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[SHORT THESIS TITLE] Introduction

INTRODUCTION

[INTRODUCTION — PARAGRAPH 1: insert text here. Use citation placeholders such
as [1], [2] and keep the original paragraph and heading hierarchy.]

[INTRODUCTION — PARAGRAPH 2: insert text here. Use citation placeholders such
as [1], [2] and keep the original paragraph and heading hierarchy.]

[INTRODUCTION — PARAGRAPH 3: insert text here. Use citation placeholders such
as [1], [2] and keep the original paragraph and heading hierarchy.]

[INTRODUCTION — PARAGRAPH 4: insert text here. Use citation placeholders such
as [1], [2] and keep the original paragraph and heading hierarchy.]
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[SHORT THESIS TITLE] Aim of the Study

AIM OF THE STUDY

[AIM OF THE STUDY — one or two sentences stating the overall aim.]

Research Question

[RESEARCH QUESTION — state the PICO/PECO-style question.]
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[SHORT THESIS TITLE] Objectives

OBJECTIVES

Primary Objective
[PRIMARY OBJECTIVE]

Secondary Objectives

[SECONDARY OBJECTIVE 1]

[SECONDARY OBJECTIVE 2]

Specific Objectives
[SPECIFIC OBJECTIVE 1]

[SPECIFIC OBJECTIVE 2]
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[SHORT THESIS TITLE] Literature Review

LITERATURE REVIEW

Part I. [TOPIC AREA 1]

1. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 1 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

2. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 2 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

3. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 3 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

4. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 4 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

5. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 5 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

Part Il. [TOPIC AREA 2]

6. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 6 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

7. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 7 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

8. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 8 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]
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[SHORT THESIS TITLE] Literature Review

[TARGET THRESHOLD]

[CONCENTRATION AXIS LABEL]

[TIME AXIS LABEL]

Figure 1. [SCHEMATIC FIGURE TITLE: concept illustrated with placeholder axis labels]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

9. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 9 — PARAGRAPH 1: insert text here. Use citation
placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

Part lil. [TOPIC AREA 3]

10. [SUBTOPIC]

[LITERATURE REVIEW, SECTION 10 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading
hierarchy.]

11. [SUBTOPIC]

[LITERATURE REVIEW, SECTION 11 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading
hierarchy.]

12. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 12 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]
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[SHORT THESIS TITLE] Literature Review

13. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 13 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]

Part IV. [TOPIC AREA 4]

14. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 14 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]

15. [SUBTOPIC]
[LITERATURE REVIEW, SECTION 15 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]

Part V. Evidence Synthesis

16. [PREVIOUS STUDIES ON THE RESEARCH TOPIC]
[LITERATURE REVIEW, SECTION 16 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]

Table 1. [SUMMARY OF KEY PREVIOUS STUDIES: AUTHOR, YEAR, POPULATION,
METHODS AND FINDINGS]

Study Population Design / methods Key findings

[AUTHOR, YEAR] [#] [POPULATION; n = N] [DESIGN AND [KEY FINDINGS]
METHOD]

[AUTHOR, YEAR] [#] [POPULATION; n = N] [DESIGN AND [KEY FINDINGS]
METHOD]

[AUTHOR, YEAR] [#] [POPULATION; n = N] [DESIGN AND [KEY FINDINGS]
METHOD]

[AUTHOR, YEAR] [#] [POPULATION; n = N] [DESIGN AND [KEY FINDINGS]
METHOD]

[AUTHOR, YEAR] [#] [POPULATION; n = N] [DESIGN AND [KEY FINDINGS]
METHOD]

17. [EVIDENCE SUPPORTING OR CHALLENGING THE STUDY TARGET]
[LITERATURE REVIEW, SECTION 17 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]
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[SHORT THESIS TITLE] Literature Review

18. Research Gap
[LITERATURE REVIEW, SECTION 18 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]

19. Rationale for the Current Study
[LITERATURE REVIEW, SECTION 19 — PARAGRAPH 1: insert text here. Use
citation placeholders such as [1], [2] and keep the original paragraph and heading

hierarchy.]
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[SHORT THESIS TITLE] Patients and Methods

PATIENTS AND METHODS

Study Design
[STUDY DESIGN — insert text here. Follow the protocol wording and keep the original

paragraph structure. ]

Study Setting

[STUDY SETTING — insert text here. Follow the protocol wording and keep the original

paragraph structure. ]

Study Period
[STUDY PERIOD — insert text here. Follow the protocol wording and keep the original

paragraph structure. ]

Study Population
[STUDY POPULATION — insert text here. Follow the protocol wording and keep the

original paragraph structure.]

