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Informed consent

Informed consent Is the process by which the treating
health care provider discloses appropriate information

to a competent patient so that the patient may make a

voluntary choice to accept or refuse treatment.




* consent is often viewed as the snﬁ’gi% most
ethically important aspect of medical ethics

—“all of medical ethics is but a footnote to
informed consent” (Mark Kuczewski, 1996)




Historical course

An excerpt of the Hippocratic Oath

_ * An excerpt of the Plato Republic
(fifth century B.C.E.):

book:

Conceal most things from the
_ _ When a man is ill... to the physician
patient... Give necessary orders
_ _ he must go, and he who wants to
with cheerfulness and serenity...
_ _ _ be governed, to him who is able to
revealing nothing of the patient’s
. govern
future or present condition.




Historical course

e Medical Ethics codes of American medical Association (1847): The patient

must obey the doctor's instructions without delay and unconditionally.....

e Medical Ethics codes of American medical Association (1990): The patient has

the right to decide on the care that the doctor recommends. Based on this, the

patient is entitled to accept or reject the proposed treatment




Why informed consent?

e Autonomy

e Trust

e Protection




Autonomy

o Self-ownership/ Personal integrity/ Right to self- determination

e Beauchamp and Childress: “The autonomous individual acts freely in

accordance with a self-chosen plan, analogous to the way an independent

government manages its territories and establishes its policies”




Autonomy

Medicine affects non-technical and

controversial matters of value and faith on

which physicians are not experts




Why informed consent?

e Autonomy

e Trust

e Protection




Protection

e From investigators’ attempts to promote science and personal careers, even on

participants’ backs

e From neglectful clinicians or from overconfident, but often wrong,

paternalistic ones

e O’Neill: IC is best understood as a way to prevent deception and coercion: it
provides reasonable assurance that the patient or subject has not been deceived

or coerced.

» Informed consent decreases the knowledge gaps between physicians and

patients or research participants, specially in the investigational context




The elements of iInformed consent

1- Threshold elements (preconditions)
e Competence

e \oluntariness

2- Information elements

e Disclosure

e Recommendation

e Understanding

3- Consent elements

e Decision

e Authorization
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....... Consent in special situations

Vulnerable Populations
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The elements of iInformed consent

1- Threshold elements (preconditions)
e Competence

* \oluntariness

2- Information elements
» Disclosure

e Recommendation

Understanding

3- Consent elements

e Decision

e Authorization




Voluntary
participation

Purpose @

Contact d eanbial |

information g

Compensation Alternatives
Confidentiality
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Weighing up the potential benefits and harms of the Astra-Zeneca COVID-19 vaccine
For 100,000 people

Potential benefits with high exposure risk’

ICU admissions due to COVID-19 prevented Specific blood clots due to the vaccine:
every 16 weeks: Age group
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Risk of Blood Clots

AstraZeneca . CovID
Vaccing Birth Control Pill Smoking hfaaias
(a— - 0
- \ &2
AU ALt RS /’ b
(-
4 cases in 500 - 1200 cases in 1,763 cases in 165,000 cases in
1,000,000 1,000,000 1,000,000 1,000,000
Vaccines women Smokers Cases
0.0004% 0.05% to 0.12% 0.18% 16.5%




Chance in a million of...

serious harm due to
vaccine side-effects

dying with
coronavirus

dying due to
an accident
or injury

dying in a

road accident

being hit by
lightning this year

S
*»
3
—

25-year-old

11

in a million

23

in a million

110

in a million

38

in a million

1

in a million

55-year-old

4

in a million

800

in a million

180

in a million

23

in a million

1

in a million

Figures show the chance of dying with coronavirus since the start of the
pandemic. Figures for accidents and car crash fatalities are for 2018

How does
the risk of
Serious
side-effects
from the
AstraZenec
a vaccine
compare
with other
risks?




UNIVERSITY OF OXFORD

DEPARTMENT OF CARDIOVASCULAR MEDICINE
LEVEL 6, JOHN RADCLIFFE HOSPITAL, OXFORD OX3 9DU
TEL: 01865 221875

FAX: 01865 221111 malenka.gedicke@paediatrics.ox.ac.uk

INFORMATION SHEET FOR MINORS (<6 YEARS)

BILLY AND HIS HEART
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Hello., vy naawe is Billy.-

BCoday I'm going Beo see d docor Bo have d leck
ab wmy heart. I'wm nob ill; ib's Just Bo see hous wy
hedart works.

