WHO Data Set

WHO Registry Criteria
WHO Data Set
Primary Registries
Partner Registries

WHO Trial Registration Data Set (Version 1.2.1)

Access the archive of previous versions

The minimum amount of trial information that must appear in a register in order
for a given trial to be considered fully registered. There are currently 20 items in
the WHO Trial Registration Data Set. It is sometimes referred to as the TRDS.

Primary Registry and Trial Identifying Number
Name of Primary Registry, and the unique ID number assigned by the
Primary Registry to this trial.

Date of Registration in Primary Registry
Date when trial was officially registered in the Primary Registry.

Secondary Identifying Numbers
Other identifiers besides the Trial Identifying Number allocated by the
Primary Registry, if any. These include:

o The Universal Trial Number (UTN)

o Identifiers assigned by the sponsor (record Sponsor name and
Sponsor-issued trial number (e.g. protocol number))

o Other trial registration numbers issued by other Registries (both
Primary and Partner Registries in the WHO Registry Network, and
other registries)

o Identifiers issued by funding bodies, collaborative research groups,
regulatory authorities, ethics committees / institutional review
boards, etc.

All secondary identifiers will have 2 elements: an identifier for the issuing
authority (e.g. NCT, ISRCTN, ACTRN) plus a number.

There is no limit to the number of secondary identifiers that can be
provided.
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Source(s) of Monetary or Material Support
Major source(s) of monetary or material support for the trial (e.g. funding
agency, foundation, company, institution).

Primary Sponsor

The individual, organization, group or other legal entity which takes
responsibility for initiating, managing and/or financing a study. The
Primary Sponsor is responsible for ensuring that the trial is properly
registered. The Primary Sponsor may or may not be the main funder.

Secondary Sponsor(s)

Additional individuals, organizations or other legal persons, if any, that
have agreed with the primary sponsor to take on responsibilities of
sponsorship.

A secondary sponsor may have agreed to:
o take on all the responsibilities of sponsorship jointly with the
primary sponsor; or
o form a group with the Primary Sponsor in which the responsibilities
of sponsorship are allocated among the members of the group; or
o act as the Primary Sponsor’s legal representative in relation to
some or all of the trial sites.

Contact for Public Queries

Email address, telephone number and postal address of the contact who
will respond to general queries, including information about current
recruitment status.

Contact for Scientific Queries

There must be clearly assigned responsibility for scientific leadership to a
named Principal Investigator. The PI may delegate responsibility for
dealing with scientific enquiries to a scientific contact for the trial. This
scientific contact will be listed in addition to the PI.

The contact for scientific queries must therefore include:

o Name and title, email address, telephone number, postal address
and affiliation of the Principal Investigator, and;

o Email address, telephone number, postal address and affiliation of
the contact for scientific queries about the trial (if applicable). The
details for the scientific contact may be generic (that is, there does
not need to be a named individual): e.g. a generic email address
for research team members qualified to answer scientific queries.
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Public Title
Title intended for the lay public in easily understood language.

Scientific Title
Scientific title of the study as it appears in the protocol submitted for
funding and ethical review. Include trial acronym if available.

Countries of Recruitment
The countries from which participants will be, are intended to be, or have
been recruited at the time of registration.

Health Condition(s) or Problem(s) Studied
Primary health condition(s) or problem(s) studied (e.g., depression,
breast cancer, medication error).

If the study is conducted in healthy human volunteers belonging to the
target population of the intervention (e.g. preventive or screening
interventions), enter the particular health condition(s) or problem(s)
being prevented.

Intervention(s)
For each arm of the trial record a brief intervention name plus an
intervention description.

Intervention Name: For drugs use generic name; for other types of
interventions provide a brief descriptive name.
o Forinvestigational new drugs that do not yet have a generic name,
a chemical name, company code or serial number may be used on
a temporary basis. As soon as the generic name has been
established, update the associated registered records accordingly.
o For non-drug intervention types, provide an intervention name
with sufficient detail so that it can be distinguished from other
similar interventions.

Intervention Description: Must be sufficiently detailed for it to be possible
to distinguish between the arms of a study (e.g. comparison of different
dosages of drug) and/or among similar interventions (e.g. comparison of
multiple implantable cardiac defibrillators). For example, interventions
involving drugs may include dosage form, dosage, frequency and
duration.

If the intervention is one or more drugs then use the International
Non-Proprietary Name for each drug if possible (not brand/trade names).
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For an unregistered drug, the generic name, chemical name, or company
serial number is acceptable.

If the intervention consists of several separate treatments, list them all in
one line separated by commas (e.g. "low-fat diet, exercise").

For controlled trials, the identity of the control arm should be clear. The
control intervention(s) is/are the interventions against which the study
intervention is evaluated (e.g. placebo, no treatment, active control). If
an active control is used, be sure to enter in the name(s) of that
intervention, or enter "placebo" or "no treatment" as applicable. For each
intervention, describe other intervention details as applicable (dose,
duration, mode of administration, etc).

Key Inclusion and Exclusion Criteria

Inclusion and exclusion criteria for participant selection, including age and
sex. Other selection criteria may relate to clinical diagnosis and co-morbid
conditions; exclusion criteria are often used to ensure patient safety.

If the study is conducted in healthy human volunteers not belonging to
the target population (e.g. a preliminary safety study), enter "healthy
human volunteer".

Study Type
Study type consists of:
o Type of study (interventional or observational)
o Study design including:
= Method of allocation (randomized/non-randomized)
= Masking (is masking used and, if so, who is masked)
= Assignment (single arm, parallel, crossover or factorial)
= Purpose
o Phase (if applicable)

For randomized trials: the allocation concealment mechanism and
sequence generation will be documented.

Date of First Enrollment
Anticipated or actual date of enrolment of the first participant.

Target Sample Size
Number of participants that this trial plans to enrol in total.
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Recruitment Status
Recruitment status of this trial:
o Pending: participants are not yet being recruited or enrolled at any
site
o Recruiting: participants are currently being recruited and enrolled
o Suspended: there is a temporary halt in recruitment and
enrolment
o Complete: participants are no longer being recruited or enrolled
o Other

Primary Outcome(s)
Outcomes are events, variables, or experiences that are measured
because it is believed that they may be influenced by the intervention.

The Primary Outcome should be the outcome used in sample size
calculations, or the main outcome(s) used to determine the effects of the
intervention(s). Most trials should have only one primary outcome.

For each primary outcome provide:
o The name of the outcome (do not use abbreviations)
o The metric or method of measurement used (be as specific as
possible)
o The timepoint(s) of primary interest

Example:

Outcome Name: Depression

Metric/method of measurement: Beck Depression Score
Timepoint: 18 weeks following end of treatment

Key Secondary Outcomes

Secondary outcomes are outcomes which are of secondary interest or
that are measured at timepoints of secondary interest. A secondary
outcome may involve the same event, variable, or experience as the
primary outcome, but measured at timepoints other than those of
primary interest.

As for primary outcomes, for each secondary outcome provide:
o The name of the outcome (do not use abbreviations)
o The metric or method of measurement used (be as specific as
possible)
o The timepoint(s) of interest
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ClinicalTrials.gov Results Data Element Definitions
for Interventional and Observational Studies

April 18,2017

This document describes the definitions for results data elements submitted to ClinicalTrials.gov for interventional studies (clinical
trials) and observational studies. These definitions are mostly adapted from 42 CFR Part 11.

Data element entries are annotated with symbols to indicate generally what information is required to be submitted and under which
circumstances. The responsible party must ensure that the information provided complies with any applicable laws, regulations, or
policies. For more information about various requirements and definitions of regulatory terms under 42 CFR Part 11, see Support
Materials.

Note: The term "clinical study" is used to refer to both interventional and observational studies. The term "participant" is used to refer
to a human subject.

*  Required
*§ Required if Primary Completion Date is on or after January 18, 2017
[*] Conditionally required

¥ 1. Participant Flow

Information to document the progress of research participants through each stage of a study in a tabular format, including the number of
participants who started and completed the clinical study. (Identical in purpose to a CONSORT flow diagram, but represented as
tables).

The tabular presentation may be separated into "periods," each of which comprises an interval of study activity. Each period consists of
"milestones" for reporting numbers of participants at particular points in time within that period.

Recruitment Details

Definition: Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and
types of location (For example, medical clinic), to provide context.

Limit: 350 characters.

Pre-assignment Details [*]

Definition: Description of significant events in the study (for example, wash out, run-in) that occur after participant enrollment,
but prior to assignment of participants to an arm or group, if any. For example, an explanation of why enrolled participants were
excluded from the study before assignment to arms or groups.

Limit: 350 characters.

Arm/Group Information *

Definition: Arms or groups for describing the flow of participants through the clinical study. In general, it must include each arm
to which participants were assigned.

Arm/Group Title *
Definition: Descriptive label used to identify each arm or group.
Limit: >=4 and <= 62 characters.

Arm/Group Description *§

Definition: Brief description of each arm or group. In general, it must include sufficient details to understand each arm to
which participants were assigned and the intervention strategy used in each arm.

Limit: 999 characters.

Type of Units Assigned [*]

Definition: If assignment is based on a unit other than participants, a description of the unit of assignment (for example, eyes,
lesions, implants).

Limit: 40 characters.

Period(s)
Definition: Discrete stages of a clinical study during which numbers of participants at specific significant events or points of time
are reported.

There is no limit to the number of periods that may be used to describe a single study. Each subsequent period represents a study
stage following the previous period. That is, participants "flow" from earlier to later periods.

Period Title *
Definition: Title describing a stage of the study. If only one period is defined, the default title is Overall Study. When a
study has more than one period, none of the Period Titles should be Overall Study.

637

https://prsinfo.clinicaltrials.gov/results_definitions.html 2017/05/18



ClinicalTrials.gov Results Data Element Definitions for Interventional and Observatio... 2/12 R—

Limit: 40 characters.

Started ¥
Definition: Number of participants initiating the period. In the first period, it is the number of participants assigned to each
arm or group. If assignment is based on a unit other than participants, also include the number of units at the beginning of
the period.

Comments
Definition: Additional information about the Started milestone or Milestone Data.
Limit: 100 characters.

Completed *
Definition: Number of participants at the end of the period. If assignment is based on a unit other than participants, also
include the number of units at the end of the period.

Comments
Definition: Additional information about the Completed milestone or Milestone Data.
Limit: 100 characters.

Not Completed (calculated automatically)
Definition: Number of participants (and units, if applicable) that did not complete the study or period. This is calculated
automatically by subtracting Completed from Started.