Sample Size

[SAMPLE SIZE — insert text here. Follow the protocol wording and keep the original

paragraph structure. ]

Inclusion Criteria

[INCLUSION CRITERIA — insert text here. Follow the protocol wording and keep the
original paragraph structure. ]

1. [INCLUSION CRITERION 1]

2. [INCLUSION CRITERION 2]

Exclusion Criteria

[EXCLUSION CRITERIA — insert text here. Follow the protocol wording and keep the
original paragraph structure. ]

+ [EXCLUSION CRITERION 1]

+ [EXCLUSION CRITERION 2]
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[SHORT THESIS TITLE] Patients and Methods

Participant Recruitment

[PARTICIPANT RECRUITMENT — insert text here. Follow the protocol wording and

keep the original paragraph structure.]

Clinical Assessment and Baseline Characteristics

[CLINICAL ASSESSMENT AND BASELINE CHARACTERISTICS — insert text here.

Follow the protocol wording and keep the original paragraph structure.]

[SEVERITY SCORE NAME]
[(SEVERITY SCORE NAME) — insert text here. Follow the protocol wording and keep

the original paragraph structure.]

[Primary Monitoring Procedure]

[(PRIMARY MONITORING PROCEDURE) — insert text here. Follow the protocol

wording and keep the original paragraph structure.]

[Intervention] Administration

[INTERVENTION) ADMINISTRATION — insert text here. Follow the protocol

wording and keep the original paragraph structure. ]

Dose
[DOSE — insert text here. Follow the protocol wording and keep the original paragraph

structure. ]

Timing of Administration and Sampling
[TIMING OF ADMINISTRATION AND SAMPLING — insert text here. Follow the

protocol wording and keep the original paragraph structure.]

Measurement of [Primary Exposure]

[MEASUREMENT OF (PRIMARY EXPOSURE) — insert text here. Follow the protocol

wording and keep the original paragraph structure. ]

Measurement of [Secondary Laboratory Variable]

[MEASUREMENT OF (SECONDARY LABORATORY VARIABLE) — insert text

here. Follow the protocol wording and keep the original paragraph structure.]
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[SHORT THESIS TITLE] Patients and Methods

Calculation of [Derived Variable]

[CALCULATION OF (DERIVED VARIABLE) — insert text here. Follow the protocol

wording and keep the original paragraph structure. ]

[Organ Function] Assessment

[(ORGAN FUNCTION) ASSESSMENT — insert text here. Follow the protocol wording

and keep the original paragraph structure. ]

Safety Monitoring
[SAFETY MONITORING — insert text here. Follow the protocol wording and keep the

original paragraph structure.]

Outcome Measures

[OUTCOME MEASURES — insert text here. Follow the protocol wording and keep the

original paragraph structure. ]

Primary Outcome
[PRIMARY OUTCOME — insert text here. Follow the protocol wording and keep the

original paragraph structure. ]

Secondary Outcomes
[SECONDARY OUTCOMES — insert text here. Follow the protocol wording and keep

the original paragraph structure.]

Data Management

[DATA MANAGEMENT — insert text here. Follow the protocol wording and keep the

original paragraph structure. ]

Data Quality Assessment

[DATA QUALITY ASSESSMENT — insert text here. Follow the protocol wording and

keep the original paragraph structure.]

Table 2. [PARTICIPANTS IDENTIFIED AT FIRST DATA REVIEW: FINDINGS AND
HANDLING IN THE ANALYSIS]

Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 1] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 2] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 3] [PARTICIPANT ID] [CRITERION] [HANDLING]
10
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[SHORT THESIS TITLE] Patients and Methods

Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 4] [PARTICIPANT ID] [CRITERION] [HANDLING]

Table 3. [ADDITIONAL ELIGIBILITY-RELATED FINDINGS AND THEIR HANDLING]

Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 1] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 2] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 3] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 4] [PARTICIPANT ID] [CRITERION] [HANDLING]
Analysis Sets

[ANALYSIS SETS — insert text here. Follow the protocol wording and keep the original

paragraph structure. ]

Participants Retained Despite Eligibility-Related Findings
[PARTICIPANTS RETAINED DESPITE ELIGIBILITY-RELATED FINDINGS —

insert text here. Follow the protocol wording and keep the original paragraph structure.]

