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▪ The inception of informed consent has its roots in the Nuremberg 

Code of 1945

▪ Formulated in response to the shocking discoveries during the 

Nuremberg trials

▪ Nazi doctors were found to have committed horrific medical 

experimentation abuses against the inmates in concentration 

camps, who were exploited as research subjects
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History
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Traditional principles of biomedical research ethics
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Autonomy

Avoid harm 

(non-maleficence)

Doing good 

(beneficence)

Justice

Identifying risks, vulnerable groups, preventing 

harm fairly to all

Identifying and providing benefits and advantages 

to all, benefits outweighing risks

Fair selection, equity to all

Respect for the person, informed voluntary consent



The Core Principles of Health Care Ethics

Autonomy

• to honor the patients right to make their own decision

Beneficence

• to help the patient advance his/her own good

Non-maleficence 

• to do no harm

Justice

• to be fair and treat like cases alike



Autonomy
Voluntas aegroti suprema lex

• Autonomy is a general indicator of health. 

• autonomy is an indicator for both personal well-being, and for the 

well-being of the profession



Beneficence
Salus aegroti suprema lex

• beneficence refers to actions that promote the well being of others. 

• taking actions that serve the best interests of patients. 

• However, uncertainty surrounds the precise definition of which practices do in 

fact help patients



Non-maleficence
primum non nocere

• many treatments carry some risk of harm 

• in desperate situations where the outcome without treatment will be grave, risky 

treatments that stand a high chance of harming the patient will be justified, as 

the risk of not treating is also very likely to do harm. 

• the principle of non-maleficence is not absolute, and balances against the 

principle of beneficence (doing good), as the effects of the two principles 

together often give rise to a double effect
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Source: Ethics in implementation research. Facilitator's guide. Geneva: World Health Organization; 2019

Focus of medical, public health and research ethics 

Public health ethics

• population health

• health programmes and 

policy issues

• scientific evidence

• public participation 

• preventive measures

Medical ethics

• individual patients

• doctor-patient 

relationship

• duties of doctors/ nurses

Research ethics

• protection of study 

participants 

• informed consent  

• risk-benefit analysis 

• equitable selection & 

access etc.
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Definition 

Informed consent is the process of obtaining the permission of a 

subject to participation in studies and have an opportunity to decide 

about his or her healthcare



Goal:

to ensure patient understands the role of the new drugs/regimens and has the opportunity to ask 

questions and have them answered

Main points: 

• Necessity in novel treatment regimens, new medications

• Benefits

• Risks

• How drugs would be taken

• Birth control 

• How clinicians will monitoring of side effects (including reporting of side effects)

• An invitation to collaborate with his/her care givers
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Content of the consent 



▪ Local language(s) – make sure that patient understands

▪ Culturally appropriate

▪ Avoid medical terms and abbreviations:

• ECG, Dlm, Bdq, DST

• Mortality

• Treatment regimen

• Lipaze, albumin etc.

• Arrhythmia 
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Language



«The principle of informed consent obligates physicians to explain possible side effects when

prescribing medications. This disclosure may itself induce adverse effects through expectancy

mechanisms known as nocebo effects, contradicting the principle of nonmaleficence. Rigorous

research suggests that providing patients with a detailed enumeration of every possible adverse

event can actually increase side effects»
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To Tell the Truth, the Whole Truth, May Do Patients Harm: The Problem of the Nocebo Effect for Informed Consent. R.E. Wells; Am J Bioeth. 2012 March ; 12(3): 22–29.

Nocebo effect



The power of nocebo suggests that it may be 

«healthier» to err on the side of optimism than on 

the side of pessimism
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«The nocebo phenomenon: concept, evidence, and implications for public health» Preventive Medicine. 1997; 26(5 Pt 1)

Nocebo effect



• good communication - good medical practice

• impact of clinicians conversations on patients’ experiences

• not place all responsibility for decision-making on the patient

• informed consent is an ongoing process and dialogue
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Personality who gives IC 
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Basic health communication skills

How to create good communication to make patients feel valued and respected 

and thereby increase possibility for adherence 

• Becoming aware of own communication habits

• Pay attention to non-verbal communication

• Provide constructive feedback

• Ask open-ended questions

• Use active listening

From LHL effective health communication course



• Patients who meet the criteria for inclusion in the study will receive information 

about MDR-TB and mSTR.

• Patients will be provided with the information in their native language. 

• Patients should be able to discuss the Patient information sheet with a 

healthcare professional/treatment assistant.

• Patients should be confident that their decision to participate or not to 

participate in the study will not affect the quality of care they receive.
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Informed consent procedure



• After patients agree to participate in the study, they will be asked to sign a 

consent form.

• In the case of minors, consents must be obtained both from a legal 

representative and from a child.

• All patients who do not meet the inclusion criteria, refuse to participate in the 

study or withdraw from it after the inclusion will receive treatment according to 

national guidelines without any negative consequences for them.
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Informed consent procedure
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Patient information sheet
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Educational materials



Thank you!

WHO Regional Office for Europe

UN City
Marmorvej 51
Copenhagen Ø
Denmark

WHO_Europe

facebook.com/WHOEurope

instagram.com/whoeurope

youtube.com/user/whoeuro
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