Additional Milestone(s)

Definition: Any specific events or time points in the study when the numbers of participants (and units, if applicable) are
reported. While there is no limit to the number of milestones that may be used in a single period, data are required for two
milestones, Started and Completed, within each period.

Milestone Title [*]
Definition: : Label describing the milestone
Limit: 40 characters.

Milestone Data [*]
Definition: Number of participants to reach the milestone, in each arm/group. If assignment is based on a unit other
than participants, also include the number of units to reach the milestone.

Comments
Definition: Additional information about the milestone or data.
Limit: 100 characters.

Reason Not Completed
Definition: Additional information about participants who did not complete the study or period. If reasons are provided, the
total number of participants listed as Not Completed must be accounted for by all reasons for non-completion.

Reason Not Completed Type [*]
Definition: Reason why participants did not complete the study or period. Select one.

Adverse Event

Death

Lack of Efficacy

Lost to Follow-Up
Physician Decision
Pregnancy

Protocol Violation
Withdrawal by Subject
Other

Other Reason [*]

Definition: A brief description of the reason for non-completion, if "Other" Reason Not Completed Type is
selected.

Limit: 40 characters.

Reason Not Completed Data ||
Definition: Number of participants in each arm or group that did not complete the study or period, for each Reason
Not Completed.

¥ 2. Baseline Characteristics

A table of demographic and baseline measures and data collected by arm or comparison group and for the entire population of
participants in the clinical study.

Arm/Group Information ®
Definition: Arms or comparison groups in the study, including all participants assessed at baseline as specified in the pre-
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specified protocol and/or statistical analysis plan.

Arm/Group Title *

Definition: Descriptive label used to identify each arm or comparison group.
Limit: >= 4 and <= 62 characters.

Arm/Group Description *§

Definition: Brief description of each arm or comparison group. In general, it must include sufficient detail to understand
how the arm(s) or comparison groups were derived from the arm(s) to which participants were assigned in Participant Flow
(if different) and the intervention strategy in each arm/group.

Limit: 999 characters.

Baseline Analysis Population Information

Overall Number of Baseline Participants *
Definition: Total number of participants for whom baseline characteristics were measured, in each arm/group and overall.

Overall Number of Units Analyzed [*]
Definition: If the analysis is based on a unit other than participants, the number of units for which baseline measures were
measured and analyzed, in each arm/group and overall.

Type of Units Analyzed [*]

Definition: If the analysis is based on a unit other than participants, a description of the unit of analysis (for example, eyes,
lesions, implants).

Limit: 40 characters.

Baseline Analysis Population Description [*]

Definition: If the Overall Number of Baseline Participants (or units) differs from the number of participants (or units)
assigned to the arm or comparison group and overall, a brief description of the reason(s) for the difference such as how the
analysis population was determined.

Limit: 350 characters.

Baseline Measure Information *

Definition: A description of each baseline or demographic characteristic measured in the clinical study. Required baseline
measures include Age, Sex/Gender, Race, Ethnicity (if collected under the protocol), and any other measure(s) that were assessed
at baseline and used in the analysis of the primary outcome measure(s).

Baseline Measure Title
Definition: The name of the baseline or demographic characteristic measured in the clinical study. Select as many as
needed.

 Study-Specific Measure *§ (Select as many as needed)

* Age * (Select at least one of the following):
» Age, Continuous: For example - mean or median age
» Age, Categorical:
e <=18 years
* >18 and <65 years
e >=065 years
» Age, Customized: Customizable age categories
« Sex/Gender * (Select at least one of the following):

¢ Sex: Female, Male
¢ Sex/Gender, Customized

» Race and Ethnicity *§
* Race (NIH/OMB): U.S. National Institutes of Health and U.S. Office of Management and Budget
Classification Categories
* Ethnicity (NIH/OMB): U.S. National Institutes of Health and U.S. Office of Management and Budget
Classification Categories
» Race/Ethnicity, Customized
» Race and Ethnicity Not Collected
* Region of Enrollment

Study-Specific Baseline Measure Title(s) [*]
Definition: If "Study-Specific Measure" is chosen, provide the name of the measure.
Limit: 100 characters.

Baseline Measure Description
Definition: Additional descriptive information about the baseline measure, such as a description of the metric used to

characterize the specific baseline measure.
Limit: 600 characters.
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Measure Type *
Definition: The type of data for the baseline measure. Select one.

Count of Participants

* Mean

Median

Least Squares Mean

Geometric Mean

Geometric Least Squares Mean
Number

Count of Units

Measure of Dispersion *
Select one.

» Not Applicable (only if Measure Type is "Number", "Count of Participants", or "Count of Units")
* Standard Deviation

¢ Inter-Quartile Range

» Full Range

Number of Baseline Participants [*]
Definition: The number of participants analyzed for the baseline measure, if different from the Overall Number of Baseline
Participants, in each arm/group and overall.

Number of Units Analyzed [*|
Definition: The number of units analyzed for the baseline measure, if different from the Overall Number of Units
Analyzed, in each arm/group and overall.

Analysis Population Type [*]
Definition: Indicate whether the baseline measure analysis is based on participants or units other than participants. Only
applies if Type of Units Analyzed is specified. Select Participants/Other Units.

Measure Analysis Population Description [*]

Definition: Explanation of how the number of participants (or units) for analysis was determined, if different from the
Overall Number of Participants [or Units] Analyzed.

Limit: 350 characters.

Category or Row Title [*]

Definition: Name of distinct category or row for a baseline measure, if any. Category Titles are only for mutually exclusive
and exhaustive categories summarizing data using the Measure Type of a "Count of Participants" or "Count of Units." Row
Titles are for any type of data.

Limit: 50 characters.

Baseline Measure Data
Definition: The value(s) for each baseline measure, for each arm/group and overall.

NA (Not Available) Explanation [*]
Definition: Explain why baseline measure data are not available, if "NA" is reported for Baseline Measure Data.
Limit: 250 characters.

Unit of Measure *
Definition: An explanation of what is quantified by the data (for example, participants, mm Hg), for each baseline measure.
Limit: 40 characters.

¥ 3. Outcome Measures

A table of data for each primary and secondary outcome measure by arm (that is, initial assignment of participants to arms or groups) or
comparison group (that is, analysis groups), including the result(s) of scientifically appropriate statistical analyses that were performed
on the outcome measure data, if any.

Note: Outcome measure information from the Protocol Section of the record will be copied into the Results Section the first time
results are created.

Outcome Measure Information
Definition: A description of each outcome measure.

Note: "Outcome measure" means a pre-specified measurement that is used to determine the effect of an experimental variable on
participants in the study. Post-hoc (that is, not pre-specified) outcome measures may also be reported.

Outcome Measure Type *
Definition: The type of outcome measure. Select one.

640

https://prsinfo.clinicaltrials.gov/results_definitions.html 2017/05/18



~ S
~

ClinicalTrials.gov Results Data Element Definitions for Interventional and Observatio... 5/12 NX—

 Primary

» Secondary

* Other Pre-specified
» Post-Hoc

Outcome Measure Title *
Definition: Name of the specific outcome measure.
Limit: 255 characters.

Outcome Measure Description [*]

Definition: Additional information about the outcome measure, including a description of the metric used to characterize
the specific outcome measure, if not included in the Outcome Measure Title.

Limit: 999 characters.

Outcome Measure Time Frame *

Definition: Time point(s) at which the measurement was assessed for the specific metric used. The description of the time
point(s) of assessment must be specific to the outcome measure and is generally the specific duration of time over which
each participant is assessed (not the overall duration of the study).

Limit: 255 characters.

Anticipated Reporting Date
Definition: If Outcome Measure Data are not included for an outcome measure, provide the expected month and year they
will be submitted.

Arm/Group Information *
Definition: Arms or comparison groups in the study, including all arms or comparison groups based on the pre-specified
protocol and/or statistical analysis plan.

Arm/Group Title *
Definition: Descriptive label used to identify each arm or comparison group.
Limit: >= 4 and <= 62 characters.

Arm/Group Description *§

Definition: Brief description of each arm or comparison group. In general, it must include sufficient detail to
understand how the arm(s) or comparison groups were derived from the arm(s) to which participants were assigned
in Participant Flow (if different) and the intervention strategy in each arm/group.

Limit: 999 characters.

Analysis Population Information

Overall Number of Participants Analyzed *
Definition: Number of participants for whom an outcome measure was measured and analyzed, for each outcome
measure and each arm/group.

Type of Units Analyzed [*]

Definition: If the analysis is based on a unit other than participants, a description of the unit of analysis (for example,
eyes, lesions, implants).

Limit: 40 characters.

Overall Number of Units Analyzed [*]
Definition: If the analysis is based on a unit other than participants, the number of units for which an outcome was
measured and analyzed, for each outcome measure and each arm/group.

Analysis Population Description [*]

Definition: If the Number of Participants Analyzed or Number of Units Analyzed differs from the number of
participants or units assigned to the arm or comparison group, a brief description of the reason for the difference
(such as how the analysis population was determined).

Limit: 350 characters.

Outcome Measure Data Table

Measure Type *
Definition: The type of data for the outcome measure. Select one.

Count of Participants

* Mean

Median

Least Squares Mean

Geometric Mean

Geometric Least Squares Mean
Number

Count of Units
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Measure of Dispersion/Precision *
Select one.

Not Applicable (only if Measure Type is "Number," "Count of Participants," or "Count of Units")
Standard Deviation

Standard Error

Inter-Quartile Range

Full Range

80% Confidence Interval

90% Confidence Interval

95% Confidence Interval

97.5% Confidence Interval

99% Confidence Interval

Other Confidence Interval Level

Geometric Coefficient of Variation (only when Measure Type is "Geometric Mean")

Other Confidence Interval Level [*]
Definition: The numerical value for the confidence interval level, if "Other Confidence Interval Level" is selected.
Provide a rationale for choosing this level in the Outcome Measure Description.

Category or Row Title [*]

Definition: Name of distinct category or row for an outcome measure, if any. Category Titles are only for mutually
exclusive and exhaustive categories summarizing data using the Measure Type of a "Count of Participants" or "Count of
Units". Row Titles are for any type of data.

Limit: 50 characters.

Number of Participants Analyzed [*]

Definition: The number of participants analyzed for the outcome measure in the row and for each arm/group, if
different from the overall Number of Participants Analyzed.

Limit: 50 characters.

Number of Units Analyzed [*]
Definition: The number of units analyzed for the outcome measure in the row and for each arm/group, if different
from the overall Number of Units Analyzed.

Outcome Data *
Definition: The measurement value(s) for each outcome measure, including each category/row and each arm/group.