Table 4. [PARTICIPANTS RETAINED IN THE PRIMARY ANALYSIS DESPITE ELIGIBILITY-
RELATED FINDINGS]

Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 1] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 2] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 3] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 4] [PARTICIPANT ID] [CRITERION] [HANDLING]

Protocol Clarifications

[PROTOCOL CLARIFICATIONS — insert text here. Follow the protocol wording and

keep the original paragraph structure.]

Table 5. [POINTS OF THE APPROVED PROTOCOL REQUIRING CLARIFICATION AND
THEIR HANDLING]

Item Protocol statement Handling in this thesis
[ITEM 1] [PROTOCOL STATEMENT] [HANDLING IN THE ANALYSIS]
[ITEM 2] [PROTOCOL STATEMENT] [HANDLING IN THE ANALYSIS]
[ITEM 3] [PROTOCOL STATEMENT] [HANDLING IN THE ANALYSIS]
[ITEM 4] [PROTOCOL STATEMENT] [HANDLING IN THE ANALYSIS]
[ITEM 5] [PROTOCOL STATEMENT] [HANDLING IN THE ANALYSIS]

Ethical Considerations

[ETHICAL CONSIDERATIONS — insert text here. Follow the protocol wording and

keep the original paragraph structure.]
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[SHORT THESIS TITLE] Statistical Analysis

STATISTICAL ANALYSIS

Data Handling and Software

[DATA HANDLING AND SOFTWARE — describe tests, software version, effect sizes

and handling of missing data.]

Pre-analysis Data Checks

[PRE-ANALYSIS DATA CHECKS — describe tests, software version, effect sizes and

handling of missing data.]

Descriptive Statistics
[DESCRIPTIVE STATISTICS — describe tests, software version, effect sizes and

handling of missing data.]

Repeated Measurements

[REPEATED MEASUREMENTS — describe tests, software version, effect sizes and

handling of missing data.]

Comparisons Between Groups (Exploratory)

[COMPARISONS BETWEEN GROUPS (EXPLORATORY) — describe tests, software

version, effect sizes and handling of missing data.]

Correlation Analysis

[CORRELATION ANALYSIS — describe tests, software version, effect sizes and

handling of missing data.]

Regression Modelling

[REGRESSION MODELLING — describe tests, software version, effect sizes and

handling of missing data.]

Sensitivity Analyses
[SENSITIVITY ANALYSES — describe tests, software version, effect sizes and handling

of missing data.]
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[SHORT THESIS TITLE] Statistical Analysis

Significance Level

[SIGNIFICANCE LEVEL — describe tests, software version, effect sizes and handling of

missing data. ]
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[SHORT THESIS TITLE] Results

RESULTS

Patient Flow and Analysis Sets

[PATIENT FLOW AND ANALYSIS SETS — summarise the verified findings: [IN],
[MEAN + SD], [P-VALUE].]

[PARTICIPANTS RECORDED IN THE STUDY]
n=[N]

[SCREENING AGAINST PROTOCOL CRITERIA]
[CRITERION 1]: n =[N] [CRITERION 2]: n = [N]

|

[ELIGIBILITY-RELATED FINDINGS]
[FINDING 1]: n = [N]
[FINDING 2]: n = [N]

v

[FULL ANALYSIS SET]
n=[N]

[SENSITIVITY SET 1] [SENSITIVITY SET 2]
n=[N] n=[N]

Figure 2. [PATIENT FLOW, ELIGIBILITY REVIEW AND ANALYSIS SETS]

Flow diagram contains placeholders only.
Data Quality Findings

Completeness
[COMPLETENESS — summarise the verified findings: [N], [MEAN + SD], [P-
VALUE].]

Table 6. [COMPLETENESS OF THE VARIABLES IN THE PATIENT DATA SHEET (n = [N])]

Variable group Complete Comment
[VARIABLE GROUP 1] [NI/IN] [COMMENT]
[VARIABLE GROUP 2] [NJ/IN] [COMMENT]
[VARIABLE GROUP 3] [NI/IN] [COMMENT]
[VARIABLE GROUP 4] [NJ/IN] [COMMENT]
[VARIABLE GROUP 5] [NVIN] [COMMENT]
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[SHORT THESIS TITLE] Results

Variable group Complete Comment
[VARIABLE GROUP 6] [NV/IN] [COMMENT]

Revision of the Data Sheet
[REVISION OF THE DATA SHEET — summarise the verified findings: [N], [MEAN +
SD], [P-VALUE].]

