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Informed Consent: a subject's free and voluntary expression of
his or her willingness to participate in a particular research, after
having been informed of all aspects of the research that are
relevant to the participant's decision to participate or, in case of
minors and of incapacitated subjects, an authorisation or
agreement from their legally designated representative to
include them in the research

Informed consent
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i-CONSENT Consortium

International multi-stakeholder Network:

• Patients association (Meningitis Research Foundation)
• Pharma industry (GSK-Spain)
• Hospitals (Ospedale Pediatrico Bambino Gesu -OPBG-)
• Academia (UNESCOBIOCHAIR and LUMSA)
• Researchers and public health (FISABIO)
• SMEs (AND Consulting Group)



Guidelines for tailoring informed consent process in clinical
studies

▪ Minors

▪ Fertile, pregnant and breastfeeding women

▪ Participants coming from different

cultural and religious backgrounds

Improving the guidelines for informed consent including 
vulnerable populations under a gender perspective
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Improving the informed consent process
• Understandable information
• Comprehensive informed consent
• Promoting health literacy

Why i-CONSENT?
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Improving the informed consent process

• Analysing ethical and legal framework of informed consent in
clinical research

• Identifying gaps and barriers in the informed consent process

• Incorporating the innovations and latest technologies into the

IC process

• Drafting guidelines for tailoring the informed consent process,
including vulnerable populations and a gender perspective



From the “form” to the “process” #1
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CIOMS, International Ethical Guidelines for Health-related Research

Involving Humans, 2016

Informed consent is a two-way communicative process that begins when 

initial contact is made with a potential participant and ends when consent is 

provided and documented, but can be revisited later during the conduct of the 

study (Commentary on Guideline 9, Individuals capable of giving informed 

consent)

ICH, Integrated addendum to ICH E6(R1): Guideline for good clinical 

practice, 2016

A process by which a subject voluntarily confirms his or her willingness to

participate in a particular trial, after having been informed of all aspects of the

trial that are relevant to the subject's decision to participate. Informed consent

is documented by means of a written, signed and dated informed consent

form (1.28 Informed Consent)



From the “form” to the “process” #2
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• Bioethical relevance of informed consent

• Information as a key element

• The informed consent process is a bidirectional
communication process which begins with the first
contact with the potential participant and continues until
the end of the study



From the “form” to the “process” #3
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From the “form” to the “process” #4
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We developed research through the inclusion of participants insights in the 

informed consent process with an interdisciplinary mixed-method approach, 

i.e.:

• analysing the ethical and legal framework

• reviewing literature

&
• designing informed consent with a participatory approach/methodology

(considering co-designing as a central concept)

GUIDELINES aiming at providing inclusive 

information and tailoring the consent process to 

the target population



▪ WP1 A multi-layered approach to the informed consent: Review of legal, ethical and 
scientific literature to analyse:

• Gender and age-related issues related with the acquisition of the informed consent

• Ethical and legal issues concerning informed consent

• Socio-cultural, psychological and behavioural perspectives toward informed consent

• Best practices and initiatives to improve the IC process

▪ WP2 Innovation in the informed consent: Analysis and use of new technologies,
digital technologies and social network to incorporate them in the IC
development.

▪ WP3 Guidelines: drafting and validation of the guidelines.

▪ WP4 Communication and dissemination of the project results

▪ WP5 Management of resources

▪ WP6 Ethics: respects of the ethical requirements of research

work packages

i-CONSENT included 6 areas of work during the project lifetime:
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Research update #1
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▪ “A multi-layered approach to informed consent” (WP1)

• Gender and age-related issues related with the acquisition of the informed consent

• Ethical and legal issues concerning informed consent

• Socio-cultural, psychological and behavioural perspectives toward informed consent

• Best practices and initiatives to improve the IC process

▪ “Innovation in informed consent” (WP2)

• Identification and analyses of the latest trends in eHealth/mHealth and relevant 

initiatives for eConsent in healthcare systems worldwide

• ICT-based initiatives aiming to:

▪ (i) improve information supply to patients; 