NA (Not Available) Explanation [*]
Definition: Explain why outcome measure data are not available, if "NA" is reported for Outcome Data.
Limit: 250 characters.

Unit of Measure *

Definition: An explanation of what is quantified by the data (for example, participants, mm Hg), for each outcome
measure.
Limit: 40 characters.

Statistical Analyses [*]

Definition: Result(s) of scientifically appropriate tests of statistical significance of the primary and secondary outcome measures,
if any. Such analyses include: pre-specified in the protocol and/or statistical analysis plan; made public by the sponsor or
responsible party; conducted on a primary outcome measure in response to a request made by FDA.

If a statistical analysis is reported "Comparison Group Selection" and "Type of Statistical Test" are required. In addition, one of
the following data elements are required with the associated information: "P-Value," "Estimation Parameter," or "Other
Statistical Analysis."

Statistical Analysis Overview
Definition: Summary description of the analysis performed.

Comparison Group Selection [*]
Definition: The arms or comparison groups involved in the statistical analysis (check all to indicate an "omnibus" analysis).

Comments
Definition: Additional details about the statistical analysis, such as null hypothesis and description of power calculation.
Limit: 500 characters.

Type of Statistical Test [*]
Definition: Identifies the type of analysis. Select one.

* Superiority
* Non-inferiority

» Equivalence
* Other (for example, single group or other descriptive analysis)
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* Non-Inferiority or Equivalence (legacy selection)

« Superiority or Other (legacy selection)

Comments [*]
Definition: If, "Non-inferiority" or "Equivalence," provide additional details, including details of the power calculation (if

not previously provided), definition of non-inferiority or equivalence margin, and other key parameters.

Limit: 500 characters.

Statistical Test of Hypothesis (or Method of Estimation or Other Statistical Analysis required)
Definition: Procedure used for statistical analysis of outcome data and the calculated p-value.

P-Value [*]
Definition: Calculated p-value given the null-hypothesis

Comments
Definition: Additional information, such as whether the p-value is adjusted for multiple comparisons and the a priori
threshold for statistical significance
Limit: 250 characters.

Method [*]

Definition: The statistical test used to calculate the p-value, if a P-Value is reported. Select one.

ANCOVA

ANOVA

Chi-Squared
Chi-Squared, Corrected
Cochran-Mantel-Haenszel
Fisher Exact
Kruskal-Wallis

Log Rank

Mantel Haenszel
McNemar

Mixed Models Analysis
Regression, Cox
Regression, Linear
Regression, Logistic

Sign Test

t-Test, 1-Sided

t-Test, 2-Sided

Wilcoxon (Mann-Whitney)
Other

Other Method Name [*]

Definition: If "Other" is selected, provide name of statistical test.

Limit: 40 characters.

Comments
Definition: Any other relevant information about the statistical test, such as adjustments or degrees of freedom.
Limit: 150 characters.

Method of Estimation (or Statistical Test of Hypothesis or Other Statistical Analysis required)
Definition: Procedure used to estimate effect of intervention.

Estimation Parameter [*]
Select one.

Cox Proportional Hazard
Hazard Ratio (HR)

Hazard Ratio, Log

Mean Difference (Final Values)
Mean Difference (Net)

Median Difference (Final Values)
Median Difference (Net)

Odds Ratio (OR)

Odds Ratio, Log

Risk Difference (RD)

Risk Ratio (RR)

Risk Ratio, Log

Slope

Other

Other Parameter Name [*]

Definition: The name of the estimation parameter, if “Other” Estimation Parameter is selected.

Limit: 40 characters.
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Estimated Value [*]
Definition: The calculated value for the estimation parameter.

Confidence Interval (If applicable)

Level [¥]
Expressed as a percentage.

Number of Sides [*]
Select 1-sided or 2-sided.

Lower Limit [*]
Definition: Required if confidence interval is "2-sided" or if confidence interval is "1-sided" and no Upper Limit is
entered.

Upper Limit [*]
Definition: Required if confidence interval is "2-sided" or if confidence interval is "1-sided" and no Lower Limit is
entered.

NA (Not Available) Explanation [*]

Definition: Explain why the upper limit data are not available, if "NA" is reported as upper-limit of "2-sided"
confidence interval.

Limit: 250 characters.

Parameter Dispersion Type
Select one.

 Standard Deviation
* Standard Error of the Mean

Dispersion Value
Definition: The calculated value for the dispersion of the estimated parameter.

Estimation Comments

Definition: Any other relevant estimation information, including the direction of the comparison (for example, describe
which arm or comparison group represents the numerator and denominator for relative risk).

Limit: 250 characters.

Other Statistical Analysis
Definition: If the statistical analysis cannot be submitted using the Statistical Test of Hypothesis or Method of Estimation
options, provide a description and the results of any other scientifically appropriate tests of statistical significance.

¥ 4. Adverse Event Information

Information for completing three tables summarizing adverse events.

1. All-Cause Mortality: *§ A table of all anticipated and unanticipated deaths due to any cause, with number and frequency of such
events in each arm/group of the clinical study.

2. Serious Adverse Events: ¥ A table of all anticipated and unanticipated serious adverse events, grouped by organ system, with
number and frequency of such events in each arm/group of the clinical study. (See Adverse Events definition below).

3. Other (Not Including Serious) Adverse Events: * A table of anticipated and unanticipated events (not included in the serious
adverse event table) that exceed a frequency threshold (for example, 5 %) within any arm of the clinical study, grouped by organ
system, with number and frequency of such events in each arm/group of the clinical study.

Time Frame *§
Definition: The specific period of time over which adverse event data were collected.
Limit: 500 characters.

Adverse Event Reporting Description [*]

Definition: If the adverse event information collected in the clinical study is collected based on a different definition of adverse
event and/or serious adverse event than the Adverse Events definition below, a brief description of how the definitions differ.
May also be used to provide any additional relevant information about adverse event collection, including details about the
method of systematic assessment (for example, daily questionnaire) or information about how the analysis population was
determined (if the Number of Participants at Risk differs from the number of participants assigned to the arm or comparison
group).

Limit: 500 characters.

Source Vocabulary Name for Table Default
Definition: Standard terminology, controlled vocabulary, or classification and version from which adverse event terms are drawn,

if any (for example, SNOMED CT, MedDRA 10.0). Default value for Source Vocabulary Name to be applied to all adverse
event terms entered in the "Serious Adverse Event" and "Other (Not Including Serious) Adverse Event" tables. If necessary,
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Source Vocabulary Name may also be specified for specific Adverse Event Terms.
Limit: 20 characters.

Collection Approach for Table Default *§ (or Collection Approach for each Adverse Event Term required)

Definition: The type of approach taken to collect adverse event information. Default value for the type of approach taken to
collect adverse event information (Systematic or Non-Systematic Assessment) to be applied to all adverse event terms entered in
the "Serious Adverse Event" or "Other (Not Including Serious) Adverse Event" tables. If necessary, Collection Approach may
also be specified for specific Adverse Event Terms. Select one.

« Systematic Assessment: Any method of routinely determining whether or not certain adverse events have occurred, for
example through a standard questionnaire, regular investigator assessment, regular laboratory testing, or other method

» Non-Systematic Assessment: Any non-systematic method for determining whether or not adverse events have occurred,
such as self-reporting by participants or occasional assessment/testing

Arm/Group Information *
Definition: Arms or comparison groups in the study, including all arms or comparison groups based on the pre-specified protocol
and/or statistical analysis plan.

Arm/Group Title *

Definition: Label used to identify each arm or comparison group.
Limit: >=4 and <= 62 characters.

Arm/Group Description *§

Definition: Brief description of each arm or comparison group. In general, it must include sufficient detail to understand
how the arm(s) or comparison groups were derived from the arm(s) to which participants were assigned in Participant Flow
and the intervention strategy in each arm/group.

Limit: 999 characters.

Adverse Events

Definition: Any untoward or unfavorable medical occurrence in a participant, including any abnormal sign (for example,
abnormal physical exam or laboratory finding), symptom, or disease, temporally associated with the participant’s participation in
the research, whether or not considered related to the participant’s participation in the research.

Three types of adverse event data are to be reported: "All-Cause Mortality," "Serious," and "Other (Not Including Serious)"
Adverse Events.

1. All-Cause Mortality: The occurrence of death due to any cause.

2. Serious Adverse Events: Include adverse events that result in any of the following outcomes: death, a life-threatening
adverse event, inpatient hospitalization or prolongation of existing hospitalization, a persistent or significant incapacity or
substantial disruption of the ability to conduct normal functions, or a congenital anomaly/birth defect. Important medical
events that may not result in death, be life-threatening, or require hospitalization may be considered serious when, based
upon appropriate medical judgment, they may jeopardize the participant and may require medical or surgical intervention
to prevent one of the outcomes listed in this definition.

3. Other (Not Including Serious) Adverse Events: Adverse events that are not Serious Adverse Events.

Total Number Affected by All-Cause Mortality *§
Definition: Overall number of participants, in each arm/group, who died due to any cause.

Total Number at Risk for All-Cause Mortality *§
Definition: Overall number of participants, in each arm/group, included in the assessment of deaths due to any cause (that is, the
denominator for calculating frequency of all-cause mortality).

Total Number Affected by Any Serious Adverse Event *
Definition: Overall number of participants affected by one or more Serious Adverse Events, for each arm/group.

Total Number at Risk for Serious Adverse Events (or Number at Risk for each Serious Adverse Event Term required)
Definition: Overall number of participants included in the assessment of serious adverse events (that is, the denominator for
calculating frequency of serious adverse events), for each arm/group.

Frequency Threshold for Reporting Other (Not Including Serious) Adverse Events ®

Definition: Specify the frequency of occurrence that an Other (Not Including Serious) Adverse Event must exceed, within any
arm or comparison group, to be reported in the Other (Not Including Serious) Adverse Event table. The number for the frequency
threshold must be less than or equal to the allowed maximum (5%). Do not include symbols (for example, > or %) in the data
field, it will be expressed as a percentage.

For example, a threshold of 5 percent indicates that all Other (Not Including Serious) Adverse Events with a frequency greater
than 5 percent within at least one arm or comparison group are reported.
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Total Number Affected by Any Other (Not Including Serious) Adverse Event Above the Frequency Threshold ®
Definition: Overall number of participants affected, for each arm/group, by at least one Other (Not Including Serious) Adverse
Event(s) reported in the table. Adverse events reported in the table are those that occurred at a frequency exceeding the specified
Frequency Threshold (for example, 5%) within at least one arm or comparison group.