Woyld you like Go come., Goo?

I'1] shows you arcund. I'm here with wy wmuvmy.




.

Bhe docbor wembs o knous hows big I am.
Stamd up sbraight aud Bdll first.

Nows Wop onbeo Bhe scales, and uwsaib for Bhe
nuymbers to change.




NNous Bhe doetor listens bo wmy heart usith his
wegic Weart Bube called da stethosceope.

He dglso dsks muwwmy sowme quesbions.
He wribes dousm scwme nobes in o big folder.
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BChen I have o test on wmy heart.

Bhe vsires carry messdges from my Wedrt Go
the wmeachine.

Bhe wmachive draws o squiggly live.

Bhe squiggly line cam shous Bhe deelor hous wsell
wy heart is usorkivg.




I'm alseo heaving d jelly seedn.

I'l) heve Bo keep very still, even Ghough it
Bickles o bib!

Bhe mechive wakes d picture of wmy heart cn a
speeid] GV.



Chen 1 geb o cerbificate for Baking part.
Al inished! Bime Bo go howme nous.
Gecodbye everygome. It uwds lobs of fun!

Deon & foergel o colour me in avd briug we dlong
Bo your Visibl




| UNIVERSITY OF OXFORD
DEPARTMENT OF CARDIOVASCULAR MEDICINE
LEVEL 6, JOHN RADCLIFFE HOSPITAL, OXFORD OX3 9DU

TEL: 01865 221875 FAX: 01865221111 malenka.gedicke@paediatrics.ox.ac.uk

INFORMATION SHEET FOR MINORS (6-9)

DOES IT MATTER IF MY HEART HAS AN UNUSUAL VALVE?

We are asking whether you and your family would like to take part in a research study.

Before you decide if you would like to join in, it is really important that you understand what the study is
about, why the study is being done and what it will mean if you take part. So please read this leaflet carefully
with your parents. Also talk to your family, friends, doctor or nurse about it if you want.

If something doesn’t make sense or you have more
questions you can ask your parents to give us a call and
we can discuss it with you and your parents. ==

Thank you for reading this. Aortic valve

Heart

Arm

[, S L

;INFORMAT[ON SHEET

What is research? Why is this project being done?

H__
Research is a way we try to find out the answers to
questions. -8
This research is being done to look at one of the valves in
your heart where the blood flows through.

F

_ Can you fill in the missing letters? _




Your heart pumps blood all the way through your To the body
body. To make sure it all goes in the right
direction the heart has 4 valves. In our research
study we are looking at one of them, the aortic
valve. Most people have a valve with 3 parts but \
in some people it only has 2 parts. =\ G, From the lungs

We also know that other people in the family can
have a valve with two parts as well. That is why
we are asking your family to take part in the
study, too.

Aortic
valve

from the body

Why have | been asked to take part?

You have been asked to take part because you or someone in your family | changed my mind.
has an unusual valve in your heart.

Did anyone else check the study is OK to do?

Before any research is allowed to go ahead it has to be checked by a group
of people to make sure that the research is fair.

Do | have to take part?

No, you don't. It is your choice whether you want to take part and you can
always change your mind.

What will happen to me if 1 take part?

We have to ask you not to have any breakfast that morning. But you can
drink water and we’ll have breakfast for you during your visit.

Once we have checked that you and your parents are happy for you to
take part we will invite you to the clinic in Oxford.




Then you and your parents can ask any questions you have.

Then we will:

Ask your parents some questions.

Measure how tall and how heavy you are, take your blood pressure
and listen to your heart.




o!s
X =

Take a trace of your heart (ECG) where a machine draws
squiggly lines of your heart on a piece of paper. This shows
how well your heart is working.

Do a jelly scan (Ultrasound scan) of your heart and arm while you
can find “where’s Wally”, Winnie the Pooh, Thomas, Nemo or
Princesses if you want to.

Give you a certificate for taking part.

When you are older in a few years time we will also ask you to come back for ancther visit just like this one.
This is to see whether anything changed.

Will anything about the research upset me?

