PROTOCOL BASIC CONTENT (v2.0 02.12.2025)
The protocol should be feasible and describe the study clearly and concisely, while minimizing any unnecessary complexity and mitigating/eliminating important risks to the trial participants’ well-being, safety and rights, as well as to the reliability of the study data. 
Relevant interested parties may provide feedback on the protocol during the development process.
To limit the number of protocol deviations or the requirement for protocol amendments, the protocol should incorporate a certain adaptability (e.g. by providing certain protocol provisions with acceptable ranges), without introducing potential adverse effects to participant safety or scientific validity.  
A study protocol should include the information listed below (adapted according to the study design). Information specific to the study investigator(s) and/or study site(s) may be provided on a separate protocol page (e.g investigator signature page, …) or in a separate document if appropriate (e.g. study agreement, …). 
1. General information: 
· Title 
· Protocol date and version number. In case of an amendment, the amendment number and date should also be. 
· Sponsor name and addressRoles and responsibilities of institutions and persons involved 
· Study field 
· Type of study (Interventional /observational study)
· A summary of findings from previous studies that are relevant to the new study, if applicable
· Research question, including a clear description of the study objectives
· Added value of the study
· A statement that the study will be conducted according to the protocol provisions, and in compliance with GCP guidelines and any applicable regulatory requirement(s)
· Expected study duration (start and end dates), including details on the foreseen study timeline (e.g. date of the last visit of the last participant, date of the last data collection, end date of data analysis, …)
2. Study design: 
The study design has a direct impact on its scientific integrity and the reliability of the study results. The following aspects should be included:
· Dimension of the study (monocentric, multicentric, national, multinational) 
· Randomization? 
· Blind / double blind study? 
· Control group? If yes, will a placebo be used in the study? Primary endpoints and the secondary endpoints, if any, to be measured during the trial
3. Participant selection and benefits and risks for participants
· Description of the population to be studied 
· Description of recruitment modalities, including (but not limited to) :
· how potential participants are identified and contacted
· if, how and where communication materials (posters, flyers) will be used
· description of the first contact between researchers and potential participants (including information/advice given to interested persons that are found to be non-eligible)
· description of how the potential participant will be involved in the decision to participate for studies including incapacitated adults or minors
· description of the procedure for obtaining consent when a participant <18yo at recruitment reaches the age of legal competence during participation …
· Inclusion and exclusion criteria 
· Description of the information and informed consent obtention process, including (but not limited to) :
· description of all the formats of information that will be used (written, oral, video, …)
· who will collect the informed consent 
· for studies in emergency situations, description of why obtaining informed consent from potential participants or a legal representative prior to enrolment would be impossible, of arrangements in place to obtain informed consent as soon as possible (either from participant or legal representative), and of the informed consent procedure once participant regains capacity in situations where the legal representative provided initial informed consent
· Potential benefits for participants 
· Potential risks for participants 
4. Scientific methodology
· Description of the investigational procedure(s) and a schedule (including specific durations) of the different events (study visits, interventions, assessments, follow-up …)
· Parameters to be studiedSample/data collection procedures (a schematic diagram may be included where appropriate)
· Sample size: numbers of enrolled subjects projected (and in each arm, if applicable). The choice of the sample size must be justified and should reflect on the power of the trial (including a calculation if applicable) and clinical justification
· Description of the statistical methods, and timing of any interim analysis(ses)
· Description of participant withdrawal process and discontinuation criteria, including description of what happens with the participants’ already collected data and/or samples, if and how participants are replaced, the follow-up of discontinued/withdrawn participants
· Description of any procedure related to participant safety, including adverse event reporting to the Competent Authority and the CNER, if applicable
· Description of any study-related monitoring procedures, audits and inspections, quality control processes, handling of protocol or GCP noncompliance, if applicable 
5. Privacy/Data protection, data handling and record keeping
· Statement of compliance with GDPR
· Sample / data storage modalities and duration
· Sample/data access modalities
6. Financing and Insurance 
· Statement regarding insurance coverage of participants, research staff and sponsor if applicable
· Information on study financing, if applicable and if not addressed in a separate agreement
7. Publication policy
· Description of the publication policy