Total Number at Risk for Other (Not Including Serious) Adverse Events * (or Number at Risk for each Other, [Not
Including Serious], Adverse Event Term required)

Definition: Overall number of participants, for each arm/group, included in the assessment of Other (Not Including Serious)
Adverse Events during the study (that is, the denominator for calculating frequency of Other (Not Including Serious) Adverse
Events).

Adverse Event Term =

Definition: Descriptive word or phrase for the adverse event.
Limit: 100 characters.

Organ System *
Definition: High-level categories used to group adverse event terms by body or organ system. Select one. (Adverse events that
affect multiple systems should be classified as "General disorders.")

Blood and Lymphatic System Disorders

Cardiac Disorders

Congenital, Familial and Genetic Disorders

Ear and Labyrinth Disorders

Endocrine Disorders

Eye Disorders

Gastrointestinal Disorders

General Disorders

Hepatobiliary Disorders

Immune System Disorders

Infections and Infestations

Injury, Poisoning and Procedural Complications
Investigations

Metabolism and Nutrition Disorders
Musculoskeletal and Connective Tissue Disorders
Neoplasms Benign, Malignant and Unspecified (Including Cysts and Polyps)
Nervous System Disorders

Pregnancy, Puerperium and Perinatal Conditions
Product Issues

Psychiatric Disorders

Renal and Urinary Disorders

Reproductive System and Breast Disorders
Respiratory, Thoracic and Mediastinal Disorders
Skin and Subcutaneous Tissue Disorders

Social Circumstances

Surgical and Medical Procedures

Vascular Disorders

Adverse Event Term Additional Description
Definition: Additional relevant information about the adverse event.
Limit: 250 characters.

Source Vocabulary Name

Definition: Standard terminology, controlled vocabulary, or classification and version from which adverse event terms are drawn,
if any (for example, SNOMED CT, MedDRA 10.0). Leave blank to indicate that the value specified as the Source Vocabulary
for Table Default should be used.

Limit: 20 characters.

Collection Approach *§ (or Collection Approach for Table Default required)
Definition: The type of approach taken to collect adverse event information. Select one or leave blank to indicate that the value
specified as the Assessment Type for Table Default should be used.

 Systematic Assessment: Any method of routinely determining whether or not certain adverse events have occurred, for
example through a standard questionnaire, regular investigator assessment, regular laboratory testing, or other method

* Non-Systematic Assessment: Any non-systematic method for determining whether or not adverse events have occurred,
such as self-reporting by participants or occasional assessment/testing

Adverse Event Data

Number of Participants Affected *
Definition: Number of participants, in each arm/group, experiencing at least one event being reported.

Number of Participants at Risk *
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Definition: Number of participants assessed, in each arm/group, for adverse events (that is, the denominator for calculating
frequency of adverse events). Leave blank to indicate that the value specified as the total at risk in the arm/group for the
table should be used.

Number of Events
Definition: Number of occurrences, in each arm/group, of the adverse event being reported.

¥ 5. Limitations and Caveats

Overall Limitations and Caveats

Definition: Describe significant limitations of the study. Such limitations may include not reaching the target number of
participants needed to achieve target power and statistically reliable results or technical problems with measurements leading to
unreliable or uninterpretable data.

Limit: 250 characters.

¥ 6. Certain Agreements

Information indicating whether there exists an agreement between the sponsor or its agent and the principal investigators (unless the
sponsor is an employer of the principal investigators) that restricts in any manner the ability of the principal investigators (Pls), after the
completion of the study, to discuss the results of the study at a scientific meeting or any other public or private forum, or to publish in a
scientific or academic journal information concerning the results of the study. This does not include an agreement solely to comply
with applicable provisions of law protecting the privacy of participants.

Are all PIs Employees of Sponsor? *
Definition: Indicate whether the principal investigator is an employee of the sponsor. Select one.

* Yes: The principal investigator is an employee of the sponsor
» No: The principal investigator is not an employee of the sponsor

If "No" the following information is required:

Results Disclosure Restriction on PI(s)? [*]

Definition: Indicate whether there exists any agreement (other than an agreement solely to comply with applicable provisions of
law protecting the privacy of participants participating in the clinical study) between the sponsor or its agent and the principal
investigator (PI) that restricts in any manner the ability of the PI to discuss the results of the clinical study at a scientific meeting
or any other public or private forum or to publish in a scientific or academic journal the results of the clinical study, after the
Primary Completion Date. Select Yes/No.

If there are agreements with multiple PIs who are not employees of the sponsor and there is a disclosure restriction on at least one
PI, select "Yes."

PI Disclosure Restriction Type

Definition: Additional information about the results disclosure restriction. If there are varying agreements, choose the type below
that represents the most restrictive of the agreements (for example, the agreement with the greatest embargo time period). Select
one.

 The only disclosure restriction on the PI is that the sponsor can review results communications prior to public release and
can embargo communications regarding study results for a period that is less than or equal to 60 days from the date that
the communication is submitted to the sponsor for review. The sponsor cannot require changes to the communication and
cannot unilaterally extend the embargo.

 The only disclosure restriction on the PI is that the sponsor can review results communications prior to public release and

can embargo communications regarding study results for a period that is more than 60 days but less than or equal to 180

days from the date that the communication is submitted to the sponsor for review. The sponsor cannot require changes to

the communication and cannot unilaterally extend the embargo.

Other disclosure agreement that restricts the right of the PI to disclose, discuss, or publish study results after the study is

completed

Other Disclosure Restriction Description

Definition: If "Other disclosure agreement..." is selected, describe the type of agreement including any provisions allowing
the sponsor to require changes, ban the communication, or extend an embargo.

Limit: 500 characters.

¥ 7. Results Point of Contact

Point of contact for scientific information about the clinical study results information.

Name or Official Title *

Definition: The person who is designated the point of contact. This may be a specific person's name (for example, Dr. Jane
Smith) or a position title (for example, Director of Clinical Trials).

Organization Name *
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Definition: Full name of the designated individual's organizational affiliation.

Phone: *§ Office phone number of the designated individual. Use the format 123-456-7890 within the United States and
Canada. If outside the United States and Canada, provide the full phone number, including the country code.

Extension (Ext.): Phone extension, if needed

Email: *§ Electronic mail address of the designated individual.

¥ 8. Delayed Results (Optional)

A responsible party may delay the deadline for submitting results information if one of the two certification conditions below applies to
the clinical study. Alternatively, the responsible party may request an extension of the results submission deadline for good cause. The
extension must be granted by the NIH Director.

Delay Results Type [*] : Select one

« Certify Initial Approval: Trial studies an FDA-regulated drug product (including a biological product) or device product
that was not approved, licensed or cleared by FDA for any use before the Primary Completion Date of the trial, and the
sponsor intends to continue with product development and is either seeking, or may at a future date seek, FDA approval,
licensure, or clearance of the drug product (including a biological product) or device product under study.

Certify New Use: Trial studies an FDA-regulated drug product (including a biological product) or device product that
previously has been approved, licensed, or cleared, for which the manufacturer is the sponsor of the trial and for which an
application or premarket notification seeking approval, licensure, or clearance of the use being studied (which is not
included in the labeling of the approved, licensed, or cleared drug, product (including a biologic product) or device
product) has been filed or will be filed within one year with FDA.

» Extension: Request, for good cause, an extension of the deadline for submitting results information

Note: If a responsible party who is both the manufacturer of the drug product (including a biological product) or device product
studied in an applicable clinical trial and the sponsor of the applicable clinical trial submits a certification under "Certify New
Use," that responsible party must submit such a certification for each applicable clinical trial that meets the following criteria: (1)
the applicable clinical trial is required to be submitted in an application or premarket notification seeking approval, licensure, or
clearance of a new use; (2) the applicable clinical trial studies the same drug product (including a biological product) or device
product for the same use as studied in the applicable clinical trial for which the initial certification was submitted. [42 U.S.C. 282
G)B)E)(vV)(IT) and 42 CFR 11.44(b)(3)]

Intervention Name(s)

Definition: Provide the name of one or more drugs, biological products or devices to which the certification applies. For drugs
use generic name; for other types of interventions provide a brief descriptive name. The name(s) entered should match
Intervention Name(s) provided in the protocol section.

FDA Application Number(s)
Definition: Provide at least one FDA application number (for example, NDA, BLA, or PMA number), if available, when Delay
Results Type is "Certify Initial Approval" or "Certify New Use."

Requested Submission Date |*| (Required when Delay Results Type is "Extension.”)
Definition: Estimate of the date on which the clinical study results information will be submitted, if the Delay Results Type is
"Extension".

Explanation [*] (Required when Delay Results Type is "Extension.”)

Definition: Description of the reason(s) why clinical study results information cannot be provided according to the deadline, with
sufficient detail to justify good cause for the extension and to allow for the evaluation of the request. Note that "pending
publication" and delays in data analysis for unspecified causes are not considered good cause for an extension.

Limit: 999 characters.

¥ History of Changes

2017-01-18: Document updated with data element changes per the FDAAA 801 final rule (42 CFR Part 11).
2017-04-18: Modified Outcome Measure Description definition to describe when the Description is required.
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WHO (ICMJE) - ClinicalTrials.gov Cross Reference

W

HO Trial Registration Data Set (v 1.2.1)*

ClinicalTrials.gov Data Element(s)’

1. Primary Registry and Trial Identifying Number

ClinicalTrials.gov Identifier (NCT Number) - assigned
by system

2. Date of Registration in Primary Registry Generated by system

3. Secondary ldentifying Numbers Organization's Unigue Protocol ID
Secondary IDs

4. Source(s) of Monetary or Material Support Sponsor, Collaborators

5. Primary Sponsor Sponsor

6. Secondary Sponsor(s) Collaborators

7. Contact for Public Queries Facility Contact OR Central Contact

8. Contact for Scientific Queries Overall Study Officials

9. Public Title Brief Title

10. Scientific Title Official Title

11. Countries of Recruitment Facility - Country

12. Health Condition(s) or Problem(s) Studied Conditions or Focus of Study

13. Intervention(s) Intervention Type, Intervention Name, Intervention
Description, Arm Label, Arm Type, Arm Description

14. Key Inclusion and Exclusion Criteria Eligibility Criteria

15. Study Type Study Type, Allocation, Masking, Intervention
Model, Primary Purpose, Study Phase

16. Date of First Enrollment Study Start Date

17. Target Sample Size Enrollment

18. Recruitment Status Overall Recruitment Status

19. Primary Outcome(s) Primary Outcome Measure - Title, Description, Time
Frame

20. Key Secondary Outcomes Secondary Outcome Measure - Title, Description,

Time Frame

" WHO Trial Registration Data Set: http://www.who.int/ictrp/network/trds/en/index.html
2 ClinicalTrials.gov Protocol Data Element Definitions (Draft): http://prsinfo.clinicaltrials.gov/definitions.html
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BB Ref. Ares(2013)73623 - 22/01/2013