Table 7. [CHANGES BETWEEN THE FIRST AND THE FINAL VERSION OF THE PATIENT
DATA SHEET]

Variable Participants (n) Change
[VARIABLE NAME] [N] [CHANGE: BEFORE - AFTER]
[VARIABLE NAME] [N] [CHANGE: BEFORE — AFTER]
[VARIABLE NAME] [N] [CHANGE: BEFORE - AFTER]

Calculation of [Derived Variable]
[CALCULATION OF (DERIVED VARIABLE) — summarise the verified findings: [N],
[MEAN = SD], [P-VALUE].]

Table 8. [PARTICIPANTS WITH AN ENTERED AND RECALCULATED VALUE]

Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 1] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 2] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 3] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 4] [PARTICIPANT ID] [CRITERION] [HANDLING]

Characteristics of [Recorded Variable]
[CHARACTERISTICS OF (RECORDED VARIABLE) — summarise the verified
findings: [N], [MEAN + SD], [P-VALUE].]
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[SHORT THESIS TITLE] Results

[CATEGORY 14] @

[CATEGORY 13] o [ ]

[CATEGORY 12] @

[CATEGORY 11] ®

[CATEGORY 10] A @
[CATEGORY 9] L]
[CATEGORY 8] 4 L
[CATEGORY7] 4 @
[CATEGORY 6] - @
[CATEGORY 5] - (]
[CATEGORY 4] - ]
[CATEGORY 3] - ®
[CATEGORY 2] - 0

[CATEGORY 1] A ®
T T T T T

3 4 5 6 7
[VARIABLE NAME] ([UNIT])

Figure 3. [RECORDED VALUES BY CATEGORY]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Consistency of [Data Domains]
[CONSISTENCY OF (DATA DOMAINS) — summarise the verified findings: [N],
[MEAN + SD], [P-VALUE].]

Table 9. [AGREEMENT BETWEEN RECORDED AND RECALCULATED VALUES AT EACH
TIME POINT]

Time point Agree Disagree Details
[TIME POINT 1] [N] [N] [DETAILS]
[TIME POINT 2] [N] [N] [DETAILS]
[TIME POINT 3] [N] [N] [DETAILS]
[TIME POINT 4] [N] [N] [DETAILS]

Agreement defined as [AGREEMENT DEFINITION].
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[SHORT THESIS TITLE]

Results

p =[RHO]; P = [P-VALUE]

80
E 70
Z.
2,
& 60 -
o
5% @
ESO_ ®
< ®
40 1 °
L]
30 +—
40

60 70

[VARIABLE X] ([UNIT)

®
® o 2
®
e © e
® [GROUP1]
e [GROUP2]
l(I]D 110 12IU

Figure 4. [RELATIONSHIP BETWEEN TWO RECORDED VARIABLES, BY SUBGROUP]

ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Table 10. [SUMMARY OF DATA-QUALITY FINDINGS AND HOW EACH WAS HANDLED IN

THE ANALYSIS]
Finding Participants affected Protocol criterion Handling in the analysis
[FINDING 1] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 2] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 3] [PARTICIPANT ID] [CRITERION] [HANDLING]
[FINDING 4] [PARTICIPANT ID] [CRITERION] [HANDLING]

Demographic Characteristics

[DEMOGRAPHIC CHARACTERISTICS — summarise the verified findings: [N],
[MEAN = SD], [P-VALUE].]

Table 11. [BASELINE DEMOGRAPHIC CHARACTERISTICS OF THE STUDY PARTICIPANTS]

Characteristic

All participants (n = [N])

[CATEGORY 1], n (%)

[VARIABLE NAME]
[VARIABLE NAME]
[CATEGORY 2], n (%)

[VARIABLE NAME]
[VARIABLE NAME]

[CONTINUOUS VARIABLE NAME] ([UNIT]), mean

+SD

[CONTINUOUS VARIABLE NAME] ([UNIT]),

median (IQR)

[N] ([%])
[N ([%])

[N] ([%])
[N ([%])
[MEAN + SD]

[MEDIAN (IQR)]

IQR, interquartile range; SD, standard deviation. [TABLE NOTE]
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[SHORT THESIS TITLE] Results

Clinical Characteristics

[CLINICAL CHARACTERISTICS — summarise the verified findings: [N], [MEAN +*
SD], [P-VALUE].]

