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Introduction to the 

Roadmap Initiative to Good Lay Summary Practice (GLSP)

A multi-stakeholder initiative with over 60 participating organisations that 

started in March 2019 with the aim to establish a recommendation on best 

practices for the implementation & dissemination of Lay Summaries as per the 

requirements of the Clinical Trial Regulation

Global initiative involving US partners to ensure consistency in biomedical 

research

Building on experience gained, to complement the 2017 EU Recommendations
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Some of our Roadmap Initiative Members
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Definition of Lay Summary

Summary of results from a clinical trials in lay language as required by the EU 

Clinical Trial Regulation 536/2014 and by global transparency commitments of 

pharmaceutical and academic sponsors
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Lay Summary Content According to Clinical Trial Regulation

ÅClinical trial identification

ÅName and contact details of the 

sponsor

ÅGeneral information about the 

clinical trial

ÅPopulation of subjects (trial 

participants)

ÅInvestigational medicinal product 

used

ÅDescription of adverse 

reactions and their frequency

ÅResults of the clinical trial

ÅIndication if follow-up clinical 

trials are foreseen

ÅIndication of where additional 

information could be found
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ÅTransparency and the right of citizens to access clinical study and 

toxicology reports submitted to the European Medicines Agency (EMA) is a 

guiding principle which was endorsed in January 2020 by the European Court of 

Justice 

ÅIn addition, consistently and reliably presenting the results of all clinical trials in 

easily understandable language to the public and in particular to patients, has 

been recognised by global stakeholders involved in Patient Engagement     

(EUPATI Guidance for patient involvement in industry-led medicines R&D)

The Current Environment



7 /927/10/2020

ÅRecommendations of the Expert Group on Clinical Trials (CTEG) for the 

implementation of Regulation (EU) No 536/2014 on clinical trials on medicinal 

products for human use: ñSummaries of Clinical Trial Results for 

Laypersonsò (describes how to enable good content of a Lay Summary) 

ÅTransCelerate Biopharma Inc: ñLayperson Summaries of Clinical Trials: An 

Implementation Guideò (Draft 20Jan2017)

ÅMRCT*: Return of Results Guidance Document (16Jul2016)

*Multi-Regional Clinical Trial Center, Harvard University

Available Guidance
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ÅParticipants/people who took part in the clinical trial

ÅPeople from patient organisations who communicate with patients within specific 

disease areas

ÅIndividual patients who receive or seek treatment

ÅCaregivers, including family members or other close relatives

ÅInvestors, funders or Payers/HTA professionals

Target Audience for Lay Summaries
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Responsibility for Lay Summaries

It is the responsibility of the commercial or academic trial sponsor to ensure that the 

Lay Summary is developed, disseminated and submitted to the EU database within 

the timelines required by applicable regulation

Legal requirements for Lay Summaries are defined in the Clinical Trial Regulation 

for interventional trials with a medicinal product. But Good Lay Summary 

Practice recommends to develop and disseminate Lay Summaries for all clinical 

research projects 

There is no agreed process for the dissemination of Lay Summaries beyond the 

CTIS
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General Principles from the CTEG Recommendations

ÅDevelop the summary for a general public audience and do not assume any 

prior knowledge of the trial, of medical terminology or clinical research in general

ÅDevelop the layout and content for each section in terms of style, language, and 

literacy level, to meet the needs of the general public

ÅKeep the document as short as possible, avoid simply copying text from the 

technical summary 

ÅExplaining technical terms in a simple language may increase the number of 

words, and translation to some languages will result in longer documents than 

others 

ÅFocus on unambiguous, factual information
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General Principles from the CTEG Recommendations

ÅEnsure that no promotional content is included

ÅAll content must be carefully considered for inclusion since additional content 

worded in plain language may add considerable length which in and of itself may 

decrease comprehension

ÅFollow health literacy and numeracy principles presented in these 

recommendations

ÅConsider involving patients, patient representatives, advocates or members of 

the public in the development and/or review of the summary to assess 

comprehension and the value of the information provided. This wonôt be feasible 

for some studies, but where it is a possibility, it may enhance the final version 
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Scope and Intentions of the GLSP Recommendations

ÅLay Summary recommendations in this document apply to aggregate clinical trial 

results only; therefore, return of patient-level data to individual trial 

participants is out of scope

ÅThe need for specific skills and strategies for Lay Summaries on paediatric 

trials is recognised and addressed in this document, although highlighting the 

limited experience available so far 
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Scope and Intentions of the GLSP Recommendations

ÅAlthough some shared principles may apply, other types of result information to 

the lay audience, such as plain language summaries of journal publications 

and conference abstracts, are out of scope 

ÅWhere researchers or sponsors choose to voluntarily disseminate Lay 

Summaries beyond EU/EEA, the scope will be at the discretion of the 

sponsor. However, some of the guiding principles described in the GLSP will still 

be relevant 
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Flowchart of the Lay Summary Process
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Patient Involvement during the Lay Summary Phases
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Types of Patients in Patient Engagement Activities (EUPATI)
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Timing and Type of Patient Involvement -

Planning Phase

ÅConsultation regarding the planning, identification and prioritisation of 

patient-relevant outcomes and endpoints. Can be performed or contributed 

to by patient experts

ÅConsider integrating the perspectives of recently diagnosed persons with 

little knowledge about the disease, and persons who have lived with the 

disease for a long time and experienced its different stages, treatments and 

symptoms
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Timing and Type of Patient Involvement -

Planning Phase

ÅConsider obtaining insights of people who indirectly live with the disease like 

informal caregivers or therapists interacting regularly with the patients 

ÅPatient experts can help determine which trial information is meaningful for 

patients, e.g., when it comes to the inclusion of endpoints or indicators for 

quality of life

ÅPatient involvement initiated during trial design to inform content decision for 

trial design, PIS and ICF may also be useful for preparation of the Lay 

Summary 
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Timing and Type of Patient Involvement -

Development Phase

ÅCo-authoring or consultation regarding terminology used by patients, format 

and presentation of the Lay Summaries. Can be performed by patient 

experts, patient advocates or patient organisation representatives

ÅPatient experts know about the patient community, their needs, and 

preferences. They may be able to identify content and terminology which are 

potentially unclear, misleading or unacceptable, and help develop alternative 

language recognised within the patient community. 

ÅOne or several patient experts may provide the initial review of the Lay 

Summary 
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Timing and Type of Patient Involvement -

Development Phase

ÅSubsequent user testing of readability and understandability by patients who 

are not familiar with clinical trials, or representatives of the public who do not 

have scientific insights

ÅIt is recommended that patient and public representatives who act as 

readability and understandability test persons do not have prior insights or 

knowledge of the clinical trial and that they represent different educational 

backgrounds, literature experience, age and gender, regardless of whether 

they are patients or represent the general public 
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Development Phase