EUROPEAN COMMISSION

HEALTH AND CONSUMERS DIRECTORATE-GENERAL

* Health systems and products
Medicinal products — quality, safety and efficacy

Brussels, 22 January 2013
SANCO/D/6/SF/mg/ddg1.d.6(2013)84316

TECHNICAL GUIDANCE ON THE FORMAT OF THE DATA FIELDS OF RESULT-RELATED
INFORMATION ON CLINICAL TRIALS SUBMITTED IN ACCORDANCE WITH ARTICLE 57(2)
OF REGULATION (EC) NO 726/2004 AND ARTICLE 41(2) OF REGULATION (EC) NO

1901/2006
Document history:
Date of closure of public consultation 30 September 2010
Date of meeting of “Ad-hoc group for the development of
implementing guidelines for the ‘Clinical Trials Directive’ 18 December 2012
2001/20/EC”:
Date of publication by the Commission: 22 January 2013
See section 6 ("Implementation")
Date of application: of Commission Guidance
2012/C302/03
Supersedes: N/A
Reasons for revision: N/A
Keywords: Clinical trials, EudraCT, result-related information, publication

Commission européenne/Europese Commissie, 1049 Bruxelles/Brussel, BELGIQUE/BELGIE - Tel. +32 22991111
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Introduction

In its Guidance 2012/C302/03 on posting and publication of result-related information
on clinical trials in relation to the implementation of Article 57(2) of Regulation (EC) No
726/2004 and Article 41(2) of Regulation (EC) No 1901/2006' the Commission has
announced, under point 3., publication of implementing technical guidance on the format
of the data fields in relation to result-related information.

This document contains this implementing technical guidance. It provides a visual
representation of the clinical trial results data that is required to be captured by EudraCT.
It also provides details of how the fields are organised.

Results may be displayed EU Clinical Trials register in a different visual representation.

This document does not describe the user interface design for entry of results data in
EudraCT.

For additional regulatory information, reference is made to the Commission Guidance
2012/C302/03.

Technical information on EudraCT is available at
https://eudract.ema.europa.eu/index.html.

' 05 C302,6.10.2012, p. 7.
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Clinical Trial Results - contents:

Trial information:

Study identification

Identifiers

Sponsor details

Paediatric regulatory details

Result analysis stage

General Information about the trial

Population of trial subjects with actual number of subjects included in the
trial

Subject disposition:
Recruitment
Pre-assignment Period
Post Assignment Periods

Baseline Characteristics:
Baseline Characteristics (Required) Age
Baseline Characteristics (Required) Gender
Baseline Characteristics (Optional) Study Specific Characteristic

End Points:
Endpoint definitions
End Point #1
Statistical Analyses
End Point #2,
Statistical Analyses
etc

Adverse Events:
Adverse events information
Adverse event reporting group
Serious Adverse Events
Non-serious adverse event

More Information:
Global Substantial Amendments
Global Interruptions and re-starts
Limitations & Caveats
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Trial information form

Title of trial

EMA

Full Title of the trial

Trial Identifiers

EudraCT Number ® Sponsor Protocol Code

Other Trial Identifiers

Other Identifier name | ISRCTN Number NCT Number WHO Universal
Trial Reference
Number (UTRN)
Other Identifier

Sponsor

Organisation Name

Street Address Town/City

Post code Country

Contact Points - Scientific Contact Point

Commission européenne/Europese Commissie, 1049 Bruxelles/Brussel, BELGIQUE/BELGIE - Tel. +32 22991111

Functional name of contact point Name of organisation

Telephone number

Email address

Contact Points - Public contact point @

Functional name of contact point Name of organisation

Telephone number

Email address

Paediatric regulatory details

Is trial part of a Paediatric | [Circle one] Yes/No
Investigation Plan?

EMA Paediatric Investigation Plans

Does article 45 REGULATION (EC) No | [Circle one] Yes/No Does article 46 REGULATION (EC) No
1901/2006 apply to this trial? 1901/2006 apply to this trial?

[Circle one] Yes/No
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Result analysis stage

Primary completion date reached?

[Circle one] Yes/No

Primary completion date

Analysis stage

[Circle one] Interim; Final

Date of interim/final analysis

Global end of trial reached?

[Circle one] Yes/No

Date of global end of trial

General information about trial

Main objective of the trial

Actual date of start of recruitment to
the protocol (in any country)

Long term follow up planned

[Circle one] Yes/No

Follow up planning rationale

Long term follow up duration

Value: Unit: [Select one] Months; Years

Independent Data-Monitoring
Committee (IDMC) involvement

[Circle one] Yes/No

Protection of subjects @

Background therapy @

Evidence for comparator(s)

Actual number of subjects included in the trial

Actual number of subjects included in each Country concerned

Country

Number of subjects

For multinational trials

Actual number of subjects included in
the EEA

[Derived from table above]

Actual number of subjects included
worldwide

[Derived from table above]

Age Group Breakdown for the whole trial

Age of subjects

Number of Subjects

In Utero

Preterm newborn- gestational age <37 wk

Newborns (0-27days)

Infants and toddlers (28days — 23months)

Children (2-11 years)

Adolescents (12-17 year)

Between 18 and 65 years

From 65 years to 84 years
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85 years and over

@ The EudraCT number cannot be amended
@ The public contact and scientific contact points may be the same as each other.
® A description of the actual measures taken to protect subjects.

@ Details such as the dosage and frequency plus any other relevant information should be captured here.

Subject disposition form

EMA

Recruitment Details

Screening Details @

Pre-Assignment Period Title: Pre-Assignment Period

Number of Subjects

STARTED

Milestone Title @

Milestone Title @

COMPLETED

Reason Not Completed [Derived: started — completed]

Adverse event, not serious

Adverse event, serious fatal

Adverse event, serious non-fatal

Consent withdrawn by subject
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Physician decision

Pregnancy

Protocol Violation

Other Reason @

Other Reason @

@ Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and types of location (e.g. medical clinic), to provide context.

® Screening details are required if the results will not contain a pre-assignment period.

® Add as many Milestone Title. A descriptive title for each row is required.

@ Add as many other reason not completed rows as needed. A descriptive title for each row is required.

Period @ Title: Title Name:

Baseline Period: Yes/No [Circle one]

Blinding

[Circle one] Double blind; Single blind ; Not applicable

Roles blinded @

[Circle any] Subject; Investigator; Monitor; Data analyst; Carer ; Assessor

Blinding implementation details

Allocation Method | [Circle one] Randomised — controlled;  Non-randomised — controlled; Not applicable
Arm Title ® TOTAL
Arm Description @
Number of Subjects Number of Subjects Number of Subjects Number of Subjects

STARTED [Derived: total STARTED]
Milestone Title ® [Derived: total Milestone]
Milestone Title ® [Derived: total Milestone]
COMPLETED [Derived: total COMPLETED]
Reason Not Completed

Adverse event, not serious

[Derived: total for reason]

Adverse event, serious fatal

[Derived: total for reason]

Adverse event, serious non-fatal

[Derived: total for reason]
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Consent withdrawn by subject

[Derived:

total for reason]

Lack of Efficacy

[Derived:

total for reason]

Lost to follow-up

Physician decision

[Derived:

total for reason]

Pregnancy

[Derived:

total for reason]

Protocol Violation

[Derived:

total for reason]

Transferred to other arm/group

[Derived:

total for reason]

Other Reason @

[Derived:

total for reason]

Other Reason @

[Derived:

total for reason]

Reasons for joining

Transferred in from other arm/group

[Derived:

total for reason]

Late recruitment

[Derived:

total for reason]

Other reason

[Derived:

total for reason]

Other reason

[Derived:

total for reason]

@ Complete a period table for each period you wish to report. Provide a descriptive title for each reported period.

@ If blinding is single or double, then the roles blinded must be specified.

® Arms are created on the next form. Only the Arm title and description will be displayed on the Subject disposition form

@ Arm Description provides more details about the Arm.
® Add as many Milestone Titles as necessary. A descriptive title for each row is required.

® Use only the most appropriate reason for not completing in each case and do not double count.

@ Add as many other reason not completed rows as needed. A descriptive title for each row is required.

Add as many other reasons for joining the Arm as needed. A descriptive title for each row is required.
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Subject disposition arm form

EMA

Arm Title

Arm Description @

Arm Type

[Circle one] Experimental; Active Comparator; Placebo Comparator; No IMP; Other (specify):

Products used @

IMP Name

IMP Code

Other names (separated by commas)

Route of Administration @

Select any number of terms from the human domain of the EUTCT List

Pharmaceutical Form ®

Select any number of terms from the human domain of the EUTCT List

Dosage and Administration Details

@ This form is used to create the Arms used as reference information in the Subject disposition details (see previous)

® Arm Description describes details about the arms evaluated.

® Details of the products used. There may be multiple products created.

@ A product may have any number of Routes of Administration

® A product may have any number of Pharmaceutical Forms

® Provide any or all of the following details: the dosage and frequency of administration.
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Subject analysis sets form

EMA

Subject analysis set @

Subject analysis set title

Subject analysis set type | [Circle one] Intent to treat; Per protocol; Full analysis set; Safety population;

Sub-group analysis set

Subject analysis set description®

Number of subjects@®

@ Complete a subject analysis set table for additional groups of subjects you wish to report on.

@ Subject analysis set description that defines the population type.

® Provide the number of subjects that constitute this subject analysis set.

Baseline characteristics form Age

EMA

Reporting Group Title

Reporting Group Description @

Overall number of baseline subjects

TOTAL

[Derived: tot:

al]

Age, Categorical @

Unit of measure | Subjects

Number of subjects

Number of subjects

Number of subjects

Number of sul

bjects

In Utero

[Derived: categor

y total]

Preterm newborn- gestational age < 37 wk

[Derived: categor

y total]

Newborns (0-27days)

[Derived: categor

y total]

Infants and toddlers (28days — 23months)

[Derived: categor

y total]

Children (2-11 years)

[Derived: categor

y total]

Adolescents (12-17 year)

[Derived: categor

y total]

From 18 - 64 years

[Derived: categor

y total]

From 65 — 84 years

[Derived: categor

y total]

Over 85 years

[Derived: categor

y total]
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Age, Continuous Measure type Dispersion type Measure type Dispersion type Measure type Dispersion type

[Circle One] [Circle One] [Circle One] [Circle One] [Circle One] [Circle One]

arithmetic mean, standard deviation, arithmetic mean, standard deviation, arithmetic mean, standard deviation,
geometric mean, interquartile range, geometric mean, interquartile range, geometric mean, interquartile range,
least squares mean, range, least squares mean, range, least squares mean, range,
log mean, sample min/max. log mean, sample min/max. log mean, sample min/max.|
median. median. median.