All measurements we choose are safe. The jelly scan might tickle a bit and during the heart trace you need to
lie still. The blood pressure cuff will give your arm a gentle squeeze.




Will taking part help me? ZDYRMHEMTIETYS
SXHBOPTRAEHA
The study will not help you right now. Butitwillhelpusto v A [, vV ET AV I RP J
know more about people having an unusual valve intheir | @ vy c H O I CE Z M V E
heart. SPNHPLIOSESTL
NPECGWFRDATTL
KAMACHINET SSY
What happens when the research study stops? LEHSNOITSEUQS
UITYNARTJIRIDN
The research will be talked about and written downbutno | M J WM T A EC N E E B
one will know that you took part. RESEARCHERPE
LEGIGOOSBIFG
Find all 14 words hidden in the puzzle:
What if something goes wrong? ECG Valve
Heart Choice
If there is a problem you can talk to your parents or any of Researcher Machine
Jelly Questions
the researchers. Private Happy
Scan Certificate
Doctor Measure

Will my information be kept private? Will anyone else
know that | am taking part?

All your information will be kept private. We will only tell your parents and your GP.

What do | do if | don’t want to take part in the research anymore? .
I changed my mind.

Just tell your parents and the researchers that you don’t want to
take part anymore. You don’t have to give any reason. It is YOUR
choice.

What happens if | find out that | have an unusual valve 1 did not
know about?

Just like the person in your family (brother, sister, mum or dad) who
already knows that they have an unusual valve in their heart you
would see a heart doctor in outpatient clinic every few years.

Special thanks to the charity HeartLine and Sheila Barns for giving us permission to use the drawings from

_ their leaflet “Growly Bill and the Outpatients Clinic”. _




Summary

e Physicians need to participate in the informed consent process to provide

patients with the best treatment available by sharing decision-making.

e There is no single prototype that meets the elements of the standard of care for

Informed consent that applies to all patients.




& N, World Health Research Ethics Review Committee
§A! !,ﬁ Organization | (WHO ERC)
20, ASNUE APRs - CH-1211 GENEWA 27 — SWETZERLIND o HTTPAWINW.WHONTIETHIC SIRENEW-COMMITTES
""""" Informed Consent Form Template for
Clinical Studies
Introduction

Briefly state whb vou are and explain that you are inviting them to participate in the research you are
doing. Inform them that they may talk to anyone they feel comfortable talking with about the research and
that they can take time to reflect on whether they want to participate or not. Assure the participant that if
they do not understand some of the words or concepts, that you will take time to explain them as you go
along and that they can ask questions now or later.

(Example: I am X, working for the ¥ Research Institute. We are doing research gn,. 4 disease, which is
very common in this cowntry. I am going to give you hiformation and inwvite you to be part of this
research. You do not have to decide today whether or not you will participate in the research. Before you
decide, you can talk to anyone you feel comfortable with about the research.

There may be some words that vou do not understand Please ask me fo stop as we go through the

information and I will take time to explain. If vou have questions later, you can ask them of me, the study
doctor or the siaff’)




v& N, World Health Research Ethics Review Committee
b 53 Organization I (WHO ERC)

20, 4SNUE APPL - CH-1211 GENEWR 27 — SWITZERUIND o HTTPAWHW.WHONT/ETHIC SREVEW-COMMITTES

--------- Informed Consent Form Template for
Clinical Studies

Purpose of the research

Expihin in lay terms why vou are doing the research. The language used should clarify rather than
confuse. Use local and simplified terms for a disease, e.g. local name of disease instead of malaria,
mosquito instead of anopheles, “mosquitoes help in spreading the disease™ rather than “mosquitoes are
the vectors”. Avoid using terms like pathogenesis, indicators, determinants, equitable etc. There are
guides on the internet to help you find substitutes for words which are overly scientific or are professional

jargon.

(Example: Malaria is one of the most common and dangerous diseases in this region. The drugs that are
currently used to help people with malaria are not as good as we would like them to be. In fact, only 40
out of every 100 people given the malaria drug XYZ are completely cured  There is a new drug which
may work better. The reason we are doing this research is to find out if the new drug ABX is better than
drug XYZ which is currently being used )
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Nurse, please
pass around
the ethics.

Lo 4a 55 )

2 ) Bl

ne.yavari@gmail.com




