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INFORMED CONSENT

BACKGROUND, LITERATURE AND RECOMMENDATIONS 
FOR WRITING AN INFORMED CONSENT FORM

Key points
• Background
• Principles of Informed Consent
• Best Practice Informed Consent
• Literature / Study results
• Content
• The Informed Consent Document (ICD) in today’s practice
• Optimization of the ICD (verbal and visual improvement)
• Example of an optimized ICD



BACKGROUND
THE HIGH EXPECTATIONS ON INFORMED 
CONSENT IN CLINICAL TRIALS

 IC has its roots in the 1947 Nuremberg Code and the 1964 
Declaration of Helsinki and today is a key component of medical 
research (Human Right)

 The Informed Consent comprises of: verbal information through the 
doctor and written information and consent (comprehensive patient 
information)

 The written patient information is highly legally and ethically 
regulated and is defined in several laws, regulations, guidance  (ICH 
GCP, International and National Laws, Regulations)

 It is a sensible path between lack of information and information 
overload

 The state of “being informed” is very individual and leaves lots of 
space for interpretation



PRINCIPLES OF INFORMED 
CONSENT
5 CONCEPTS TO ESTABLISH INFORMED CONSENT

 VOLUNTARINESS: Decision to participate is made without coercion or 
persuasion 

 CAPACITY: the individual’s ability to make decisions / understand the 
information provided

 DISCLOSURE: providing the research participant with all relevant 
information to make the decision

 UNDERSTANDING: research participants are able to comprehend the 
information and appreciate its relevance to their personal situation

 DECISION: to participate or not



BEST PRACTICE INFORMED 
CONSENT

“Obtaining informed consent is a process that is begun when
initial contact is made with a prospective subject and continues
throughout the course of the study. By informing the
prospective subjects, by repetition and explanation, by
answering their questions as they arise, and by ensuring that
each individual understands each procedure, investigators
elicit their informed consent and in so doing manifest respect
for their dignity and autonomy.”



INFORMED CONSENT TODAY:
EXTENSIVE, COMPLEX, OVERSTRAINING 



VERBAL IMPROVEMENT / 
READABILITY

 Clear structure of the document and classification of major topics: trial-
related information, organisational information, consent and data 
confidentiality 

 Improvement of readability (e.g. Hamburger Verständlichkeitsmodell)
 Simplicity (short sentences (9-13 words), short words (trisyllabic), familiar 

wording
 Classification ( only one thought per sentence, contextual paragraphs)
 Conciseness (verb instead of substantive, figurative language)
 Stimulation (explanatory pictures and iIllustration)

 Implementation of a Glossary (if several medical terms cannot be 
avoided and for further information on selected topics)

 Avoidance of duplicates
 Integration of a one-page overview of study relevant information



VISUAL IMPROVEMENT OF THE 
WRITTEN PATIENT INFORMATION

 Visually attractive overall layout 
 Structured layout with side notes and consistent formatting 

(headlines, paragraphs etc.)
 Simple and comfortable text font (Serif font)
 Accentuation of selected relevant information 
 Cluster of information (listing)
 Use of icons (“important information” / “definition” / “background 

information”) 
 Application of graphics and illustrations
 Visual representation of the study process



IMPROVED PATIENT INFORMATION 
(ICD)

Graphic: Verbally and visually improved Patient Information // 
TIGER trial // Prof. Andreas Hochhaus, University Hospital of Jena



IMPROVED PATIENT INFORMATION 
(ICD)
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IMPROVED PATIENT INFORMATION 
(ICD)

Graphic: Verbally and visually improved Patient Information // TIGER 
trial // Prof. Andreas Hochhaus, University Hospital of Jena



IMPROVED PATIENT INFORMATION 
(ICD)

 Title with table of contents (major clustering)
 Visually attractive cover (using colours, illustration)
 Short, one-sided summary of the patient information (no alternative for 

reading the whole document. Supplementary)
 Attractive and clearly arranged layout: Easy-to-read Font (Serif), etc.
 Explaining complex information through visualisation: illustration and visuals 

for easier and better understanding (e.g. randomization, intake of pill etc.)
 Explaining study process through a visual diagram (timelines, interventions, 

study groups, etc.)
 Glossary (for further explanation, background information etc.)
 Provide space for personal notes of the patient and possible questions to 

raise during the discussion with the doctor
 Include section “side effects” at the end of the document (visual separation, 

different colour, etc.)



CONCLUSION

 The Informed Consent Process is complex, high regulated and  
affects multiple perspectives and influencing factors 

 It is a sensitive weighing up between Information overload and lack 
of information 

 Although a patient-friendly, easy-to-understand Informed Consent 
Document is highly relevant and necessary, it cannot replace the 
conversation with the doctor. The personal contact and the 
possibility to explain and answer questions is irreplaceable

 Future work on optimizing the Informed Consent Process needs 
always to reflect and include both written information and 
conversation with the experts
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Thank you!
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