Table 12. [CLINICAL CHARACTERISTICS: SOURCE, ISOLATED FINDINGS AND
LABORATORY RESULTS]

Characteristic All participants (n = [N])
[CATEGORY 1], n (%)

[VARIABLE NAME] [N] ([%])
[VARIABLE NAME] [N] ([%])
[CATEGORY 2], n (%)

[VARIABLE NAME] [N ([%])
[VARIABLE NAME] [N] ([%])
[CONTINUOUS VARIABLE NAME] ([UNIT]), mean [MEAN = SD]
+SD
[CONTINUOUS VARIABLE NAME] ([UNIT]), [MEDIAN (IQR)]
median (IQR)

IQR, interquartile range; SD, standard deviation. [TABLE NOTE]

[Severity Scores and Indicators]

[(SEVERITY SCORES AND INDICATORS) — summarise the verified findings: [N],
[MEAN + SD], [P-VALUE].]

Table 13. [SEVERITY SCORES AND INDICATORS AT BASELINE]

Characteristic All participants (n = [N])
[CATEGORY 1], n (%)

[VARIABLE NAME] [N] ([%])
[VARIABLE NAME] [N] ([%])
[CATEGORY 2], n (%)

[VARIABLE NAME] [N] ([%])
[VARIABLE NAME] [N] ([%I)
[CONTINUOUS VARIABLE NAME] ([UNIT]), mean [MEAN = SD]
+SD
[CONTINUOUS VARIABLE NAME] ([UNIT]), [MEDIAN (IQR)]
median (IQR)

IQR, interquartile range; SD, standard deviation. [TABLE NOTE]

[Intervention Dosing and Parameters]

[(INTERVENTION DOSING AND PARAMETERS) — summarise the verified findings:
[N], [MEAN + SD], [P-VALUE].]

Table 14. [INTERVENTION DOSING AND MEASURED PARAMETERS]

Characteristic All participants (n = [N])
[CATEGORY 1], n (%)

18
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[SHORT THESIS TITLE]

Results

Characteristic All participants (n = [N])
[VARIABLE NAME] [N ([%])
[VARIABLE NAME] [N] ([%])
[CATEGORY 2], n (%)
[VARIABLE NAME] [N ([%])
[VARIABLE NAME] [N] ([%])
[CONTINUOUS VARIABLE NAME] ([UNIT]), mean [MEAN # SD]
+SD
[CONTINUOUS VARIABLE NAME] ([UNIT]), [MEDIAN (IQR)]

median (IQR)

IQR, interquartile range; SD, standard deviation. [TABLE NOTE]

[Primary Exposure Measures]

[(PRIMARY EXPOSURE MEASURES) — summarise the verified findings: [N],
[MEAN = SD], [P-VALUE].]

Table 15. [PRIMARY EXPOSURE MEASURES, OVERALL AND BY SUBGROUP]

Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]

[VARIABLE [MEAN =+ SD] [MEAN =+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])

[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[CATEGORICAL N1 ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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:
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1
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1
1
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[VARTABLE NAME] ([UNITT])

Figure 5. [DISTRIBUTION OF THE PRIMARY EXPOSURE MEASURE]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.
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Figure 6. [DISTRIBUTION OF THE DERIVED RATIO WITH TARGET LINE]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.
[Target Attainment]
[(TARGET ATTAINMENT) — summarise the verified findings: [N], [MEAN + SD], [P-
VALUE].]
Table 16. [ATTAINMENT OF THE PRESPECIFIED TARGET: PRIMARY ANALYSIS AND
SENSITIVITY ANALYSES]
Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]
[VARIABLE [MEAN #+ SD] [MEAN #+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])
[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])
[CATEGORICAL [N] ([%)) N1 ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]
[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
Table 17. [ATTAINMENT AT FIXED REFERENCE VALUES]
Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]
[VARIABLE [MEAN #+ SD] [MEAN #+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])
[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])
[CATEGORICAL [N] ([%)) N1 ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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Figure 7. [PROPORTION OF PARTICIPANTS ATTAINING THE TARGET AT FIXED
REFERENCE VALUES]

ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

[Organ Function Parameters]

[(ORGAN FUNCTION PARAMETERS) — summarise the verified findings: [N],
[MEAN + SD], [P-VALUE].]

Table 18. [ORGAN FUNCTION PARAMETERS FROM BASELINE TO FOLLOW-UP]

Parameter Baseline [TIME POINT [TIME POINT [TIME POINT P-value
1] 2] 3]

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([ONIT])

[PARAMETER [N] ([%]) [N] ([%]) [N] ([%]) [N] ([%I) [P-VALUE]

NAME], n (%)
Repeated measures compared using [TEST NAME].
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Figure 8. [COURSE OF A LABORATORY PARAMETER: INDIVIDUAL AND MEDIAN

TRAJECTORIES]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

[Primary Outcome Parameters]

[(PRIMARY OUTCOME PARAMETERS) — summarise the verified findings: [N],

[MEAN + SD], [P-VALUE].]