Unit of measure

@ Reporting group description contains details about the group of subjects receiving treatment.

@The age categories above are the default categories that match the protocol details in the clinical trial application. However, any age categorisation can be used.

Baseline characteristics form Gender EMA

Reporting group title TOTAL

Reporting group description @

Overall number of baseline subjects [Derived: total]

Gender, female, male @

Number of subjects Number of subjects Number of subjects Number of subjects
Unit of measure | Subjects
Female [Derived: category total]
Male [Derived: category total]

@ Reporting group description contains details about the group of subjects receiving treatment.

@ At least one Gender baseline measure (female, male or Customised) is required
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Baseline characteristics form study Specific Measure

EMA

Study specific characteristic title

Baseline measure description

Reporting group title

TOTAL @

Reporting group description @

Overall number of baseline subjects

[Derived: total]

Unit of Measure

Measure type | Dispersion type

Measure type

Dispersion type

Measure type

Dispersion type Measure type | Dispersion type

[Circle One] | [Circle One] @
arithmetic mean, | standard deviation,
geometric mean, | interquartile range,

least squares range,
mean,
sample min/max.

log mean,

median.

[Circle One]
arithmetic mean,
geometric mean,

least squares
mean,

log mean,

median,

[Circle One] @

standard deviation,

interquartile range,
range,

sample min/max.

[Circle One]
arithmetic mean,

geometric mean,

[Circle One] @
standard deviation,

interquartile range,

Number of subjects

Number of subjects

least squares range,
mean,
sample min/max,
log mean,
median.
Number of subjects Number of subjects

Category Title ® [Derived: category total]
Category Title ® [Derived: category total]
Category Title @ [Derived: category total]

@ Reporting group description contains details about the group of subjects receiving treatment.

@ A single number should be entered for all dispersion types in this table.

® Add as many Categories as needed if the data can be categorised.

@ The total group is only relevant to categorical data.
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End points form

EMA

End Point Type

[Circle one]

Primary

Secondary

Other Pre-specified

Post-Hoc

End Point Title

End Point Description [max.

999 characters]

End Point Time Frame
characters]

[Max. 255

Arm(s)/Subjects analysis sets

Select from the Arms within a Period or Subject analysis sets specified above

Reporting Group Title

Reporting Group Description ®

Overall Number of Baseline Subjects

Comment®

Comment®

Comment®

Measure type

Dispersion /
Precision type

Measure type

Dispersion /
Precision type

Measure type

Dispersion /
Precision type

Unit of Measure

[Circle One]
number,
arithmetic mean,
least squares mean,
geometric mean,
log mean,

median.

[Circle One] ®

not applicable,
standard deviation,
inter-quartile range,
range,
sample min/max,
standard error,

confidence interval
(percentage).

[Circle One]
number,
arithmetic mean,
least squares mean,
geometric mean,
log mean,

median.

[Circle One] ®
not applicable,
standard deviation,
inter-quartile range,
range,
sample min/max,
standard error,

confidence interval
(percentage).

[Circle One]
number,
arithmetic mean,
least squares mean,
geometric mean,
log mean,

median.

[Circle One] ®

not applicable,
standard deviation,
inter-quartile range,
range,
sample min/max,
standard error,

confidence interval
(percentage).

Category Title ®

(O]

®

@®

Category Title ®

@

@

0]

Graphical Representation

Upload images containing the graphical representation relevant to the End point.

@ Reporting group description contains details about the group of subjects receiving treatment.

@ A comment explaining why the number of subjects for the variable differs to the number of subjects in the selected arm.

® “Not applicable” Dispersion/Precision type should not be used only when Measure type is not “number”.

@ Numeric lower and upper values should be entered when precision type is a “confidence interval”. A single number should be entered for all other Dispersion/Precision types.

® Add as many categories as needed if the end point can be categorised.
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Below is the definition of the statistical analysis details for this variable

Statistical Analysis of End Point ®

Analysis [Circle one] Non-Inferiority; Equivalence; Superiority; Other
Statistical analysis title Type
Comment
Statistical analysis
description
Comparison group | Omnibus analysis: [Circle one] All reporting groups, All subject analysis sets Selection of Reporting groups: @

Number of subjects | [Value is derived: sum of subjects from groups/subject analysis sets]

Analysis specification | [Circle one]  Pre-specified;  Post hoc

Statistical hypothesis test

P-value | [Circleone] = < < > 2@ Value: Comment @

Method [Circle one] ANCOVA; ANOVA; Chi-squared; Chi squared Corrected; Cochran-Mantel-Haenszel; Fisher Exact; Kruskal-Wallis; Logrank; Mantel-Haenszel
; McNemar; Mixed Models Analysis; Regression, Cox; Regression, Linear; Regression, Logistic; Sign Test; t-Test 1-sided; t-Test 2-sided; Wilcoxon (Mann-
[Required if P-value provided] Whitney); Other method name: (specify)

Parameter Estimate

Point estimate

Confidence interval | Level | 95%; 90%; Other____ % Sides | [Circleone] 1 2 Lower limit Upper limit

[Circle one] Cox Proportional Hazard; Hazard Ratio(HR); Hazard Ratio Log, Mean Difference (Final Values); Mean Difference (Net); Median Difference

(Final Values); Median Difference (Net); Odds Ratio (OR); Odds Ratio log; Risk Difference (RD); Risk Ratio (RR); Risk Ratio log; Slope
Parameter type

Other effect estimate: (specify)

Variability estimate | [Circle one] Standard Deviation; Standard Error of the Mean Dispersion Value

@ Add any number of statistical analyses for each end point as required.
@ Select the reporting groups from those included in the end point that are relevant to this statistical analysis if an omnibus analysis is not being performed.
@® Prefix the P-value with a comparison operator.

@ This field contains additional information about the P-value such as whether it is adjusted for multiple comparisons and a priori threshold for statistical significance.
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Adverse Events Form

EMA

Time Frame for Adverse Event
Reporting [max 255 characters]

Adverse Event Reporting

Additional Description [max 350
characters]

Dictionary Used ®

Dictionar | [Circle One] MedDRA; SNOMED CT; | Dictionary Version
y Name Other:(specify)

Method

[Circle one] Systematic; Non- | Frequency threshold for reporting non-
Systematic serious adverse events @

%

Serious adverse events

Reporting Group Title

Reporting Group Description ®

Number of subjects exposed

Number of subjects affected by
serious adverse events

Number of subject affected by
non-adverse events

Number of deaths (all causes)

Number of deaths resulting from
adverse events

Serious Adverse Events

System | Event | Additional | Djctionary
Organ Term Description
Class

Number of Number of Event term Number of Number of Event term
Event Term Event term

Occurrences Occurrences

. i _all Occurrences - . i “all Occurrences-

Subjects Subjects causally Subjects Subjects causally

related to the related to the

treatment treatment

affected exposed Affected exposed

Number of

Subjects

Affected

Number of

Subjects

exposed

Event term
occurrences
-all

Event term
Occurrences-
causally
related to the
treatment

@ ®

®

O] @®
(O] ®
@ ®

®
®
@

FATALITIES

System | Event
Organ | Term
Class

Fatalities - all Fatalities - causally related to Fatalities - all Fatalities - causally related to
the treatment the treatment

Fatalities - all

Fatalities - causally related to
the treatment
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®@ © ©|

Non-serious adverse events

Reporting group title
Reporting group description
Number of subjects affected by
non-serious adverse events
Non-serious Adverse Events
Number of Number of OEvent term BT Number of Number of 0Evem term Evtim Number of Number of Event term B
ccurrlelnces G ccxfrarlelnces Occurrences- OCCLE’:I”C"’S Occurrences-
Subjects Subjects - causally Subjects Subjects causally Subjects Subjects causally
related to the related to the related to the
affected exposed Ucanent Affected exposed Ueanant Affected exposed Usatnent
System | Event | Additional | Dictionary
Organ Term Description
Class
@® ® ®
@® ® ®
@® ® ®
® ® ®

(@ The table defaults provide a short-cut for entering the dictionary used for recording all Adverse events in a study. If entered, the table default values respectively apply to any Adverse Event with a blank Dictionary name.
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@ The frequency of non-serious adverse events that, when exceeded within any arm or comparison group, are reported in the results database for all arms or comparison groups. The number must be less than or equal to the
allowed maximum expressed as a percentage. For example, a threshold of 5 per cent indicates that all non-serious adverse events with a frequency greater than 5 per cent within at least one arm or comparison group are reported.

® Reporting group description contains details about subjects in this group.
@ Number of subjects exposed for a single Adverse event in a reporting group is only required when the value differs from the Total number of subjects at exposed in the reporting group.

® The event terms used for reporting fatalities must also appear in the serious adverse events table.

More Information EMA

Global Substantial Protocol Amendments®

Amendment Date Description

Global Interruptions and Restarts@

Interruption Date Description Restart Date

Limitations and Caveats®

Limitations and Caveats that apply to the results
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@ Provide details of the substantial amendments to the protocol that affected the trial globally. There may not have been any global substantial protocol amendments, so their presence is optional. However if a global substantial
protocol amendment is created, then both the date and the description are necessary. There is sufficient provision to support the presence of any number of global substantial protocol amendments to the trial.

@ Provide details of the interruptions that affected the trial globally. There may not have been any global interruptions, so their presence is optional. If a global amendment is created it must have an interruption date and a
description. The restart date is provided only if the trial was restarted globally after the interruption. There is sufficient provision to support the presence of any number of global interruptions and restarts to the trial.

(® Based on the conduct of the trial provide any limitations or caveats to the results of the trial.
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I

(Information)

INFORMATION FROM EUROPEAN UNION INSTITUTIONS AND BODIES

COMMISSION

Communication from the Commission — Guidance on the information concerning paediatric

clinical trials to be entered into the EU Database on Clinical Trials (EudraCT) and on the

information to be made public by the European Medicines Agency (EMEA), in accordance with
Article 41 of Regulation (EC) No 1901/2006

(2009/C 28/01)

1. INTRODUCTION AND SCOPE

Regulation (EC) No 1901/2006 on medicinal products for
paediatric use (') (hereafter the Paediatric’ Regulation) entered
into force on 26 January 2007. Article 41(3) of the Regulation
requires the Commission to draw up guidance on the nature of
the information on paediatric clinical trials to be entered into
the database of clinical trials (EudraCT (%), on which informa-
tion shall be made available to the public, on how clinical trials
results shall be submitted and be made public and on the
European Medicines Agency (EMEA)'s responsibilities and tasks
in this regard.