▪ (ii) facilitate interaction between patients and clinicians

• Analysis of ethical, privacy and data protection issues associated with the use of ICT 

for obtaining IC



Research update #2
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Nominal group to explore the 

patient perspective:

- Children’s assent

- Comprehension

- Patient expectations

- Impact of gender in 

vaccine clinical trials

Elaboration and validation of a protocol

that will allow the researcher to evaluate

the IC on:

• What should be presented

(comprehensive)

• How should be presented

(understandable)

• What should not be presented

(misleading, confusing,

disruptive or irrelevant,

information)

ICT-based strategies in order to:

A.Increase participation of women in clinical trials

B.Enhance participation of patients from diverse cultural and 

religious backgrounds

C.Improve health literacy in participants

D.Improve communications between patients and 

clinicians/investigators.



Research update #3

15



GUIDELINES FOR TAILORING THE IC PROCESS
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Expected Impact

▪ Raise awareness among all stakeholders of importance of autonomy.

▪ Better understand the needs of the society in relation to IC and the impact of gender.

▪ To develop new resources to facilitate information using ICT that make IC more

comprehensible.

▪ Facilitate the interaction and easy dissemination of opinions by using social media and

to investigate on the impact of different approaches to IC in relation to gender.

▪ Improve the quality of the IC Process with special attention to gender needs and

differences.

▪ Increase the standards of clinical research by developing more comprehensive and

gender oriented IC process.

▪ The use of i-CONSENT’s guidelines by:

• Regulatory bodies and ethics groups, incorporating the recommendations into their

rules.

• Other stakeholders (clinical research community, research sponsors) implementing

their recommendations into their studies.
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Research update #4
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In order to mitigate the impact of COVID-19 pandemic i-CONSENT will work for:

1. improving the communication between citizens and professionals;

2. making health information more understandable to society in general;

3. offering healthcare providers the necessary tools to adapt information in a way

that is more legible and addresses popular interests and concerns;

4. improving health literacy and therefore preventing from fake news;

5. setting a framework where informed consent is taken into account as a pillar for

research in health emergency situations, with a patient-centered approach;

6. promoting the inclusion of vulnerable populations and a gender perspective;

7. offering a quick reference tool for researchers (guidelines) for adapting the

informed consent process to vulnerable populations.



Highlight #1 MINORS
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• The inclusion of the minor in the IC process

• Assent:
➢Assent of the minor is binding if the minor is

mature and the risk is high
➢Parental permission without minor’s assent is

enough only if there is a direct benefict for the
child, if possible risks and burdens are minimal
and if the minors is not enough mature

➢The way of providing information should be
adapted to the minor’s age and maturity



Highlights #2 GENDER
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• Attention should be paid to women specifical
physiological conditions

• Risks and benefits for the woman and the embryo or 
foetus

• Male partner inclusion

• Adequate space and time for the decision-making; in the 
case of low income women special attention should be 
posed in order to avoid undue inducement



Highlights #3 
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Task 2.6 subjects coming from 

different cultural and religious 

backgrounds

➢ to discuss cultural 

challenges which can 

result in 

communication barriers

➢ to identify strategies for 

providing the 

necessary research 

information, 

considering diverse 

cultural values and 

religious beliefs

➢ to improve the 

informed consent 

process through 

technological tools



Tailoring the information to subjects from different cultural and 
religious backgrounds
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➢ Multicultural society
➢ International multicenter multicultural clinical trials

Cultural difference between the researcher and participants can hinder a proper
communication and comprehension of benefits and possible risk

= this could result in a vulnerability



Design Thinking - Strategy

• Innovative

• Idea generation

• Solution focused



Workshop 1 - 7 February

Workshop 2 - 28 February

Sensitization: 

• Topic HPV vaccine 

trial

• Method of DT

Expectations of 

participation

Gain informed consent

Briefing (23/01)

Discussion emerged: autonomy, trust, role of 

mediators



Workshop 1 (07/02)

• Patients

• Cultural mediators

• Researchers



Workshop 1 (07/02)



Workshop 2 (28/02)

Prototypes: 

• Vaccine administration

• Side effects

• Sexual activity

• Data/privacy



Workshop 2



Workshop 3
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