Table 19. [PRIMARY OUTCOME PARAMETERS AT EACH TIME POINT]

Parameter Baseline [TIME POINT [TIME POINT [TIME POINT P-value
1] 2] 3]
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [N1([%]) [N ([%]) [N] ([%]) [N] ([%]) [P-VALUE]
NAME], n (%)
Repeated measures compared using [TEST NAME].
Table 20. [PRIMARY OUTCOME PARAMETERS BY SUBGROUP]
Parameter Baseline [TIME POINT [TIME POINT [TIME POINT P-value
1] 2] 3]
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([UNIT])
22
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Parameter Baseline [TIME POINT [TIME POINT [TIME POINT P-value
1] 2] 3]
[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]
([ONIT])
[PARAMETER [N] ([%]) [N] ([%]) [N] ([%]) [N] ([%I) [P-VALUE]

NAME], n (%)
Repeated measures compared using [TEST NAME].
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Figure 9. [INDIVIDUAL AND MEDIAN TRAJECTORIES OF THE PRIMARY OUTCOME]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

[Secondary Intervention Use]

[(SECONDARY INTERVENTION USE) — summarise the verified findings: [IN],
[MEAN = SD], [P-VALUE].]

Table 21. [SECONDARY INTERVENTION USE DURING THE STUDY PERIOD]

Parameter Baseline [TIME POINT [TIME POINT [TIME POINT P-value
1] 2] 3]

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [MEDIAN [MEDIAN [MEDIAN [MEDIAN [P-VALUE]
NAME] (IQR)] (IQR)] (IQR)] (IQR)]

([UNIT])

[PARAMETER [N (1%]) [N] ([%]) [N] ([%]) [N] ([%]) [P-VALUE]

NAME], n (%)

Repeated measures compared using [TEST NAME].
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Figure 10. [PROPORTION OF PARTICIPANTS BY INTERVENTION STATUS AND TIME

POINT]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Clinical Outcomes and Mortality

[CLINICAL OUTCOMES AND MORTALITY — summarise the verified findings: [IN],

[MEAN + SD], [P-VALUE].]

Table 22. [CLINICAL OUTCOMES BY END OF FOLLOW-UP]

Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]

[VARIABLE [MEAN + SD] [MEAN = SD] [VALUE] [P-VALUE]
NAME] ([UNIT])

[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
Table 23. [EXPLORATORY COMPARISON OF PARTICIPANTS BY OUTCOME]
Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N STATISTIC]

[VARIABLE [MEAN =+ SD] [MEAN =+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])

[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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Figure 11. [PROPORTION OF PARTICIPANTS WITH THE OUTCOME BY SUBGROUP]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Safety Outcomes

[SAFETY OUTCOMES — summarise the verified findings: [N], [MEAN + SD], [P-
VALUE].]

Table 24. [SAFETY OUTCOMES: LABORATORY-DEFINED EVENTS BY SUBGROUP]

Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]

[VARIABLE [MEAN + SD] [MEAN =+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])

[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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Figure 12. [HIGHEST SAFETY-EVENT STAGE BETWEEN BASELINE AND FOLLOW-UP]
ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Statistical Associations and Correlations

[STATISTICAL ASSOCIATIONS AND CORRELATIONS — summarise the verified
findings: [N], [MEAN + SD], [P-VALUE].]

Table 25. [PRESPECIFIED CORRELATIONS BETWEEN EXPOSURE AND OUTCOME
VARIABLES]

Variable pair Spearman p 95% confidence P-value Holm-adjusted P
interval

[VARIABLE A] vs [RHO] [95% [P-VALUE] [P-VALUE]
[VARIABLE B] CONFIDENCE

INTERVAL]
[VARIABLE A] vs [RHO] [95% [P-VALUE] [P-VALUE]
[VARIABLE B] CONFIDENCE

INTERVAL]
[VARIABLE A] vs [RHO] [95% [P-VALUE] [P-VALUE]
[VARIABLE B] CONFIDENCE

INTERVAL]
[VARIABLE A] vs [RHO] [95% [P-VALUE] [P-VALUE]
[VARIABLE B] CONFIDENCE

INTERVAL]
[VARIABLE A] vs [RHO] [95% [P-VALUE] [P-VALUE]
[VARIABLE B] CONFIDENCE

INTERVAL]

Table 26. [EXPLORATORY COMPARISON OF PARTICIPANTS WITH AND WITHOUT THE
OUTCOME OF INTEREST]

Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]
[VARIABLE [MEAN + SD] [MEAN #+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])
[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]

NAME] ([UNIT])
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Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]
[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)
[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]
[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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Figure 13. [EXPLORATORY RELATIONSHIPS BETWEEN EXPOSURE AND BASELINE

VARIABLES]

ILLUSTRATIVE DATA — NOT REAL STUDY RESULTS.

