should be
4.Alternative Procedures or used, hospital staff should be used only in emergency
Treatments situation.
5.Confidentiality « Family & friends should not be used as translators, they
6.Compensation and Medical can unfairly influence the decision.
Treatment in event of Injury « In emergency if translator is not present, doctor should act

7. Contacts in the best interest of patient and d t the d
8. Voluntary Participation

Does the patient speak English ?

Made by- Tushita Krishnan, MBBS - 9th Term
Kolhapur - India Bioethics Unit

D.Y. Patil Education Society

(Deemed to be University)
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Informed
consent

-

* You have received all the *+ You understand the
information about your information and you have had
treatment options from your a chance to ask questions.

health care provider

« If you agree to receive all or some of
the treatment options, you give your
consent (agree) by signing a
consent form. The completed and
signed form is a legal document that
lets your doctor go ahead with the
treatment plan.

« You use this information to
decide if you want to receive
the recommended treatment
option(s) that have been
explained to you. Talk to
your health care provider
about your options.
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Nature of
Treatment

Alternatives

Informed
Consent

Benefits

Opportunity
for questions
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CONSENT ‘ |

my
treatment s\

When IC is not options?

necessary? i Ii
s i

a0
,Tl e

1. LISTEN to your patients problems,wishes and suggestions!

2. ENCOURAGE them!

3. EDUCATE them about their disease and risks and benefits of new
procedure or therapy!

4.RESPECT their final decision!

5. ALWAYS be their support! ... and much more!
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KNOWLEDGE ABOUT INFORMED CONSENT AMONG
RESIDENTS AND INTERNS OF MEDICAL COLLEGE

PRINCIPAL INVESTIGATOR - Yash K. Majithia
GUIDE - Dr. Swati Raje

-3 BANAS & OBJECTIVE
O ASSESS KNOWLEDG RIGARDING

CROSS SECTIONAL STUDY

]
<, ! INFORMED CONSENT IN CUNICAL PRACTICE CTUDY POPLUATION  INTERNS AND RESIDENTS OF A
I \‘ 3 ' AMONG RESIDENTS AND INTERNS OF TEACHING HOSPITAL
- TEACHING HOSMTAL

NEED OF STUDY S
THIRE ARE ONLY A FEW STUDIES REGARDING THIS AMONG
RESIDENTS AND INTEANS CASE SCENARIOS
INTERNS AND RESIDENTS ARE AT THE VERGE OF INTERING
CUNICAL PRACTICE AND MENCE SHOULD ESSENTIALLY KNOW
ABOUT THE TOPKC
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UNDERSTANDING CHANGING SCENARIOS IN INFORMED CONSENT: PAST,PRESENT,FUTURE. .i‘

2, -Shravya Shankar Shetty 2" MBBS, KOLHAPUR INDIA BIOETHICS UNIT, D.Y. PATIL EDUCATION SOCIETY, KOLHAPUR.
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1.To understand the reason for 'T“:‘:zl“ Syphilis 5““" (1932)
problems with 4 dadmmhmmhm-y In olden era,
implementation of Informed Consent. A ] Identified. s » "hold =
2.To document the changes made in -hm%hdhm:::m-hd
informed consent to date. d -Nuremberg Code(1946) 0 therapy.[3]
/2 First internationally recognized ethic 1900 1940 1980 1990 2000 2020
3.To review the guidelines regarding the gl *tandards.Benefits must outweigh risks. PRESENT
concept of informed consent and quality
improving measures of the process in the -Declaration of Helsinki(1964) [_ Based on historical cases and legislation, IC is
future. Informed Consent, Banefit should | & three
ancosd risle. ! i Q‘? Iinformation and consent”.
W -'
INTRODUCTION % The Belmont Report(1979) : researcher may result in civilcriminal libility 1
. \ ~£‘ Fundamental principles including
3 2 respect for person, and
Informed consent (IC) is described as N Rosthou seare o FUTURE
“voluntary authorization, by a patient or
research subject, with full comprehension of 7_;-::; -ICMR Guidelines-INDIA (1980) :utlunmmn:MMW“ ‘k‘; wr’lad“”'l MM -
the risks involved, for diagnostic or Policy Documaent on Ethical -~ 9 consent for elective procedures. Incorporating
investigative procedures, and for medical e : diagr of rek into surgical
and surgical treatment.!!) Informed consent 5 e [t _Jeonsent fo:m! has dnnrmnmhl to improve
is one of the primary principles on which ICHTnpartite GCP2007)
e et of ;:oledions for human R e i prisastas'us INFORMED CONSENT PROCEDURES —

subjects in research is built.[2!

| In ancient times, had a

‘mwmmu\dummwmdu
iumwmwm.mw:mlmmd
those times persist even in modern times regarding obtaining
Informed consent. Respect for Individual autonomy, a basic

| ' -EU Directives(2001) ‘
Guidelines on Consent under
Re[erences Regulation(2016-2017)
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e % Revised ICMR Guidelines
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3 18 511 e K308 Pl (2019-20) olomom of medical ethics, underpins the importance of
I el Ly o - | ~For indian Stakeholders. d consent. Well patients will be more

4 em—t : 3 3 m.mnhuwnmla-mmﬂdlmm
T T “Informed Consent is required for every Medical Procedure, from and

T emege 1T, mvo 14 185 R S ST A getting your ear pierced to having an abortion”-Bob McDonnel. ppOrtunities to improve the process.
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A THEFT OF AKIND

If i'd steal a poem
and call it mine,
wouldn't that be
A theft of a kind?