This obligation aims to increase the availability of information
on the use of medicinal products in the paediatric population
and to avoid unnecessary repetition of studies. The information
is aimed at the public which includes lay persons, patients and
families, health professionals, researchers and academics as well
as industry and regulators.

This guidance sets out the nature of the information to be
entered into EudraCT, the information to be made accessible to
the public, the paediatric clinical trial results to be submitted
and made public and on the responsibilities of the EMEA and
related tasks in this context.

The information referred to in this guidance comprises paedia-
tric clinical trial protocol-related information and paediatric trial

(") OJL378,27.12.2006, p. 1.
() http:/[eudract.emea.curopa.cu/
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results. Such information is to be entered into EudraCT in cases
where the respective paediatric trial has at least one investigator
site in the European Economic Area (EEA), and/or is part of an
agreed Paediatric Investigation Plan (PIP (%)). It concerns paedia-
tric trials planned, ongoing or completed in the EEA and those
that are planned, ongoing or completed in any other country
(‘third countries’) provided these latter trials are included in a
PIP. The status of each paediatric trial will be identified
(e.g. under assessment, authorised or refused, ongoing, prema-
turely ended or completed). This status will be listed for each
Member State.

The EudraCT data fields are for the most part consistent with
international initiatives relating to clinical trial registries,
e.g. WHO International Clinical Trials Registry Platform (ICTRP)
and the International Committee of Medical Journal Editors
(ICMJE). Although EudraCT may have additional fields, the
convergence of the information to be made public with the
WHO ICTRP facilitates the work of sponsors and researchers
submitting information to different registries for different
purposes, and facilitates access to this information.

The Commission’s Directorate-General for Enterprise and
Industry (DG ENTR) () will make available the list of the
specific data fields to be included in EudraCT, and those to be
made public.

() See point 2, Article 2 of the Paediatric Regulation.
() http://ec.europa.eufenterprise/pharmaceuticals/index_en.htm
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2. NATURE OF THE INFORMATION TO BE ENTERED INTO
EUDRACT AND TIMING

2.1. Nature of the information

The nature of the required information to be entered into
EudraCT is based on its importance to clinical trials contained
in an agreed PIP. Two sets of information are required:

— paediatric trial protocol related information — supplied
prior to the start of the trial and updated if needed during
the trial describing the trial protocol, investigational
medicinal products (IMPs), therapeutic indication, trial popu-
lation, the trial authorisation and the current status of the
trial,

— paediatric trial results related information — supplied after
the completion of the trial and containing a summary of the
results and conclusions.

2.2. Timing of entering of the information into EudraCT

2.2.1. Protocol related information

All interventional paediatric clinical trials with at least one site
in the EEA are required to be entered into EudraCT no later
than at the time of the valid application for authorisation of a
clinical trial to the National Competent Authorities (NCA).

All clinical trials that are included in an agreed PIP should also
be included, whether the trials are planned, ongoing, or
completed.

In particular, all paediatric trials conducted with at least one site
in a third country and included in an agreed PIP, should be
entered into EudraCT no later than one month after, either, the
EMEA decision agreeing a PIP, or, the first approval/positive
opinion of the trial by a third country competent authority
and/or third country ethics committee, whichever is the latest.

2.2.2. Result related information

Result-related information for paediatric trials should be
submitted to the EMEA, for entry into EudraCT, no more than
six months after the trial has ended, whether the trial has been
completed or prematurely terminated, whichever occurs first.

However, notwithstanding the above, if

— the clinical trial does not fall within the scope of
Article 46(1) of the Paediatric Regulation, and

— it is for objective scientific reasons not possible to submit
the result-related information within six months, which has
been demonstrated by the submitting party,

result-related information for paediatric trials may be submitted
to the EMEA, for entry into EudraCT, at the latest within twelve
months after the trial has ended, whether the trial has been
completed or prematurely terminated, whichever occurs first.

For the purpose of submitting result-related information, a trial
is considered completed when the last visit of the last patient
has occurred, as foreseen in the latest version of the protocol.
This means that, for the purpose of submitting result-related
information for inclusion into EudraCT, open trial extensions,
e.g. for maintenance treatment, are not considered as part of the
trial.

2.2.3. Submission of the information into EudraCT

The sponsor, PIP holder or Marketing Authorisation Holder
(MAH) submits the information electronically to the EudraCT
staging area, once such a staging area is operational.

In the interim, the information is submitted in electronic
format.

3. INFORMATION TO BE MADE AVAILABLE TO THE PUBLIC

3.1. Protocol related information

The information to be included in EudraCT and to be made
public will include details of the following elements:

— identification of the clinical trial and its protocol,
— sponsor,

— source of funding,

— contact point for public use,

— identification and description of the treatment arms of the
study (IMPs) to be used,

— therapeutic  objective of the trial (disease under

investigation),
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major objectives and endpoints,

trial design including the countries in which it is to be
conducted,

trial population,
inclusion/exclusion criteria,

trial status (per country or region as applicable), and if
refused for ethical reasons the reasons for refusal.

3.2. Results related information

The information to be included in EudraCT and to be made
public should take into account the format for summary of
results set out in the ICE E3 guideline (). It will cover the
following elements:

— administrative information and trial identification,

— trial design,

— scientific background and explanation of rationale for the
trial,

participants in the trial — information on the subject popu-
lation including inclusion exclusion criteria and demo-
graphic information,

interventions — the treatments used,

objective(s) of the trial,

outcome measures,

randomisation implementation,

blinding,

statistical methods,

patient disposition,

protocol deviations,

recruitment,

baseline data,

trial interruption,

outcomes and estimation,

ancillary analysis,

adverse events,

trial termination,

discussion and interpretation of study results (interpretation
of trial results by sponsor, if available and by competent

authority, if available),

a declaration of the submitting party on liability for the
accuracy of the submitted information.

(") http://www.ich.org/
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3.3. Timing of making information accessible to the public

Protocol-related information will be made public automatically,
once the data has been entered into EudraCT and the trial bas
been approved by the NCA concerned. Where a negative
opinion bas been issued by an Ethics Committee, the informa-
tion on the trial will still be published, together with a field indi-
cating the reason for the negative opinion.

Public release of result-related information takes places automa-
tically once this information has been included by the EMEA in
the EudraCT database.

3.4. How information is made public

The information will be made available through a dedicated
public website containing a subset of information regularly
updated from EudraCT. Appropriate disclaimers will be included
to reflect the stage of regulatory evaluation of the trial.

Studies not registered in EudraCT and for which protocol-related
information is not available, e.g. because the conduct of the
studies predated requirements for inclusion in EudraCT, should
be specifically identified.

Result-related information is not validated prior to its inclusion
into EudraCT. Responsibility for the result-related information
lies with the sponsor, PIP holder or MAH submitting the results.

EudraCT will contain a disclaimer to this effect.

If and when the results are submitted for assessment (e.g. in a
marketing authorisation application), a link to the public assess-
ment report will be made.

4. RESPONSIBILITIES OF THE EMEA AND TASKS IN THIS
REGARD

4.1. The EMEA’s responsibilities

The EMEA should:

make public the protocol-related information on paediatric
clinical trials in accordance with this guideline and the lists
of data fields made public by DG ENTR,

make public the result-related information on trials included
in EudraCT and on any paediatric studies submitted
according to Article 45 and 46 of the Paediatric Regulation,

coordinate the exchange of information,

manage the EudraCT database.
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4.2. The related tasks

The responsibility for the initiation of the process, electronic
submission of protocol and result related data, and maintenance
of data lies with:

— the MAH, in the case of provision of the results of an
authorised medicinal product in accordance with the obliga-
tions in Articles 45 and 46 of the Paediatric Regulation,

— the sponsor of trials referred to by Article 41, whether or
not it is the MAH,

— the PIP addressee.
The EMEA should:

— enter into EudraCT the protocol information received elec-
tronically for third-country trials including their authorisa-
tion status and information regarding the end of trial status,

— enter the result information received electronically into
EudraCT,

— make public data from the protocol-related and result-
related information in accordance with Section 3.4.

672

The NCAs should:

— enter the protocol information received electronically into
EudraCT,

— enter information concerning the review and oversight of
the paediatric trial,

— exchange information with the EMEA on the studies
submitted,

— enter additional data relating to the review and authorisa-
tion, amendment and end of the trial, to be recorded directly
into EudraCT by the NCAs or by transmission of the infor-
mation from national clinical trial databases.

5. IMPLEMENTATION

The guidance set out in this Communication applies:

— as regards the protocol-related information, as soon as the
programming of EudraCT has been finalised,

— as regards the result-related information, once the detailed
guidelines for the reporting format have been published and
the related programming has been finalised.

Finalisation of the programming will be publicly announced.
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Press release

European Medicines Agency launches a new version of
EudraCT

Summary results of clinical trials soon to be available to the public

The European Medicines Agency has launched a new version of the European Clinical Trials Database
(EudraCT). This new version, EudraCT V9, marks the initial step of a process through which summary
clinical trial results will be made publicly available through the EU Clinical Trials Register (EU CTR).

EudraCT already contains protocol-related information submitted by sponsors for interventional clinical
trials conducted in European Economic Area countries and/or in third countries, when the clinical trial is
part of an agreed Paediatric Investigation Plan (PIP). As of today, clinical-trial sponsors are encouraged
to register on the EudraCT website to start uploading summary results. Results posted by sponsors in
EudraCT will start to become publicly available once the Agency has launched the complementary new
version of the EU CTR towards the end of the year. The content and level of detail of the summary
results is set out in a European Commission guideline and in its technical guidance.

This initial release of EudraCT will be followed by further updates to the system in 2014 which will
provide improved functionalities for sponsors and EU regulatory authorities. With the launch of these
further iterations of EudraCT by mid-2014, the modalities and timing of posting of result-related
information as described in the EC guideline will apply, and sponsors will then be required to post
result-related information.

The Agency supports international standardisation of data requirements for clinical trial registration.
EudraCT’s data requirements are already substantially aligned with those of ClinicalTrials.gov and the
Agency works closely with the National Institutes of Health (NIH) of the United States, which operate
ClinicalTrials.gov and with stakeholders to progress this objective.

The Agency will make the data descriptions and technical specifications available to enable
stakeholders to build systems that can generate structured data sets and upload them electronically
into EudraCT.

