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Final Study Report	Comment by Terryn Stefanie: Please prepare the report in English.

Please note that for clinical studies under the Clinical Trial Regulation (CTR), the Medical Device Regulation (MDR) and the In vitro diagnostic Medical Device Regulation (IVDR), this report will be publicly available.	Comment by Terryn Stefanie: Adjust title according to study type:
- CTR = Summary of clinical trial results (throughout the document, please use the word “trial” instead of “study”)
- MDR = Clinical investigation report
- IVDR = Clinical performance study report. 

For combination studies, please retain 'Final Study Report'.	Comment by Terryn Stefanie: This report was prepared based on the following guidelines: 
Clinical trials: 
 Annex IV and Annex V of the Clinical Trial Regulation 536/2014
Medical Device Studies: 
 Chapter III point 7 of Annex XV of the Medical Device Regulation 2017/745. 
Annex XIII part A of the In Vitro Diagnostic Medical Device Regulation
 ISO 14155:2020, Annex D 
ISO 20916:2019, Annex D 


Study Title: Fill in the full title of the study.
EU reference number: Fill in the EudraCT / EU CT number of the study for clinical trials with medicinal products; Fill in the CIV-ID number of the study for Medical Device Studies; Fill in the PS-ID number of the study for In Vitro Diagnostic Medical Device Studies.
Acronym / Protocol code: Fill in the protocol code / acronym of the study.
Investigational device / medicinal product: Fill in the name of the investigational device / medicinal product.
ClinicalTrials.gov identifier: Fill in the clinicaltrials.gov code of the study (NCT….), if applicable.

Sponsor: Ghent University (Hospital)
Contact details sponsor: Fill in the contact details of the sponsor.
National Coordinator / Coordinating Investigator: Fill in the national coordinator for international studies or the coordinating investigator for national studies.
Funder: If funding was obtained for the study, please indicate it here.
Author: This will have to be someone from the team of the sponsor.
Date of report: Enter the date the report was finalized.


By signing this final study report, I acknowledge that the information is accurate and complete.

Name and signature Coordinating Investigator: ……………………………………….

Date and signature Coordinating Investigator: …………………………………………….

< Delete/replace all orange text in the final version > 
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[bookmark: _Toc175058418]Introduction	Comment by Terryn Stefanie: For clinical trials: describe if the trial is part of a Pediatric Investigation Plan (PIP).
Describe background information regarding the population, the investigational medicinal product or the investigational device, .... and the rationale for conducting this study. State the reason for conducting this study and the justification to contribute to the acquisition of knowledge,... Refer to (pre)clinical research already performed. 
This information can be copied from the protocol.
[bookmark: _Toc175058419]Objectives of the study
Describe here the objective of the study, divided into primary and secondary objectives. 
This information can be copied from the protocol.
[bookmark: _Toc175058420]Primary objectives

[bookmark: _Toc175058421]Secondary objectives

[bookmark: _Toc175058422]Investigational Medicinal Product	Comment by Terryn Stefanie: In case of clinical trials. 
Describe information about the medicinal product: name IMP and manufacturer/producer, composition and dosage, name of distributor, packaging, labeling, route of administration, storage conditions, ...
This information can be copied from the protocol.
[bookmark: _Toc175058423]Investigational (In Vitro Diagnostic) Medical Device	Comment by Terryn Stefanie: In case of Medical Device Studies or In Vitro Diagnostic Medical Device Studies.
Pleas delete (In Vitro Diagnostic) if not applicable.
Describe information about the medical device: name device and manufacturer, distributor, intended use/purpose, design of the device, storage conditions, instructions for use, ...
This information can be copied from the protocol.
[bookmark: _Toc175058424]Study Protocol Summary 
Try to present the most important information from the protocol briefly. Below are some intertitles to suggest what information can be listed here. This is not new information but can be found in the protocol.
[bookmark: _Toc175058425]Study design 
Cfr protocol
[bookmark: _Toc175058426]Inclusion criteria
Cfr protocol
[bookmark: _Toc175058427]Exclusion criteria
Cfr protocol
[bookmark: _Toc175058428]Primary endpoint
Cfr protocol
[bookmark: _Toc175058429]Secondary endpoints
Cfr protocol
[bookmark: _Toc175058430]Procedures 
Cfr protocol
(If a flow chart is available it can be added here)
[bookmark: _Toc175058431]Randomization and blinding
Cfr protocol
[bookmark: _Toc175058432]Monitoring and quality measures
Cfr protocol
[bookmark: _Toc175058433]Study analysis	Comment by Terryn Stefanie: Interim analyses are also expected to be described.
Describe in detail the sample size calculation and the statistical analyses that were performed (which tests, significance level,...). Also mention the justification for the sample size and the analyses.
If samples were analyzed, describe which analyses, by whom, in what way,...
Do not yet describe the results of the analyses.
[bookmark: _Toc175058434]Regulatory Authorities	Comment by Terryn Stefanie: For studies under CTD, studies under MDR seperate opinion FAMHP and EC, and studies under IVDR FAMHP notification only: 
- please change Regulatory Authorities to Ethics Committee and Competent Authority. 
- in the table, please split the column 'Approval date RA' into two columns: one for FAMHP and one for EC. 
Describe here that the study was submitted to the Regulatory Authorities (initial submission + list modifications + reason for modification). Also indicate when, which documents were approved.
The table below can be used for this as a schematic overview:
	OVERVIEW APPROVED DOCUMENTS

	Initial submission:
· Protocol version XXX, dd. XXX
· ICF version XXX, dd. XXX
· Investigator Brochure version XXX, dd. XXX 
· Patient questionnaires dd. XXX
· …
	Approval date RA:


	Modification 1:
· Protocol version XXX, dd. XXX
· ICF version XXX, dd. XXX
· …
	Approval date RA:


	Modification 2:
· Protocol version XXX, dd. XXX
· ICF version XXX, dd. XXX
· …
	Approval date RA:



[bookmark: _Toc175058435]Results
[bookmark: _Toc175058436]Subject enrollment and demographics
Describe how many subjects per site participated and during what time period (include recruitment period, date of first inclusion per site as well as date of "last subject last visit" visit per site). How many subjects were considered dropouts and how many completed the study completely. If the predetermined number of subjects was not reached, please explain.
Also describe the results of the demographic data (e.g. distribution by sex, race, min-max age, risk factors from medical history,...).
Also describe the completion date of the study, if applicable details on early termination or temporary discontinuation of the study and restart.
Tables or graphs can help to present this in an organized manner.
[bookmark: _Toc175058437]Study specific results
Describe the results of the analyses performed for the study. Link this back to the primary and secondary endpoints that were predetermined. For each endpoint, you can create separate titles/paragraphs to keep it organized. (E.g. PK results, number of hospitalizations before and after the intervention, results of pulmonary function tests, progression of disease,...). Also discuss how much missing data there is from subjects who were considered dropouts or ended the study early and how this affects the analysis.
Also describe who received the intervention as planned, who did not, how long the intervention lasted, additional treatments needed,... Indicate how statistical analyses were performed (intention-to-treat or by protocol).
[bookmark: _Toc175058438]Safety	Comment by Terryn Stefanie: If available please also report the categories of AEs that occurred in the study (e.g. respiratory diseases).
Please list the Serious Adverse Events (SAEs) that occurred during the course of the study. How many of these were SUSARs (in the case of clinical trials with medicinal products) or reportable events (in the case of Medical Device Studies)? Were actions/changes implemented as a result of the occurrence of a SAE/SUSAR/reportable event? Were SAEs reported in a timely manner?
The table below can be used to show this schematically:
	SAE Overview

	Subject ID
	Study Arm (if applicable)
	SUSAR (Y/N)	Comment by Terryn Stefanie: Change to reportable events in Medical Device Studies or In Vitro Diagnostic Medical Device Studies.
	SAE Description
	Outcome (ongoing, resolved, death, …)

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 

	 
	 
	 
	 
	 


[bookmark: _Toc175058439]Device deficiencies 	Comment by Terryn Stefanie: In case of Medical Device Studies or In Vitro Diagnostic Medical Device Studies.
List the device deficiencies that occurred or state here that no device deficiencies were reported. Indicate which device deficiencies were considered reportable events. Also indicate what actions were taken as a result of the device deficiencies.
[bookmark: _Toc175058440]Protocol deviations
Describe here the protocol deviations that occurred per site and what actions were taken to prevent them.
[bookmark: _Toc175058441]Completion of the study
Describe here the date the study was completed (e.g., LSLV per site and overall LSLV). Also describe information on early termination, temporary halts or suspension of study (as applicable).
[bookmark: _Toc175058442]Discussion and overall conclusions
Discuss here the findings of your study (interpretation of results including safety/effectiveness, limitations and strengths of the study, feedback to the research questions, compare results to current state of the art, discuss possible bias,... ). Formulate your conclusions here.
[bookmark: _Toc175058443]References
Please list references here.

[bookmark: _Toc175058444]Appendix 1: Summary of the results of the clinical trial for laypersons 	Comment by Terryn Stefanie: Appendix 1 is only applicable for clinical trials submitted under the CTR : The report is intended to be understandable and readable by laypersons, not specialized in the subject matter. It should therefore be prepared in the language (or languages) of the subjects, i.e. in the same languages as the ICFs used.

Additional info can be found here.

This appendix should be submitted as a separate document in CTIS for studies under the CTR.
[bookmark: _Toc175058445]Clinical trial identification
Describe here the title, protocol code, EU CT number and other possible identification numbers.
[bookmark: _Toc175058446]Name and contact details of the sponsor
Sponsor: Ghent University (Hospital)
Contact details sponsor: Fill in the contact details of the sponsor.
National Coordinator/ Coordinating Investigator: Fill in the national coordinator for international studies or the coordinating investigator for national studies.
Funder: If funding was obtained for the study, please indicate it here.
[bookmark: _Toc175058447]General information
Describe here where and when the study was conducted, the main objectives, and an explanation of the rationale behind the study.
[bookmark: _Toc175058448]Population of subjects
Describe here the number of subjects included in the study in the Member State, and across the study. Specify subjects in age groups and gender and also describe the inclusion and exclusion criteria.
[bookmark: _Toc175058449]Investigational medicinal products used
Describe all investigational medicinal products used in the study.
[bookmark: _Toc175058450]Description and frequency of adverse reactions 
Describe here the type of adverse events that occurred that were possibly related to the use of the study product.
[bookmark: _Toc175058451]Overall results and comments on the outcome of the clinical trial
Describe here the general results and conclusions arising from this study, as well as if any follow up studies are anticipated and where any further info can be found. Please note the requirement that this is intended for people, not familiar with the subject matter.


[bookmark: _Toc175058452]Appendix 2: Summary of the clinical investigation report	Comment by Terryn Stefanie: Appendix 2 is only applicable for Medical Device Studies and In Vitro Diagnostic Medical Device Studies submitted under the MDR/IVDR: The report is intended to be understandable and readable by laypersons, not specialized in the subject matter. It should therefore be written in the language(s) of the medical device user.

Additional info can be found here, including what info should be in the report (for now only available for Medical Device Studies): https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52023XC0508(01)
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