Consent therefore,

is very important;

Be it a poem

or a healthcare system.

Info we must,

briefly provide;

And ask the patient

if he wishes to comply.

It is the right

of every soul;

to know if a treatment
is accurate or foul .

He could desire,

to withdraw anytime.

But pressurizing to participate
would be a crime.

Informed consent,
is to be kept in mind.
Else you will indulge
in a theft of a kind.
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nformed Congent
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Consent must be,

Reversible

Must be allowed to be Q@
easily withdrawn at {
any time <« |

Freely given —
Without influence, 4y) 4 =
coercion or threat o

Ongoing
Must be actively
sought at every
step, without
assumptions

i

2 )

Specific

Lucid and
unambiguous, with
nothing concealed

Active Informed

Must be affirmative With full-knowledge & -
and voluntary understanding of the benefit,

Silence does NOT harm, consequences ;
imply consent & alternatives -
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Informed consent is the process
in which a health care provider
educates a patient about the
risks, benefits, and alternatives
of a given procedure or
intervention. The patient must be
competent to make a voluntary
decision about whether to
undergo the procedure or
intervention.

In @ proctical sense, informed
consent helps to avoid

undergoing medical treatment
Informed consent allows patients to
assess the risk versus
‘making important decisions about
their health
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Informed Consent

The Declaration
of Helsinki

The Nurenihers Code I'he term informed
o consent first appeared
publicly for the first time in
the landmark decision
in Salgo V. Leland

Stanford, Jr. University

The Health Care Consent Act,
1996 Ontario has highlighted
the salient features for
informed consent, which
include:

(1) Nature of proposed
treatment,

(2) Expected benefits,

(3) Material risks and side effects,
(4) Alternative courses of action,
(5) Consequences of not having
the proposed treatment,

(6) Answers to any questions the
patient has regarding the
proposed treatment, and

(7) Cost of the treatment.(z)

Ethics and
Board of Trustees > : 2
clinical research

Beecher ‘s Article

The European Commission on
ethical research has defined it as
“Informed Consent is the
decision, which must be
written, dated and signed,
to take part in a clinical
trial, taken freely after
being duly informed of its
nature, significance,
implications and risks and
appropriately documented,
by any person capable of
Ziving consent or, where
the person is not capable l'he Health
of giving consent, by his Care Consent
or her legal representative; Act

if the person concerned is

unable to write, oral

consent in the presence of

at least one witness may be

Belmont

Report

CIOMS

Nazi 1939-1945
Unit 731 ,1930
Willow brook Hepatitis Study 1956

Milgram 1963
Jewish Chronic Disease Hospital
NY, 1960

Tuskegee Syphilis 1932-1972

Guatemala Syphilis 1946-1948

given in exceptional cases,
as provided for in national
legislation. “(r)

International
Conference of
Harmonisation
GCP

The Presidential Commission for the Study of Bioethical

Issues created by November 24,

of Informed Consent in Research and Practice: A Tool to uphold the Ethical and Mor.
y Heritage Institute of Medical Sciences, NH 2
Bypass GT Road, Varanasi 221311

s Standads. Int |
ediatr Dent. 201730(1)
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‘Reinforcing Doctor-Patient Relationship’

B

Doctor Patient

Informed consent is a process where healthcare provider gets
permission from the patient before conducting a healthcare
intervention or research or for disclosing a person’s information.

Doclor explains- Patienl-

Significance of informed consent:

* Ensures that patients understand the risks involved.
e Grants patients their right to autonomy.

e Creates trust and understanding between doctor and pzl(ivnl.(

I

/

* Doctors are at less risk of legal action.

H O
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The patient says
yes.

The patient says yes.
Yes to what?

He does not know.

But the patient says yes.

To drugs and scrubs,
To bills and pills,

To costs and risks,
The patient says yes.

To incisions and decisions,
that were made by others.
To the hospital charges,
That were paid by others.

The patient sits uninformed,

Knowing nothing, permitting everything.
In this lllusion of a choice,

The patient says yes.
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Planning, preparedness and response to disease outbreaks.
Infectious disease outbreak.

Policy makers and public health professionals dilemma.
Ethics - a moral compass to help guide decision making.

Key - people at the heart of thé problem and emphasize on the
principles.
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