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Note. 
1. This template serves as a guide for setting up a study protocol. Parts highlighted in gray are examples or give extra details regarding the required information.

2. The first part of this template, (Part A, p. 2-3) is the synopsis of the study, the full protocol start on page 4 (part B). Some parts from the synopsis can be copied and pasted in the corresponding parts of the full protocol, with room for additional information or details when considered necessary.
PART A. Summary of the study

Principal investigator(s): 
Name plus affiliation
Study centers and number of patients planned: xx centers, yy patients.

Study participants (Name plus affiliation, listed alphabetically):

Study period

Enrollment of first patient: dd/mmm/yyyy
Estimated date of last patient in study: dd/mmm/yyyy
Objectives 

Primary objective

· To study/describe/  …
Secondary objective(s)
· To study/describe/  …

Study design

(RCT, …)
Patient population

(Short description of the study population, full inclusion and exclusion criteria should come in the full protocol).
Duration of the study period

(Duration of the study for the individual patient, can be limited to a few days, but may take up to 2 or more years for outcome studies)
Endpoints

Primary endpoint

Secondary endpoints

PART B. Study protocol

1. INTRODUCTION

1.1 Background.

1.2. Rationale for the study.

2. STUDY OBJECTIVES
Primary objective

Secondary objective

3. STUDY PLAN AND PROCEDURES
3.1. Overall design

E.g. This is a prospective observational study, …
Subjects may be evaluated for entry into the study if they are xx years of age or older.  Subjects believed to fulfill all eligibility criteria, and none of the exclusion criteria, detailed in section 3.2., will be invited to participate in the study.

Patients will be studied until e.g. discharge from the ICU. 

The study design will be as follows
Schedule below serves as an example. A complete overview of all study procedures that should be performed and all data that will be collected at different time points should be described.
Day 0. Screening assessment.

1. Informed consent will be obtained from the subject or nominated representative. (when applicable) 
2. The inclusion and exclusion checklists will be completed and suitability of the subject for entry into the study will thus be confirmed.

Day 0. Baseline parameters

Day 0 and later
Data collection.

Interventions or measurements to be described in full detail.
Day 1 to end of study period

3.2. Selection of the study population
3.2.1. Study selection record

The investigator is requested to keep a record of patients who were considered for enrollment, but were never enrolled.
3.2.2. Inclusion criteria.

For inclusion in the study, subjects must fulfill all of the following criteria:

3.2.3. Exclusion criteria.

Any of the following is regarded as a criterion for exclusion from the study:

3.2.4. Sample size calculation
3.3. Rationale for the study design

4. STUDY MEASUREMENTS AND ENDPOINTS
4.1. Primary endpoint

4.2. Screening and demographic measurements

4.3. Measurements during study
Detailed described of measurement techniques or other interventions should come here. 
4.4. Primary endpoint and method of assessment.

4.5. Secondary endpoints and methods of assessment.

5. DATA MANAGEMENT AND STATISTICS
E.g. Case report forms will be provided for the recording of the data. 
Statistical analysis.

(Description of the statistical methods that will be used, preferentially based on the endpoints described above).
6. REFERENCES.
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