Sensitivity Analyses

[SENSITIVITY ANALYSES — summarise the verified findings: [N], [MEAN % SD], [P-

VALUE].]

Table 27. [PRINCIPAL RESULTS IN THE FULL ANALYSIS SET AND IN THE TWO

SENSITIVITY SETS]

Result Full analysis set (n = [N])  Sensitivity set 1 (n = [N])  Sensitivity set 2 (n = [N])
[RESULT VALUE 1] [N] ([%]) [N] ([%]) [N] ([%])
[RESULT VALUE 2] [N] ([%]) [N] (1%]) [N] (1%])
[RESULT VALUE 3] [N] ([%]) [NT ([%]) [N ([%])
[RESULT VALUE 4] [N] ([%)) [NI ([%]) [N] ([%])
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DISCUSSION

[DISCUSSION TOPIC 1]
[DISCUSSION TOPIC 1 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 1 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 2]
[DISCUSSION TOPIC 2 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 2 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 3]
[DISCUSSION TOPIC 3 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 3 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 4]
[DISCUSSION TOPIC 4 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 4 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 5]

[DISCUSSION TOPIC 5 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 5 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]
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[DISCUSSION TOPIC 6]
[DISCUSSION TOPIC 6 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 6 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 7]
[DISCUSSION TOPIC 7 — PARAGRAPH 1: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

[DISCUSSION TOPIC 7 — PARAGRAPH 2: insert text here. Use citation placeholders
such as [1], [2] and keep the original paragraph and heading hierarchy.]

Clinical Outcomes and Mortality

[Clinical Outcomes and Mortality — PARAGRAPH 1: insert text here. Use citation

placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

[Clinical Outcomes and Mortality — PARAGRAPH 2: insert text here. Use citation

placeholders such as [1], [2] and keep the original paragraph and heading hierarchy.]

Implications for Practice
[Implications for Practice — PARAGRAPH 1: insert text here. Use citation placeholders

such as [1], [2] and keep the original paragraph and heading hierarchy.]

[Implications for Practice — PARAGRAPH 2: insert text here. Use citation placeholders

such as [1], [2] and keep the original paragraph and heading hierarchy.]

Strengths
[Strengths — PARAGRAPH 1: insert text here. Use citation placeholders such as [1], [2]
and keep the original paragraph and heading hierarchy.]

[Strengths — PARAGRAPH 2: insert text here. Use citation placeholders such as [1], [2]
and keep the original paragraph and heading hierarchy.]

Limitations
[Limitations — PARAGRAPH 1: insert text here. Use citation placeholders such as [1],

[2] and keep the original paragraph and heading hierarchy.]
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[Limitations — PARAGRAPH 2: insert text here. Use citation placeholders such as [1],

[2] and keep the original paragraph and heading hierarchy.]
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SUMMARY

[SUMMARY — PARAGRAPH 1: insert text here. Use citation placeholders such as [1],
[2] and keep the original paragraph and heading hierarchy.]

[SUMMARY — PARAGRAPH 2: insert text here. Use citation placeholders such as [1],
[2] and keep the original paragraph and heading hierarchy.]

[SUMMARY — PARAGRAPH 3: insert text here. Use citation placeholders such as [1],
[2] and keep the original paragraph and heading hierarchy.]
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CONCLUSIONS

The following conclusions can be drawn from the study:

1. [CONCLUSION 1 BASED ON THE ACTUAL STUDY FINDINGS]
2. [CONCLUSION 2 BASED ON THE ACTUAL STUDY FINDINGS]
3. [CONCLUSION 3 BASED ON THE ACTUAL STUDY FINDINGS]
4. [CONCLUSION 4 BASED ON THE ACTUAL STUDY FINDINGS]

5. [CONCLUSION 5 BASED ON THE ACTUAL STUDY FINDINGS]
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RECOMMENDATIONS

For Clinical Practice

[RECOMMENDATION 1]

[RECOMMENDATION 2]

For Future Research

[RECOMMENDATION 3]

[RECOMMENDATION 4]
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LIMITATIONS

[LIMITATIONS — PARAGRAPH 1: insert text here. Use citation placeholders such as
[1], [2] and keep the original paragraph and heading hierarchy.]