About EudraCT and the EU Clinical Trials Register

EudraCT is a database used by national competent authorities to enter protocol-related information on
clinical trials submitted by clinical trial sponsors, but also includes protocol-related information on
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clinical trials in third countries if they are included in a PIP. The database is hosted by the European
Medicines Agency.

A subset of this data is made available through the EU Clinical Trials Register which the Agency
manages on behalf of the EU.

Users are able to view the description of phase-I1l to phase-1V adult clinical trials where the
investigator sites are in the EEA, as well as any clinical trials in children with investigator sites in the
EU and any trials that form part of a PIP, including those where the investigator sites are outside the
EU.

Clinical Trial Transparency in Europe

This new feature of EudraCT is another step towards increasing clinical trial transparency in Europe and
will allow sponsors to provide summary results of all interventional trials already published in the EU
CTR. This is a separate initiative to the Agency’s goal of publishing clinical data included in a marketing
authorisation application submitted via the centralised authorisation procedure for medicines, and for
which the decision phase of the marketing authorisation process has been completed.

Notes

1. This press release, together with all related documents, is available on the Agency's website.

2. Guidance on the content of protocol-related and results-related information is available here:
http://ec.europa.eu/health/files/eudralex/vol-10/2009_c28 01/2009_c28 01_en.pdf

http://ec.europa.eu/health/files/eudralex/vol-10/2008 _07/c_16820080703en00030004 en.pdf

3. The guideline on the posting and publication of result-related information on clinical trials is
available here: http://ec.europa.eu/health/files/eudralex/vol-10/2012 302-03/2012_302-

03_en.pdf

4. Technical guidance on the format of the data fields of result-related information on clinical trials
can be found here: http://ec.europa.eu/health/files/eudralex/vol-10/2013 01 22 tg_en.pdf

5. The EudraCT website is available here : https://eudract.ema.europa.eu/

6. The EU Clinical Trials Register is available here: https://www.clinicaltrialsregister.eu/

7. More information on the work of the European Medicines Agency can be found on its website:
WWWwW.ema.europa.eu

Contact our press officers

Monika Benstetter
Tel. +44 (0)20 7418 8427

E-mail: press@ema.europa.eu
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46 | IR EHE MR String
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11 | B String 4096 | -
12 | FERRS - - -
13 | seq - - -
14 | FEKFEE IPN String 4096 | -
15 | EEHKEEE String 4096 | -
16 | [ ER AR BR (K | PN String 4096 | -
17 | LB A BRI | String 4096 | -
18 | L [AIGR ARERIKIE 2 JPN String 4096 | -
19 | J[R]ER AR GRBR KRS 2 String 4096 | -
20 | Hh[rlf AR BRIk HEA 3 JPN String 4096 | -
21 | e[RRI R 3 String 4096 | -
22 | BARAEE - 3 E S PN String 4096 | -
23 | ARSI I3 E SRR | String 4096 | -
24 | BeRUE £ I3 ER SR 2 JPN | String 4096 | -
25 | BASRMEE - 3 EI KBS 2 String 4096 | -
26 | BARUEE £ 213 E NSRS 3 IPN | String 4096 | -
27 | BASRMEE F - XM E IS 3 String 4096 | -
28 | BINEHEE String 4096 | -
29 | EWNSINE A sk - -
30 | seq - - -
31 | JkfEE Integer 1 -
32 | HARE Integer 1 -
33 | 5 FR Integer 1 -
34 | EHRIR Integer 1 -
35 | AKH B Integer 1 -
36 | IITEE Integer 1 -
37 | fa IR Integer 1 -
38 | RIIE Integer 1 -
39 | AR B Integer 1 -
40 | FEG IR Integer 1 -
41 | B ER Integer 1 -
42 | THER Integer 1 -
43 | AT Integer 1 -
44 | )R Integer 1| -
45 | Bk R Integer 1 -
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46 | = IR Integer 1
47 | )1 Integer 1
48 | @R Integer 1
49 | LA Integer 1
50 | REFR Integer 1
51 | U IR Integer 1
52 | il b Integer 1
53 | B Integer 1
54 | —HEIR Integer 1
55 | BE Integer 1
56 | AUERT Integer 1
57 | KERJFF Integer 1
58 | JuJE I Integer 1
59 | mEIR Integer 1
60 | Fap LR Integer 1
61 | B Integer 1
62 | BRI Integer 1
63 | i 1115 Integer 1
64 | Ji 5B Integer 1
65 | & Integer 1
66 | TH 5 Integer 1
67 | &I Integer 1
68 | BRIk Integer 1
69 | &% Integer 1
70 | A U Integer 1
71 | e Integer 1
72 | Rl IR Integer 1
73 | FEAIR Integer 1
74 | Koy b Integer 1
75 | IR R Integer 1
76 | JEE IR IR Integer 1
77 | R Integer 1
78 | — k6 DRWEDEEN - -
79 | seq - -
80 | 2% 4 JPN String 4096
81 | 44 String 100
82 | #HA%k4: _JPN String 4096
83 | A4 String 4096
84 | #E4 _JPN String 4096
85 | #EA String 4096
86 | {¥/r JPN String 4096
87 | {EHT String 4096
88 | %z String 4096
89 | IERDOUR L String 4096
90 | Email String 4096
91 | AN AEOR NS bERD - -
92 | seq - -
93 | FEAEMIFEE 4 _IPN String 4096
94 | FATLAFIEE 4 String 100
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95 | Prl@fHfk4 JPN String 4096

96 | frJ@ k4 String 4096

97 | ATEERE4_JPN String 4096

98 | B E4 String 4096

99 | {¥7r JPN String 4096
100 | 15T String 4096
101 | FEES String 4096
102 | Email String 4096
103 | EE BRI L /KR OA I String 4096
104 | XIRBEEE L ITME String 4096
105 | seq - -
106 | XIRPEE FE 71X JPN String 4096
107 | M EHEFE TR String 4096
108 | BAJE D& JPN String 4096
109 | BAZE D#EAR String 4096
110 | BZET 7 U L5 - -
111 | seq - -
112 | 287 v M A5HZ3E E _JPN String 4096
113 | E27 7 M 2eHiE A String 4096
114 | HH_5 1 Integer -
115 | i _4 2 Integer -
116 | HIH_4 3 Integer -
117 | BiE_H 1 Integer -
118 | HifE] H 2 Integer -
119 | B H 3 Integer -
120 | #IfE] a6 1 Integer -
121 | #IR 08 2 Integer -
122 | i) 4 3 Integer -
123 | HfE] 6 4 Integer -
124 | HIfH A 5 Integer -
125 | A vk—v String -
126 | @IRT T b 1 LG - -
127 | seq - -
128 | IR T U k71 2 5Fli_JPN String 4096
129 | BIRT v b 70 L el String 4096
130 | 41 Integer -
131 | #If] A2 Integer -
132 | W43 Integer -
133 | BiE_H 1 Integer -
134 | i 2 Integer -
135 | #if#]_H 3 Integer -
136 | HME] 6 1 Integer -
137 | #ifE o6 2 Integer -
138 | i) a4 3 Integer -
139 | HfE] 8 4 Integer -
140 | HifE 8 5 Integer -
141 | A vtE—Y String -
142 | AABRT VA >~ - -
143 | seq - -
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144 | iR X2 A 7 String 4096 -
145 | Ao 7 = —X - - -
146 | HEERIHK - - -
147 | MlElfE A A H String 32 -
148 |t ADWNE - -l -
149 | seq - - -
150 | St AD4FR JPN String 4096 | -
151 | T ADAFR String 4096 | -
152 | S0 ADFEM JPN String 4096 | -
153 | S ADFEA String 4096 | -
154 | BPUEHE FROMELUE - -l -
155 | seq - - -
156 | i FRR - -l -
157 | seq2 - - -
158 | it F O A7 - -l -
159 | ik Integer - -
160 | »~ H Integer - -
161 | Integer - -
162 | A vtE— String - -
163 | ln_ R - -l -
164 | seq2 - - -
165 | 3 H O A - - -
166 | 7% Integer - -
167 | » H Integer - -
168 | Integer - -
169 | A vtE— String - -
170 | 51 - - -
171 | iwPULHE JPN String 4096 -
172 | JEREEHE String 4096 | -
173 | BROFEEHE JPN String 4096 | -
174 | BroFEEVE String 4096 | -
175 | R oOEH - - -
176 | BRI - -l -
177 | "HIEARIEEEH JPN String 4096 -
178 | Hr kAR IE#E R String 4096 | -
179 | 872 7 - -| O
180 | #rf - -1 O
181 | ¥t - -1 O
182 | HIBR - -1 O
183 | Z3Ha~7 7 A LD HH H Date -1 O
184 | #BREEAH URL String 4096 | -
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TH T A=~ b (JEGE

TH THH 4 It Hr¥k 0
1 | trials - - -
2 | trial - - -
3 | main - - -
4| trial id String 255 O
5| utrn String - -
6 | reg name String 50 -
7| date registration String 10 -
8 | primary sponsor String 2000 -
9| public title String 2000 -
10 | acronym String 255 -
11 | scientific title String 2000 -
12 | scientific acronym String 255 -
13 | date enrolment String 10 -
14 | type enrolment String 50 -
15| target size String 255 -
16 | recruitment status String 255 -
17| url String 255 -
18 | study type String 255 -
19 | study design String 1000 -
20 | phase String 255 -
21| hc freetext String 8000 -
22| i free text String 8000 -
23 | contacts - - -
24 | contact - - -
25 type String 50 -
26 firstname String 50 -
27 middlename String 50 -
28 lastname String 50 -
29 address String 255 -
30 city String 50 -
31 countryl String 50 -
32 zZip String 50 -
33 telephone String 255 -
34 email String 255 -
35 affiliation String 255 -
36 | countries - - -
37| country2 String 50 -
38 | criteria - - -
39 | inclusion_criteria String 8000 -
40 | agemin String 50 -
41| agemax String 50 -
42 | gender String 50 -
43 | exclusion criteria String 8000 -
44 | health condition code - - -
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45| hc code String 255
46 | health condition keyword - -
47 | hc keyword String 500
48 | intervention code - -
49 | i code String 255
50 | intervention keyword - -
51| i keyword String 500
52 | primary outcome - -
53 | prim_ outcome String 8000
54 | secondary outcome - -
55| sec outcome String 8000
56 | secondary sponsor - -
57 | sponsor name String 2000
58 | secondary ids - -
59 | secondary id - -
60 sec id String 50
61 issuing_authority String 255
62 | source support - -
63 | source name String 1000
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