[LIMITATIONS — PARAGRAPH 2: insert text here. Use citation placeholders such as
[1], [2] and keep the original paragraph and heading hierarchy.]

[LIMITATIONS — PARAGRAPH 3: insert text here. Use citation placeholders such as
[1], [2] and keep the original paragraph and heading hierarchy.]
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APPENDICES

The appendices contain supporting material. [APPENDIX INTRODUCTION]

Appendix A. Patient-Level Data Quality Log

Table 28. [PATIENT-LEVEL DATA QUALITY LOG]

ID Finding at first review Final data sheet Handling in analysis
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]

Appendix B. Raw Data Listing: [Domain 1]
Table 29. [RAW PATIENT-LEVEL DATA: DOMAIN 1]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]

[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.

Appendix C. Raw Data Listing: [Domain 2]

Table 30. [RAW PATIENT-LEVEL DATA: DOMAIN 2]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]

[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]
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ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[P%RTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.
Appendix D. Raw Data Listing: [Domain 3]
Table 31. [RAW PATIENT-LEVEL DATA: DOMAIN 3]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PDllRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
D
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PDllRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
1D
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[P%RTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.
Table 32. [DERIVED VARIABLES]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PDiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
:PDiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
D
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PDiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
:PDiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
D
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PD%;RTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.
Table 33. [OUTCOME COLUMNS AS RECORDED]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
;PD/]%RTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
I
[PDJ}RTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
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ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.

Appendix E. Dictionary of Derived Variables

Table 34. [DERIVED VARIABLES CREATED FOR THE ANALYSIS]

Variable Description Type Coding / units
[VARIABLE NAME 1] [DESCRIPTION] [TYPE] [CODING / UNITS]
[VARIABLE NAME 2] [DESCRIPTION] [TYPE] [CODING / UNITS]
[VARIABLE NAME 3] [DESCRIPTION] [TYPE] [CODING / UNITS]
[VARIABLE NAME 4] [DESCRIPTION] [TYPE] [CODING / UNITS]
[VARIABLE NAME 5] [DESCRIPTION] [TYPE] [CODING / UNITS]
[VARIABLE NAME 6] [DESCRIPTION] [TYPE] [CODING / UNITS]

Appendix F. Supplementary Statistical Output

Table 35. [POST HOC SIGNED-RANK COMPARISONS WITH BASELINE]

Result Full analysis set (n = [N])  Sensitivity set 1 (n = [N])  Sensitivity set 2 (n = [N])
[RESULT VALUE 1] [N] ([%]) [N] ([%]) [N] ([%])
[RESULT VALUE 2] [N] ([%]) [N1([%]) [N] ([%])
[RESULT VALUE 3] [N] ([%]) [N] (%) [N ([%])
[RESULT VALUE 4] [N] ([%]) [N] ([%]) [N] ([%])

Table 36. [POST HOC COMPARISONS BY SUBGROUP]

Variable [GROUP 1] (n = [GROUP 2] (n = [TEST P-value
[N]) [N]) STATISTIC]

[VARIABLE [MEAN #+ SD] [MEAN #+ SD] [VALUE] [P-VALUE]
NAME] ([UNIT])

[VARIABLE [MEDIAN (IQR)] [MEDIAN (IQR)] [VALUE] [P-VALUE]
NAME] ([UNIT])

[CATEGORICAL [N] ([%)) N1 ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[CATEGORICAL [N] ([%]) [N] ([%]) [VALUE] [P-VALUE]
VARIABLE], n (%)

[RESULT VALUE] [RESULT VALUE] [RESULT VALUE] [VALUE] [P-VALUE]

[TEST NAME] used for continuous variables; [TEST NAME] for categorical variables.
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Appendix G. Eligibility Screening Matrix

Table 37. [SCREENING OF ALL PARTICIPANTS AGAINST EACH PROTOCOL CRITERION]

ID [VAR 1] [VAR 2] [VAR 3] [VAR 4] [VAR 5]
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTlCIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PARTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTlCIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID
[PiRTICIPANT [VALUE] [VALUE] [VALUE] [VALUE] [VALUE]
ID]

Listing shows placeholder structure only. [PARTICIPANT ID] denotes a coded study identifier.

Appendix H. Data Revision Log

Table 38. [RECORDED VALUES CHANGED BETWEEN THE FIRST AND THE FINAL

VERSION OF THE DATA SHEET]

ID Finding at first review Final data sheet Handling in analysis
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
[PARTICIPANT ID] [FINDING] [FINAL VALUE] [HANDLING]
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